Bayer CropScience Biologics GmbH Contans WG Doc M, IIIM, Sec. 6, P. 11
(1.0 x 10" CFU Coniothyrium minitans/kg) page 1 of 13

@\ @
)
& & S
Contans WG v &

oS
AN I ¥
S
e T TS
Dossier according to OECD dos@ g% ncNor robi%; pes@@ontrol agents a§@
microbial p@i}?co

M-465795-04-2



Bayer CropScience Biologics GmbH Contans WG Doc M, IIIM, Sec. 6, P. 11

(1.0 x 10" CFU Coniothyrium minitans/kg) page 2 of 13

Table of contents

INEFOQUCTION ettt b e b bbbt e at e s et bt s bt eb e st ea b et et e bt sb e bt eaten b et et e nbesbeebeeneenee 3
M 11 Summary and evaluation of environmental IMPACE ...........cceovveviieiieierierieneee et .4 @
IIIM 11.1  Distribution and fate 0f MPCP ..........cccoviiiiniiiiiniiiecneteeree et o\@@

Fate and behaviour in SOil.............ooooiiiiiiiiiiiiiic e @ .................... @ @ ......... @

Fate and behaviour in water@@&, ........ @5

Fate and behaviour 10 @11 .......c.ceeiieiiiiiee e L. ‘@\é
M 11.2  Identification of non-target species at risk and ext@t of their exposug;%................y%@ ..... \@@

Effects 0n birds ......oocevviueveiieeieeieeeeceiens R a— @i N @ ......... @7 @

Effects on fish......cccooevveviiiiiie, g @Q ................. e Q... N é’é

Effects on freshwater invertebrates............ %@ .................. Q&@ ......... Q ..... @© ...... @

Effects on single cell algae .........cccccoee 5070 g @@ ....... Q ....... & ...... Gy @}8

Effects on aquatic plants other than algae.........q....... S Q... & Moo @p....... @.\ ...... " \”\a ...... § ..... 9

Effects on terrestrial vertebrates othepthan l&s @Y} ....... @ ...... ,@@?& ...... @Q& ......... e 9

Effects on bees......covveeeeeveeeennne, % ......... 6@’ ....... @ Q©®@®f0

Effects on arthropods other th%*bees \\ ...... S \@ ...... &%© ....... Mygpeveresrermrmereeer e 11

Effects on earthworms @ ~ 9 .5 ) ‘K\v\ > Y Q 11

................ &%\&Q @@

Effects on soil micro—orgiﬁms (%\ ....... (s %\7@\@’ PN YN @ ...... 1 11
IIIM 11.3  Identification of precau@ns I%essar%o miﬁ@lize e onn&al cé%min@n at@oo protect

non-target species @y SRR Qe L @ @ ......... @ ...... é@ ...... g 11
REFETENCES oo S N Qe @ ....... S (5 D SN © N 13

= O & < %
> & @ @ S
P E s e IS
@
& o & S &« &
S v g £ o Q &
NN OEENE e
NN
O o & Ly &
© & = G I < O
) 9 N L
S Y VS
A & & o = . O



Bayer CropScience Biologics GmbH Contans WG Doc M, IIIM, Sec. 6, P. 11
(1.0 x 10" CFU Coniothyrium minitans/kg) page 3 of 13

Introduction

The preparation Contans WG is a water dispersible granule for the control of sclerotia of Sclerotinia

sclerotiorum and Sclerotinia minor in the soil. Contans WG contains 50 g active spores / kg corresponding to 1.0

x 10" active spores / kg of the soil fungus Coniothyrium minitans strain CON/M/91-08. Contans WG_js a

biological fungicide with a specific action against the resting survival structures (sclerotia) of the plant pat@ens @é

Sclerotinia sclerotiorum and Sclerotinia minor. @? Q
M

%_

A summary of the critical Good Agriculture Practice of Contans WG in Germany is presented in Tabi@

1. s &
N & & &
Table IIIM 11-1 Summary of critical Good Agricuifural Pracﬁ@c&%r Contans@ﬁ \°\ @@ @
Y (@) Q
Application 'S Ap@éﬂtion rate @i@treq&nt Q é
Formu- @ S ® %
lation type % k @° W§Q & o g
@ MPCAMhagP  Kha Q) MECA/hlg>
Crop Conc. of N2 \ &
MPCA Method imber (CHEIEN D |

§ @@o %ﬁin-n&% @%min S min-mix
I < A g & &

0701009050

0T OS S ©
Winter rape S(I:ea \\ L\ﬁ@\ @ S e y\;
(Field) SE R
‘ S e IR W A
@%ﬁfﬁt_ & @J@@ o> Q@ Sy ©©© b
S emerzing SOy 1 %.05&.19% 200-500 ©°0.0100-0.050

Winter rape

(Field) LEIBR $ @ <
@ ° S
2 3 & @ e o &
X <\$S rg@ing ¢ @J RNEEES )
@f O & O

. <
Lettuce / soil ,.SZ’ N
u &, (e plangife | &
A

decontaminati -and betwgen | @0 -0:200 | @00-1000 | 0.0050-0.050
on [ N N @ N
@g 50u/kg gr&wth] N & § L
O] onol W & & &
FU/k N

P g}(’ ) é\%p@ o F (@? Q}% 0.000020

mygelia . . -
inh«fég}?n n | .2 .9 AT I & o 030620200 1 200-2000 0.0050

top soil @@& | Ringg O s S

Soil 2 @ SEN- NI

decontami-@ Q @} LO o . O @

nation © ©© \\ Q\ @\ >

(hary AR i%@ 0.0050 -
rem@ of .9 2 Spr@ing §% °d 0.050 -0.300 | 200 - 1000 0.150
cucuinber, Q\ N [ Q .

“bean, % @ . v Q@ Q\

“Sunflower, ¥ | O
oilseed-rapz?@ ® . ] & Q‘\k
! spraying @wedm super@ally in::%arpo into the soil

v

2 applic just &fore s g S
3 apphi€tion 1 ays after pl and 2 - 3 weeks after planting

4 fo@?&ed erhedthi iga@ft@n or application on moist soil with irrigation system
5@@@3 icatipn @ither G&fore @ing, pre-/post emergence or post harvest before incorporation of plant residues into soil

O
Contan G is applied directly to the soil at a maximum rate of 6.0 kg product/ha (i.e. 0.300 kg C. minitans/ha)

before sawing of vegetables or alternatively 2 or 4 weeks after planting of lettuce at a rate of 4.0 kg product/ha
(i.e. 0.200 kg C. minitans/ha). After application the product is incorporated or drenched into the soil.
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For purpose of risk assessment two applications of 4.0 kg product/ha (i.e. 0.4 kg C. minitans/ha) in lettuce after
planting is employed. A worst case scenario no degradation between the two treatments, resulting in an
accumulated application rate of 8 kg Contans WG/ha and no plant interception were assumed. (Table ITIM 11-
2).

Table I1IM 11-2: Representative field of use for Contans WG K

s &

Crop Application no. Dosage Dose Dase Water volitme
scenario [kg product/ha] [g a.s./ha] [CE¥U/ha] @Q [L/ e

Lettuce 2 4 kg/ha 200 g/ha @%oux 10" 200 2000&9

(post planting) N\ Q@ g S @

N
(@) NI
@ < & R
Q @" § N
IIIM 11  Summary and evaluation of environm@@i impact @ @

N AN
IIIM 11.1 Distribution and fate of MPCP é @@f %Q <\a @%@7 @b °
Fate and behaviour in soil "\a @© Q@ @

Coniothyrium minitans s a{%ﬁto hﬁaon SSsoil @ucro an1sr®©fre ently is ate rom
agricultural soil. The fungus gy clos’e@/ asso@ated with %Ua &i\susc le @sts h are

0

o

parasitized. S K \ %

The nature of this biofungicide do@¥not aﬁow apﬁhcatr of so n st (@alculanon
of time weighted averag&onC@tratlo@ as e@loyﬁﬁ che@lcal tanc@ srnée% degradatlon
or decline of populatr@s of igro- -organis es 1 rst or@ ki s ot{%egradatlon

Data on the dens1§¥g f natu}al C@@mztans popula%ﬁons 1@5011 d@p not availablHowever, as the
concentration of C. mini s in dep s on the conce tra@of S€, e%tra thg vegetative form of
C. minitans cr ases a ng @g th&degr 1ng g cellssw labpratorgistudies mycelium of

C. mznztans was not oW in #on-st i% 5011 ic ng that Evminigaps is a poor competitor.
Naturally rrln@pore znztam@san Pist un@rml d in @smtegrated sclerotia for at
least on ar apd the e re ered@om S@l in sclerotia for’up to 18 months following
apphc oil mgl ratﬁ@s ab&ve 25f’ no §9 atlof C@mmns from sclerotia after 6

monthy was%smble %
D@ to th>host @ecrﬁc@/ of r@?’n assu@d that long-term survival of the
clero

ycopare@’te in is%ll 1S @ssml only re present Ii@nce any multiplication or long-term
ersistence para n so1 reatn@v % ntans WG is rather unlikely to occur.

@As the fun prop e, C. }Kllnlta@ ardgl as less competitive to other soil micro-
organls

> lig efore % @% as%mned ‘r@ appéd a;gounts of viable spores of C. minitans strain

@DN/ -08 ccqnﬁ%t]zate soil time after the maximum application rate of

@Cont oreo@r ther@ no for ¥gtimited growth of this fungus.
WQh regard to &y mo col lea@g study provides evidence that vertical distribution
alised horizontal spread by water splash has been

<M CON/M/91-08 dogs ot %

documented. Dispeisdl of C. mini rosol partlcles is promoted by air movement, although
this is cousideref of or i rtance There is some evidence that soil organisms may be
\% responsfﬁ%e f@mpe@ Q . ng these are fungus gnats (Mycetophilidae), enhancing
degradgtron 0 er%@ of Sgsclerogiorum infected with C. minitans and increasing local dispersal of

the cor%rssn mbl@ector@or localised spread of C. minitans are slugs, collembola, mites
sun 0 ots. @

@}In @%’ to ate@e envﬁnmental and health concern of the spread of C. minitans strain
& CONBM/91-0 in@e agricultural soil environment it needs to be considered that this strain is non-
h

% pathogeni s and mammals in general, and also for non-target organisms due to its host
$ cificigy. Masgover, based on composition of the formulated product with washed, metabolically
Q fhactive sporeSSand only one additional formulant of food-grade quality, which will be metabolised

@ by micro-organisms, and in the absence of impurities, the preparation is considered safe to human
health and the environment. Finally, the soil is the natural reservoir of this fungus.
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»  Therefore, establishment of a population of C. minitans in the treated soil under favourable
environmental conditions presents no health or environmental concern, but even is desired for
efficient parasitic control of Sclerotinia spp.

Predicted environmental concentration in soil @
In order to perform a risk assessment for non-target organisms the actual concentration § viale§
spores of C. minitans is calculated for soil, a maximum application rate of @ kg product/lz %
treatments in lettuce, with no degradation of the fungus spores betwcen the two tf‘&atmen@
considered as worst case. No accumulation of CFUs from one growing season to the vx@year

is expected. The concentration of active substance will be related t&%ﬁ top 5 cm 0@011 hley\&g

the highest theoretical soil concentration. @ % @
Assumptions: @} &© é\g Q § c&©
e application rate Contans WG: % Q & & @) &@
2 applications of 4.0 kg/ha (=2 x 2@% a.s./ha, eqm%lalent t@% 0 x 2 @ha) @

e incorporation into the top 5 cm Qer (res(%tqng s@g@rolu eV = (@5 m 00@ = 5Q0"m°)

N
e soil density p of 1.5 g/ cm?® (=1.x 1 3@/@{}? @% @ Q@ I .
e soilmass/ha: Vxp= 7500@kgs§§’aryv@ght R S S S @
e o plant interception K&j \ \ @ Q% o © X
@ @ %\ <A S
icr

N <> o~
According to the PEC 0%1@1 atlg?%the oggecteﬁm 1 @onte &Qﬁ th O@angé@in soil is
mml CON/M/91-08/kg

10.67 mg Contans WG/@f ry weight soil co pondl
0 7 x 10* CFU/g) dry

dry weight soil. In ter ({j@ thi equl nt t 7 XQ
weight soil. @S %g @

S @ @
In summary, folfowing @phc%%n §§ntans WG to the s&i@spo@of %%zmtans are likely to
establish a popﬁatlol%l the preSenc sclemptia of§host Sclerottuia sp ased on the prevailing
environme ons éthe réRvan @nl nd @Qe aV ab#lity of the host of the
mycopa§ nitaws poss@ly apptdach balance at @clear& lower population density
compargdto tﬁlnm{al neept tion, in res e to.ftiti n%ablon@ffmd also counteracting biotic
factO@ ccC g t%ﬁie PEC cal ﬁﬂon the expedtéd inifial coréentration of viable spores in the
top&®cm | il is O a relat ely lev@?ieve of 1.07&107 CFU/mL soil. On a long-term scale,
without 1cat10ns of tans WG andet@nfavo@able environmental conditions, the
@’@geta‘uve sta e 0 mlm@ cor@letely@ong with the decaying, parasitized
@sclerotla in mg needdor apphcatlo@n the@llowing season to achieve control of the target
A fungi. WhetBer ega@shmen or Wth ~afhong th%wnatu,ra@oﬂ micro-flora will be successful or not,
there is 1sk{\‘ an mnt@gro%ﬁof &mzmt@&\v in its natural habitat, the soil, since this
spec1e€s@®> natlx to th turail\?%oca{g@[g soi cr%ora

N NS
Fate and be four Qfate @ S ° © @
g @ NN

urface water© Q\ A\\:Q @@ @b

@%‘omothyrm@mmt@s is an% toc@nou&%\éil micro-organism and its activity is strictly associated

to the pr sclerotia in soif a‘ge@ not the natural habitat of this soil-borne fungus. Spores

> will be%u JGC@ sadi@nta n@nay persist for some time, but will not find conditions

favourable fo@rﬂr@o HOIn addition, the intended fields of use of Contans WG imply
mini@um cogtamj ion Qi tura%rface waters by spray drift.

N @
&ﬁaﬁc envi meg coné&rations in natural waters
Q@The @Vlsag&p fieldy~of use as pre-sowing or post-emergence/post-planting treatment imply a
&% m@mm ‘skyay gi@to adjacent surface waters.

) orde perform a risk assessment for non-target organisms the actual concentration of viable
Q ores of C. itans is calculated for soil, a maximum application rate of 4.0 kg product/ha and two
@ treatments in lettuce, with no degradation of the fungus spores between the two treatments is
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considered as worst case. According to Rautmann ef al. (2001)' the maximum drift rate for one and
two treatments in lettuce is 2.77% and 2.38% of the applied amount at a distance of 1 m to surface
waters.

Run-off is negligible due to the incorporation of the product into the soil immediately
application by soil. Likewise, drainage does not have to be taken into account as the MPCA 0§
soluble like a chemical substance. No vertical transport within the soil core%ater was found@

& ©L8
Q N
Table ITIM 11.1-1 Calculation of the predicted env@mental con@ntraﬁ 9{9@2
C. minitans CON/M/9€4)8 in lentic surface water badies
& ur s (PECo) X
Applic. Amount of drift Q[mtlal PEQJ’?’“ c‘@l\ﬁg/‘@” ©
rate kg | Rate | Distance | Drift @

pr}’l?:“ mg/m’ | [m] | (%)’ Q@a mg/m’ Q‘C%ﬂ @ mirgfians | CFU@
40 | 400 1 27| HgH 1%8 369% R 3.1’% 10*
80 | 800 1 238 | 4904 210! 044”7 63@ @M 10 (@4 o'

3
a according to Rautmann et a&}yOOIOI\ @\ &® @&ﬁ O\Q & %,
Q S s e EC
Ground water @ ~ ~ § ©© @)@ N o LY

Results from a soil ¢ ;@mﬂ s @ indiggte th&mc@\oﬁem 0 N@g 1-08 is limited as no
i s

spores were found ihe ledshate. The spec1@doe§§10t pr e ary metabolites
of toxicological cotieern Qd therefore leaghlng @é,metab&lltes tQ_ oun@'ater is not relevant to this

fungus. S Q) @ AN %,

N % @ § @ @@% R Q Q

Fate and behaviour 1-@4‘ @3 @ © @ °\ é 'S &\Q
The for@a’[ed@rodu onm@ WG 1 ?mg@rme@ar dren?aed into the soil after application.
Based@l it @mpog n an%olaﬁigzatlo% ther @bor o the formulated product can
ther cluded: Thérg is n@vldenée for persistedge or riultiplication of the fungus in air.
%@’mﬁtl(@on th@)ers&@nce 1@& 1S required, si@e the toxicological studies and the
rnperat e gro pragile of %15 strdtn proveypphat it is not #bJe to infect humans, and imposes no
ider

o Jisk for work®ss, o ors standers via the jalalatign®oute or any other route. Mobility of
C. minitan air i§ot co a&

relev: ecause abo@ground spore release followed by long-
distance fransportsef spores is n ely’te, occyr at si ant levels.
RO \gﬁ o eyt sigific
5o &5 R
0 nclt@@n C @nzm n@m @urw&e@m sm@for several months. However, due to its host
specificity, it C@Qe a ‘Lf@ longérm sfidvival of the mycoparasite in soil is possible only if
lerotia are %esent nce multiplicatiorl or long-term persistence of the mycoparasite in soil
after treatm\e witl‘QContan WG@ ra‘%g unlikely to occur. As the fungus is no saprophyte, C.
minitans €Qn be 1 arde% less mpetitive to other soil micro-organisms. Thus, there is no risk for
uncontréited to c petm@t and antagonism in its natural habitat. C. minitans is not
known Aasan a atic ﬁxéhgus @‘ y cqntdmination of or survival in water has not been reported in the

lite %SQpara 3m of & mzm«@z s is limited to Sclerotinia spp. and since the fungus is unable to
@ ﬁ%e Sé&stion I@IIM, Point 2.8 and section 3, IIM, Point 5), any potential dispersal
t

his igpgus osesno heal®yor environmental risk.
> O
<7 \>@ @©
SN

&%@
@70
> & $

© L . .. .
! autmann et al. (2001), New basic drift values in the authorisation procedure for plant protection. In

Forster, R. & Streloke, M. Workshop on Risk Assessment and Risk Mitigation Measures in the Context of the
Authorisation of Plant Protection Products (WORMM). Mitt. Biol. Bundesanst. Land-Forstwirtsch. Berlin-
Dahlem, Heft 381.
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IIIM 11.2 Identification of non-target species at risk and extent of their exposure
Effects on birds

No particular studies to investigate effects of C. minitans CON/M 91-08 or Contans WG to birds
have been conducted and no quantitative risk assessment judging the risk of field applicatig of @
Contans WG on birds is provided here for the following reasons: .
N
S
e Acute toxicity studies with Contans WG on rats revealed no toxjs effects up to 2500 r@
b.w. (oral and dermal route) and up to 12.7 mg/L (inhalation Toute) (see %@tlon
Point 5). % %@J)
e Since C. minitans belongs to a group of @)chthonous ségl fungi, blrds&;@> ex %ed to thts
micro-organism as part of their natural%wronment h regard to 1ty e
micro-organism, C. minitans is a dost-specific hgperparasite cler ia @ 0©
evidence of pathogenicity or infectiy@y in vertebratés was 0bta1ned©
e Asno spore germination or myc@growth of strain C /M/9@ c@s at mper S
above 33°C, survival of conidia®er mycehum @en u&wa fw or %&omza&& of
very unlikely. @
e Sensitivity of C. minitans t@low Vah@s en@ﬁtere@@ the @)mac& of bj rengzps
survival and colonlsatlogﬂ%g thgg%s 11& or via ges %n unlikely
e No harmful secondarx@@etab@kges ar@;odu& y st& C& /9@98 §
S £ S
In conclusion, exposure @nrds@ Co t%r\ls \@ca (@9 be ude@ oWl due(égz) the host

specificity of this spem %copar te an he lacL@f to rod us&% considered
safe to birds. For the@?ke of, atimal lfar t1 sp ic % ies on side-effects on

birds should be con@ ed. o,
S

N S @
@@ © @ @ @ \ @
AN % @ § @ Q% ™ § §
In an acu

%xicitgu Ide rfe fi 1n ?Leucz@us zc@ mel%%tus) were exposed to 100
mg C. tans@ON/ -081Y( 19 refer @ Doc M, ex I1IM, Section 6, Point 8.2).
No lit s observed diwrin “Bhe test\perlo tre control and at 100 mg test item/L.
He the%C h) %ar Le cus ﬁ%us elan ased®en nominal concentrations was
de% e% 00 m@ dry‘wei ght@ij)ores yrzu@mmmns “spore isolate CON/M/91-
D
S R
&@ Risk assess#ient: @ QDY . S v @
3 N N
Based }e actite tox@, the @ER e fo@cute e%%osure of fish to C. minitans was calculated
(Tabl H2-1), xS O

S
ideri Qe predicted irontaental @cen@@on (PEC,y), calculated as 1.59 ug C. minitans
v@r d of 30 cmythe acute to& ogical exposure ratio (TER) for freshwater fish

fol owing spra r1ft osur fter applica of Contans WG is derived from the LCs, value
cording to the for@’a @
Fhmins o &

f@

@

o,

Effects on fish

< NS
\% ™ @@’ Rx@j (%SCS@[ L
N &Q @ ‘i mg/L]

N
gscale%%ed te TER excggds the limit value of 100 (Table IIIM 11.2-1). Thus, no acute
qadver fect f@watef\@sh are expected after application of Contans WG at recommended
@yuse Is

u
N ex &yre 16¥els to C. minitans will not be higher than in the acute assessment and due to the
& e in of safet , no risk to fish in long-term scenarios is expected.
& &
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Table I1IM 11.2-1 Acute toxicity/exposure ratio (TER) for fish exposed to C. minitans after use of
Contans WG in lettuce (field)
Crop Test substance PEC,,"” LCs (96 h) TER? S
scenario (100@ S
Lettuce C. minitans strain 0.00317 mg/L - 100m 3 @% 1(@ o
CON/M/91-08 ’ @ < 7
" based on two applications in lettuce, considering a drift rate of 2.38 % at a distance of 1 m % § Q\ @
? Toxicity-to-exposure ratio (Trigger) R N R 2) R
O 5 N o @
X @ O Q <
S v &0
. AN y Q
Effects on freshwater invertebrates @ S © Q N

In an acute immobilisation test, Daphni@@gna was egl(%:d @60 n@c yitans CON/

Obﬁ% d d;ﬁ@mds
st ifeny/L. Thus, the

08/L (. 1995b; refer to Doc. M,

ex IIM, Sec@

6, Roint 8

were observed during the test periodu the @Feated%ntr&iand an 00
LCs (48 h) for Daphnia magna base®on inal

AN

0@(9 0 xQ@0

@'centr@t niﬁ de‘[e@ﬂned&7 begﬁ O)mi/L

dry weight spores of Comothyrlum%{umta@v spo@solaté@ON/

< \ NS IR &
Risk assessment: @ @ & @ \27\7 Q
Based on the acute toxicit®) the %ER ya@ fo %ute e@osur@ f dagﬁ ds @C n@ﬁzzmns was

calculated (Table IIIM
Considering the predi
/L at a water depth
spray-drift exposu¥e, afte;

_2)

ﬁ@nm cotrat@%(PE@s%, a@at d@@ L. 59 ug C. minitans
0 cmy,

he acu tox‘@)log]&

hnids following

@e ratio (TE
apphca@@n of &ontan&s@WG B erlved@om @e LC50 value according to

&

the formula: N) ~
9
: 9 & N A S
AN
@ . X
ég @ 9 LC@ [m@ o\© N % o\@
§ Wil 5§ o 9O %
N N & & @
he hﬁg} value of 1@ (Tablg’ IIIM 11.2-2). Thus, no acute

\%}mce exp
saf no ri

ecu acute&TERC&excee
se cts_ 6D aqudtic inve ebr are
ecomme%ed ug%fleve

& large rnarg

Table IIIM

11. 2@ §aa \po ‘Y\,
Q se @@s WQ lett@e (ﬁel@f)

%Ians 111

L

pec

3) aft@ application of Contans WG at

Tt n@ﬁ the acute assessment and due to the
0 @qatlc i rteb}:&ges in 1®g term scenarios is expected.

S

ratlo@FE%for daphnids exposed to C. minitans after

Cro% Test@bsta@\e @@ECS LCs) (48 h) TER?

see o & 9 n . (100)
& minitns str N et 0 "

Jetee |5 ﬁf‘% & | 000317 mglL > 100 mg/L >3.15x 10

? Toxicity-to-e

D based on two ap l@tlons in lettuce mder«&dnft@ of 2.38 % at a distance of 1 m
re r t Trlg

é

Effects% s1n cell

@@

o

P&

ae@

@

stu n Scenedesmus subspicatus was conducted with C. minitans strain CON/M/91-08
1995c; refer to Doc. M, Annex IIM, Section 6, Point 8.4). In the control and in the test

concentratlons of 100 mg test item/L no reduction of biomass was determined during the test period
of 72 hours. Therefore, the ECs, (72 h) for Scenedesmus subspicatus based on nominal
concentrations was determined to be > 100 mg /L dry weight spores of Coniothyrium minitans
“spore isolate CON/M/91-08".
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Risk assessment

Based on the acute toxicity, the TER value for acute exposure of algae to C. minitans was calculated
(Table I1IM 11.2-3).

Considering the predicted environmental concentration (PECs,), calculated as 1.59 pg C. m@ans @é
/L at a water depth of 30 cm, the toxicological exposure ratio (TER) for algae following s ﬁz drifigy

exposure after application of Contans WG is derived from the ECs, value a¢gording to the ula;
_ ECs [mg/L] > S
TER PEC,, [mg/L] @ D
SW m;
S 9 & O
B
The calculated acute TER exceeds the limit Va‘g of 10 (Tab@HIM 11.2-3),"Thugwo aderse @
effects on algae are expected after application of Contans Wecommende@use 1@8 @\a

@
Table I1IM 11.2-3 Acute toxicity/exposure r (TER) for a w e e@osed@C t@tatans %er

use
of Contans WG in lettuceJfield) AN @@
@o Q@j \ @7 @ o % &

Crop Test substance QPEQ%%P) @?ﬂ &3 &’Cso v o g
scenario N @ R © 10) @

C. minitans strain &

N .
O o
CON/M/91-08 @@ @’03 1@%L S

X7
" based on applications in lettuce, conmderln@%nﬁ rate (%532 38 % ata ance of® ©©

o < & & @ $

v & e
S
D

Effects on aquatic plants-qt t%er than alga@@ § & R § X
No partlculagastud@ 1n\@t1gate@ffe t % C. ©gzta T 1t§§repar&@ to aquatic plants have
been con yon t}@effec cro organisyto alghe, no indication of toxicity,
i.e. reduction of cell p fer ton or ce ologi® was, found gefer to Doc. M, Annex 1M,
Secti ,P ifes. 4)&13116 to the host specifieity of myc@rasit@qmiting its growth and survival
to aval@lht of sclefistia o cler%%m , noduteraction with aquatic plants is likely
M ove@j xpo%@ of aqtratic &\ganlsrﬁ@ to §Snm@ follaying application of Contans WG is
egnsiderably low. Theréfore, nd, risk @mdlca for@quaﬂc@ants based on the use of C. minitans

Lettuce

F
7
0
4
/ .
2
W

? Toxicity-to-exposure ratio (Trigger)

“~based on Go Agn@ural Ctice. N
AS G & § N O
& O & WS

Effects on terrest@;ﬁ Velﬁ@rat@her n brgﬁ@j © @é

Co@ans V‘@ s 1@%;1 @ be @d in @inter f8pe or lettuce or as soil decontamination before

g@mg or@lantgof s&&ptlb rop @ﬂs ("@)16 M 11-1).

Q\%/Iammals dwel e @'J\;’- ma@oe f‘sed to Coniothyrium minitans after application of
Contans WC{@lamlyQy the cnsum@on of contaminated feed.

Gu1dance\‘® esti te the_gxposuag~of @?nals to plant protection products (PPP) is provided in the

\% EFSA gui anc@ ment pub 09 in the EFSA Journal representing a revision of SANCO
documgnt 414 OO% st dard xposure scenario for the application of PPP in leafy vegetables
bed

crogg{s th a%egn d ith m@lple applications at early stages small herbivorous mammals are
@Me t rl§
S @

N
Q@ &te ora@toxm@y study with C. minitans CON/M/91-08 performed in rats revealed no toxic
s

Ry u; % 25 g/kg b.w. (_ 1994a; refer to Doc. M, Annex IIM, Section 3, Point
$ 2). Ib@» mort 1es occurred and no sublethal effects were observed at a dose level of 2500 mg C.
Q @9 initans CO /91-08/kg b.w. in a limit test design. The LDs, value in rats was estimated to be >

Guidance of EFSA, Risk assessment for Birds and Mammals, EFSA Journal 2009; 7(12):1438,
European Food Safety Authority, Parma, Italy, 27.11.2009

2
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2500 mg C. minitans CON/M/91-08/kg b.w. The NOEL is equal to 2500 mg C. minitans
CON/M/91-08/kg b.w.

Due to the use of non-hazardous formulants and in the absence of any impurities, the formulation is

not considered to present any toxicological hazard to mammals compared with the MPCA

(C. minitans). Thus, a study on the formulated product Contans WG is not necessary for @Sk@@

assessment for mammals. 6 @\ @
@
Risk assessment: N & @Q

The present screening assessment was performed according to the EESA guidance d@ume@ased
on data on the formulated product (Table IIIM 11.2-4) using the fog]ig ing formuLa %
"\

v N
LDs, [mg produc%g b.w.] Q@ @ ©\ @ &@

X
Application r [kg product/h] short cut v S @
§° & 3@@ M@ &

TER =

Q @
The short cut value combines food intakéXatios based @\e d@l@ener }%xp @ure SBihe @1
the

of concern, the energy in the food, the “engrey” a latqgﬂn e peties “an
moisture content of the food. In the §FSA @ ancgdocu 1& based %the 90"
percentile residues) of 136.4 is provided erbiggrous mmals n le rst—egse

exposure scenario was choseny that asgumes\gomp te acc ulatl of CFUs f

applications in lettuce. Accor@ngly a MAF @ultlp plgnon factor) @2 0 w\g7s use FSA
guidance document, 2009)%. Q Qﬁx 2 N @ @
§© g "\Q ‘2§ \@ § N
Table I1IM 11.2-4 Screening@sses ment f%r mar@nals @own@ two@ é?pllc@%ns %&C minitans
CON/M#1-08 4n fettc $
By o @ Q SN

. Y % Toxi > .Y 2 G o TER
Indicator Testitem | © ox@ @} Appligation @ AF . | Shert cut
species o 15 § 4 rate o | N Q‘Walue >10
g S -
Small o @y SO P A
herbivorous &%’%8 § k %@?hkg@ 1.0 @ 136.4 >45.8
mammal | e &)W S gﬁ) &
Y \ Y \ 7,

Y Short cut value @ﬁd on ﬂ@JOth pe@mle of@ldueé&gomded@ FSA@danee $ umen2009%

%he calculat TE lue %ds tl@An x 1V, et g@@r value of 10 (please refer to Table
&@ IIIM 11.2¢) indigting t @mals§ not _a rlsl®up0n field application of C. minitans

CON/M/-08 ac¢sordingtp the &nde&GAP r Contalis WG.

12408 o8t i & g taps

Moreg@er @c use@@mn@zs ay&%expo@d to {his micro-organism as part of their natural
%@1 nmefiDand duyg to cthgilow a@te toxiity of @ minitans strain CON/M/91-08 to mammals, no
short- or ng-@ eff@gts ar @}mpa@ Sensitivity to low pH values encountered in the
tomach of ma al@ndegﬁ rw@ and @lonization of the mammals’ interior via ingestion
unlikely. Mdfover e in vivo h E}c;.&perature of the fungus is below 33°C which prevents it
from growdnyg at the hightg body temperatisde of mammals.

gr &@g the highsg body fmperdt

@@ s 9§
Effects on bees &
haz S ca&ﬁe exé%ded based on the biology and use of the micro-organism.
mot um is a @y specialised natural antagonist of Sclerotinia spp. There are no
ﬁrepor‘[@n theds rat dicatitig toxicity or pathogenicity of C. minitans to insects.

@ Theggutoc hono@ycoparasite is living in the soil. Hence, the microbial pest control agent must
g\? b .s; RCO ed 140 the soil in order to achieve efficacy against the target organism. Due to this soil
Q@ phca h a ubsequent incorporation or drench and the fact that the timing of application
@excludes any contact with flowers, bees will be exposed to C. minitans strain CON/M/91-08 only to

3

2 Guidance of EFSA, Risk assessment for Birds and Mammals, EFSA Journal 2009; 7(12):1438,

European Food Safety Authority, Parma, Italy, 27.11.2009
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a very limited extent or not at all. Consequently, bees will not be at risk from the use of preparations
based on C. minitans.

Effects on arthropods other than bees @ @

The active organisms in Contans WG, the fungus C. minitans, is a mycopagasite characten@ by 1t@
pathogenicity to sclerotia of Sclerotinia spp. C. minitans has a world-wi 1str1but10n Emini @s
is not known to produce metabolites, which might cause undesirable éffects, such as %yc 0

The mycoparasite was never found to affect soil dwelling macro- orga%sm, in partic 1nsee®

Species of the soil mesofauna are considered to play a role in the &spersal of C wyiniteas.
dish tests the mite Acarus siro L. and the colt@olan Folso candida ﬁm e e ab@ @
transmit the mycoparasite to uninfected sclerotia of S. otiorum. F&Jowi

C. minitans, faecal pellets of both species tained gern‘& le moculu@of thQnycc@ asnég
showing that the collembolans and mites e%arly consume@the ngus. Lhis provided the fu

with the ample opportunity for any infec%@to occur, b%dvers@ fects@\ the &dimal gpecies @ere

not observed. Taken together, there is indigation fbat C, winitafs has @e potéhtial >&Cause
negative effects on soil arthropods or@sects e tQl use&oi%’non ardo@y formulants and’in the
absence of any impurities, the formulationsis not cénsideré@to pidyent an@fomgjogw zar%to
non-target arthropods compared wa%g the MPC /& zmt s) N

Moreover, as the use of the@rmulﬁe} prct 1%} her ﬁp ic 19 ﬁme s& folk@ by
it

incorporation to soil or appligaton t&%un nts fQlTow: ationQn orde@o wash
the spores off from the lea@ to the soll, @d actfve trar@ocat within the plant
does not occur, exposure, leaf-d@elhngﬁthr %ds to mlrgan& is e@aer mm;mal or does
not occur. &) 9 % @
Based on the currelenaﬁ%”knowl@ige fpican @onclé%d that no sp@%c ng on the acute
and chronic toxicitg, infectivity a ath&gemclt l§ itans %0 arth@pods is qulred as no risk
to these organis% from, hca@ s of @»ntans Gis 1nd1ca@ @
~ % § N NS
Effects on earthworms& O @ é& & N @
Conioth mtan y s@mhse@ hos@pemﬁc@nycop%asne which attacks only
sclerotig;of Sc@%onmc& ecigs, The\naturgﬂ@tag @it is dn autgelithonous soil micro-organism.
Hen @eart rms dhd other soil abltmg\lacro T mig -org@ ms are exposed to C. minitans
u nat condyions. © minglans st in CONSM/91<88’ is not known to produce any secondary
metabolité of éhwiro ental once ide- ef@:ts 1@aturally occurring C. minitans on
. beneficial org@gmsms:gbas Vi eenr%i)orted any@pemﬁ@’tests using Contans WG were not
&@ conducted. addj nal 1es on toxicity, infgctivity ¢x) athogem.cny of the rpmro organism to
earthworv& s consi to b qu1 red in the absefjeg of any evidence for side-effects of the
NT) eartﬁ%worms@n g stricthost 1ﬁ01t of the mycoparasite. No risk to this soil
0

product
organ@g fron:i%pph ntagg G is 1nd1c
. @ @ v
Effects on so?@ncro@i‘ga @ns \ @
% study to investigat®; he @h @ha gy and side effects on soil microflora of C. minitans
@j strain CON/M/91-083vas conduct @

(1995; refer to Doc. M, Annex IIM, Section 6, Point
8.10) usifp Confothyri s strath CON/M/91-08. Following an application of the test
substané%Con ymﬁ@mzmm@ isolate CON/M/91-08” at a rate of 5.0 x 10® conidia/n? (i.e.
5.0 1%0 con a/hil@ 6. 7@ dia/kg soil), neither the activity of the soil microflora nor its
comp ¥sitian was sjgpificantly affe@d by the treatment compared to the untreated control.

aus PEﬁf 1507 x l@ CFU/kg soil resulting from two applications of Contans WG at a

o (4. 08910 CFU/ha) in lettuce (field) is only little higher than the test rate
@of 6. 0 il, no risk to the soil microflora is indicated by applications of the preparation
& d as %ected@

N @ & $
11. entification precautions necessary to minimize environmental contamination and to
@ protect non-target species

Y
N

The above risk assessment proves that Coniothyrium minitans strain CON/M/91-08 and its
formulated product Contans WG, which contains only one additional formulant of food-grade
quality, is not toxic to the tested aquatic and terrestrial species. Considering the expected
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environmental concentration the active micro-organism will not be hazardous to natural populations
upon applications of Contans WG following Good Agricultural Practice. The comparison of
predicted and tolerable exposure of fish, daphnids, algae, wild mammals and soil microflora
complies with the limit values set by the EC Directive 91/414/EEC. A risk of birds, aquatic plants,
arthropods including honeybees and earthworms can be excluded based on the available inform@jion @
from the literature, which indicates no toxicity or pathogenicity of C. minitans to these orgamisms,
The low toxicity to these species is due to the biology of C. minitans, which is a highl eciﬁg@
mycoparasite of Sclerotinia spp. Moreover, strain CON/M/91-08 is not K@n to produce™& to@s

or secondary metabolites of environmental concern. The method of foduction of C tans@lG

ensures the absence of any impurities in the formulated product. § Q\ &
In conclusion, no hazard classification or specific l@elling accordigguto EC Directivg 67/ %@EE(@@
required for Contans WG. \& @ C} ©\ @ &@
X
SN ©Q %@ QQ N Q&©
@ § Q S @
S R o & <« &
@ R .o @
Q N L @ N\ %)
. N DL <
A A I S
N IR @Q S & © & e
. X
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