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Introduction

IIM 6
IIM 6.1

1IM 6.2

Metabolism and residues studies on the microbial pest control agent

Rationale for waiver of residue data based on information showing that MPCA is not
hazardous to mammals, i.e. lack of potential for a known mammalian toxin and negative result
from the acute oral toxicity test

Coniothyrium minitans is an indigenous soil-borne fungus whose activity is limited by the presence
of its hosts, Sclerotinia spp.. C. minitans is not harmful to non-target spe€gs, including domestic
animals and man. Microbiologically active metabolites known to be pro @d within the species by
other isolates than the production strain CON/M/91-08 are macrosphel e A eﬁzofur@ones and

chromanes (MM <t ai., 2003, M-461155-01-1; Machida ﬁ 20@;° M-46D108-012).
-01-1;

Macrosphelide A is inhibitory to Sclerotinia sclerotiorum and pzvo m, bu not to

other fungi or bacteria (_ et al., 2003,@%&6115 1@5 M-

463116-01-1). Production capacity varies between st the produstion str CQW/% -08,

no macrosphelide A was detected (| al., %6293 -1) ?s@,lrthermore
population densities of C. minitans in the soil are low%f en c&mpared ther borne fungi.
Recovery of C. minitans from sclerotia decreased a reach1 um we@ after
application (i et al., 2003; M-461102-0 E%j tans ¢ only olicgl}y actiy@in close
contact to sclerotia of its hosts, Sclerotini clero@m spp<&Prod .@K
potentially harmful metabolites only occurs durifig, parasitism at the site @o
Therefore, accumulation of metabohtesx@ soil 1$ @bable Q Q

& proc % eccunl 3 ~

C. minitans strain CON/M/91-08 doesdhot prodiice accumulate to@ or sec@dary metabolites
of toxicological concern, nert r Nduri rmg after —appliggion to soil in any
environmental compartment. .~\o xic effect is k@wn for straiﬂ%and tcg@ty tests did not reveal

any harmful effect. @ @@

@)
Colonization of humans or War 5 <%odedo ls @s not @ r as°€, minitans strain CON/M/91-
gle %@

08 does not grow at°3 an @»o 1999; 6129N1 1). No irritation or allergy
associated to the strain Is knowe} Onl of Co thyr spp. infections in humans have
been reported for 1mg1une S resse& tients, | ese ins we@not related to the biocontrol strain

CON/M/91-08 -46 1 1-01- 1 ., 2004, M-461264-01-1). A test on
mutagenicity ans in C 9198 gave%& gative result (please refer to Doc. M,
Annex IIM, 1on mt [IM>5.3.5). Cel

m-blooded ‘&gts Duting co y’s 'C‘.g

1 cuftgre studies are not relevant as the fungus does not
replicate i g years of experience in production of the
active s».@anc d the f dulati ontQ G ’7@& se as plant protection product, no cases of
sensrtlsatlon re&n urre i workets, even@they have allergies and do not use face masks.

%ﬂl@) @@hcaﬁgon to soi ore <§edmg ntmg and the low environmental concentration in

Qo

pre fro ax1m® ﬁeld of @Qgtans WG (PECsoil = 1.07 x 10" CFU/ kg d.w. soil)
residues,Q crops are hk y to be 1ma n amount. When applied to lettuce 1 day to 3 weeks after
plantlﬁg resi of arve crop éventially may occur. However, any potentially occurring
1 de; S ONsLro s arg@ot relevant as a human health concern in view of the toxicological

o eof t{ﬁg strain ( ease g&fer to x II, Doc IIM, Section 3).

In sur@ry, the@ck o@ectivﬁé}md of any treatment related effect upon exposure to C. minitans
1ndlca &s that@py residual depo&its of this fungus will not impose a health risk for consumers. In this
cade) ther no andé scientifically justified value to define an Acceptable Daily Intake
). Th efor culatioir of the potential exposure of consumers in terms of the Theoretical
axm%: take<{YMDI) and its relation to the ADI is not relevant, and conclusively a

e Leég} (MRL) does not need to be proposed.

Due to thl@ka k of any toxicity potential to mammals, residue data on C. minitans are considered not
relevant(Q?

Rationale for waiver based on a substantiated estimation that MPCA is unlikely to occur on
treated food/feed stuffs in concentrations considerably higher than under natural conditions

Coniothyrium minitans strain CON/M/91-08 is of natural origin and not genetically modified. It is
ubiquitous occurring worldwide had has been detected in soil in many European countries e.g.
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1IM 6.3

v

I1IM 6.4
IIM 6.4.1

Austria, Belgium, Bulgaria, Denmark, France, Germany, The Netherlands, and Portugal (_
- et al., 1993; M-461253-01-1). The product is applied either soil directed before sowing or
planting or sprayed in lettuce 1 to 3 weeks after planting. Spores are not able to survive on plant
tissue for more than two weeks (JJJJj 2012; M-483654-01-1). GAP directed uses provide sufficient
pre harvest interval that any active on food or feed can be excluded (please refer to Doc D-1).
Contamination by splashes through irrigation water is unlikely and not regarded relevant as
C. minitans does not grow or multiply in the absence of host sclerotia (_et al.,
1993; M-461253-01-1). A rapid decrease in population density to undetectable levels can frequently
be observed soon after their release (for further details, please refer to Anngx1l, Section 1 Point [IM
2.2 and Annex II, Section 5, Point IM 7.1.1. Furthermore, C. minitans $not taken up &roots and
therefore translocation within the plant is not possible. ColonizationQf Sclergiiyia sppunsid
plant will can be excluded, as the MPCA is not entering the pﬁy the\\jsystemlc root. @us
associated colonization by C. minitans inside the plant can be excli@gded C(@mzauﬂyf o y C.
minitans is minimal and not considered relevant for ti,plannedhuses. Tbe 1nd1@0 nitans
population is as well restricted to sclerotia of Sclerofiia spp~for gr % and yuultiplieation. Thus,
the MPCA is not likely to occur on treated food/ stuff@n con%gl atlor@onm bly hlgher
than under natural conditions. @

B <t ol (1999; M-482941-01-1) sprayedifjve di nt C. @ymﬁams @% 1 o 2% 10°
conidia per ml. Suspensions were applied afQ rate 000 @fha on fferefity crop control
Sclerotinia sclerotiorum. Populations of v@nnztan&were followed Sn pota; and chicery leaves.

Initial populatlons were crop dependent Sand ~aried \:g}ween 600 C (@ potato and
100 CFU/em® on chicory. On both cro populdtions declyned by. actor @ hin 2 weeks and
declined further until the end of the nmenQ Q@ @ @

> 9
Persistance and likelihood of mi pllcav@l in or@n crop@%@eedlngwlffs or Bodstuffs
The active organism in Conta G, t@ﬁmgus %omotkgg;mm Wﬁ@anéﬁﬁcally attacks sclerotia

of Sclerotinia spp.. Active sloca@n or spfeadin soi be exctaded. Naturally occurring

spores of Coniothyrium minitans an be détermine soil @y the ahsence of sclerotia, but spores

remain inactive. Only if@he hos anism 13 present, C. migitans Starts to develop a mycelium and

infects the host. Growth of é@nztans%nly ocddps 1nsuf@nd op sclerotia, and only at these sites,
b

pycnidia are formgd and idio S ax;e%roduc The iothyrium minitans population
decreases again when the Rumber of Vital sclerdtia i issreducedsyegetative mycelia disappear and the
fungus rests in @stage @spor % 1992:Y-462796-01-1).

As soil trea@ent Co%tans G 1S @ lled at ax1 u@rate of 6.0 kg/ha (i.e. 0.300 kg spores of
C. mmzt@a) before sow@g The duct pphe il directed and thereafter incorporated into

the soil 1cal s or nch tended soil directed uses before sowing or
plant provi uff' pre harvest val th any active on food or feed can be excluded.
Cofssiderin §01u51on f actfye translocitio @ spreading, the relatively long period between

ment the duct@harv f th p, the appearance of any residues in or on the plant
or produ%@ thereof4s highly’unlikely” Even 1 the micro-organism will get in contact with roots of

the cr%\(e g 1nact1v@ranspo@w1th $6il particles during heavy rainfalls), and assuming that the
cro mfect@ y schédtia a . mini could penetrate the roots by hyphal interaction with the
@ Ghe parﬁ%«mc fu will@isappear as soon as the sclerotia are destroyed.
ordu@ G direct e of Gntans WG in lettuce 1 to 3 weeks after planting at 1 to 4 kg
product®da (i.e. 0 to 602200 kgspores od C. minitans/ha) via spraying, above ground parts of the
plants@hll getin contac@%rlth t PCA. Spray application of Contans WG is followed by overhead
tion, 1$der wash the spores off the plants and bring them to soil where the target pest,
@rotznz@pp %@cated @&X'C. minitans highly depends on the presence sclerotia of Sclerotinia
%spp. for growt mu@hcatlon proliferation of the fungus on the leaves is unlikely to occur.
Mor , Spo@®p are not able to survive on plant tissue for more than two weeks (- 2012; M-
-01-1). Theref&®, C. minitans CON/M/91-08 will not multiply on crops and potentially
ues are regarded to be negligible.

Further information required
Non-viable residues

Production and accumulation of toxins or any toxicologically relevant secondary metabolites by
C. minitans strain CON/M/91-08 has not yet been reported. Any tests on non-viable residues are,
therefore, not required.
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IIM 6.4.2 Viable residues

IIM 6.5

The results of acute toxicity tests for CON/M/91-08 and the demand for temperatures below 33°C
for germination and growth of C. minitans indicate that the species does not show any pathogenicity
or infectivity to mammals (refer to Point I[IM 6.1). As detailed in Point [IM 6.3, the possibility for
viable residues to occur on food from treated plants is extremely low due to the biology of
C. minitans. Above-ground parts of plants get in contact with the MPCA due to spray application in
lettuce 1-3 weeks after planting. However, subsequent overhead irrigation réduces the spore amount
on leaves. Furthermore, the spores do not attach to and do not prohferé@ on leaves. C. minitans
populations rapidly decline in the absence of the host which is the b%/e groun d parts of
plants. Thus viable residues on crops are unlikely to occur. As no upta by r@ and @nsloc Eon
inside the plant is possible, no viable residues will occur. Speciﬁcstlg bons onqyiable r&gﬁles
are not required. @ %
SR S S

\ @ %
Summary of residue behaviour and overall evallka\\t%n @ S

The applicant applies for a waiver of submitti remdﬁ%e data %Com rzumg@mtan&stram
CON/M/91-08 based on the following considerations:

Coniothyrium minitans strain CON/M/91-0%) is o@qatura @origin, @pphca@h in trol of
Sclerotinia spp. means only a fluctuation @the congentrationd in thegb»rotop f the tgpget species.
Active growth and multiplication of C. minitan epe %t on the presence of hog@sclerotia and
no active translocation occurs. Contans?WG is to coa@rol Scl@tzma s@ in sofk, The product is
applied either pre-sowing or plant to soi ollow by méthanic ncorp n or drench or
sprayed on lettuce 1 to 3 weeks a ant g follo erhead ation. The product is used
at a max. application rate of 0. 31‘3& ztan po@ﬁ do ha?@ sur\@e on plant tissue for
more than two weeks ( 12 M 8365 1- 1) fhe in d u@mwde sufficient pre
harvest interval that any act (§;or feed can b clu o depypsit is likely to occur. C.
minitans is unable to enter @nt trs& by 1tgs\\g or to ltrply@ plant Kurfaces.

The micro- orgamsm %%t h 1 to non tar spec1 %mclud% domestic animals and man.
C. minitans does not produc ccu@te a xins ogcon metabolites of toxic relevance.
Colonization of hi ns or@rm blx ed aﬁq@als do@not oc@r as C. minitans does not grow at
33°C and abovegNo 1rr on q lerg ssociated™o the strain is known. Only single cases of
Coniothyrium 1nfe ans éelated@ the b& trol strain CON/M/91-08 have been
reported for @mne &ppressed atlents mlr@ns 1s - S regarded as having genotoxic potential.

The app@ance any or Vlabl 1du N rmnrmal to absent. Due to the lack of any
toxicit 1% potentigl ™o m @ als the QW envm@imental concentration in soil predicted from
magu m ﬁelduse 0 Q‘fa ans@G residge datgon C. minitans are considered not relevant. In this

Sthere ed and c1er& cally gastified value to define an Acceptable Daily Intake
@ D). fore culat of th@otentmﬁ exposure of consumers in terms of the Theoretical
Maxinum Dally Intak TMDI) “and it relatlon to the ADI is not relevant, and conclusively a

Maxrﬁﬁgm e L MR eed e proposed A consumer hazard with respect to toxicity
1nges inita 1mpos
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