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Environmental fate:

(a) data on /n vivo (environment) growth rate;

(b) a model has been developed by RMS (Italy) for the risk
assessment of Btistrain AM 65-52 as a BIOCIDE for Sy
however, to take into account drift during soil applications, a
new software has to be prepared considering also sediment
adsorption. DTgy ¢ and DTy o, values have to be shared by
EFSA and COM;

(c) competitiveness of the microbial vs. other soil m.o.

General :
= develop methodology for cumulative risk assessment
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identifiability is ok, but ... traceability ?

* Identifiability : is ok at strain level for inclusionin Annex I, once the actual
methods will be validated; it is an advantage for Companies (strain
protection)

* It is enough for toxicology/exposure studies

e It is NOT enough for field studies (exposure, efficacy, environmental fate,
ecotoxicology)

* We need traceability of the microbial a.i. also to gain the scientific
reliability of field data, and for liability aspects

* Traceability of microorganismsin the environment can be achieved
nowadays by using molecular markers, including “overcrowded”
environments such as rhizosphere (e.g.Felici et al.: Colony PCR with strain-specific
SCAR primers. FEMS Microbiol. Ecol. 65,281-298,2008) or polymicrobial organic
substrates (Echeverria et al.: Microbially-enhanced composting of wet olive husks.
Bioresource Technology 104, 509-517, 2012) 1

Genotoxicity testing (see also tl

Bélin Poletto Mezzomo et al (2012)
http://dx.doi.org/10.1016/.fct.2012.10.032, Food and Chemical Toxicology
Available online 9 November 2012

Effects of oral administration of Bacillus thuringiensisas spore-crystal strains CrylAa,
CrylAb, CrylAc or Cry2Aa on hematologic and genotoxic endpoints of Swiss albino
mice

Highlights

» Toxins from Bacillus thuringiensisare widely used as biopesticides as well as cloned
in genetically engineered plants. » In vivo haematotoxicity and genotoxicity of
different Bt-toxins were evaluated in mice. » Bt-toxins did not show genotoxicity to
mice, however induced haematological changes.

Spore-crystal administrations provoked selective haematotoxicity for the 3 exposure
times, particularly for erythroid lineage. A significant reduction in bone marrow cell
proliferation demonstrated cytotoxic but not genotoxic effects. These effects persisted
for all exposure times, becoming more evident at 7 days. Similar results were
observed for binary combinations at 24 h.
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environmental fate

Fig. 1. Numbers of B. thuringiensis DMUGTR detected (without heat treatment) on cabbage leaves () and in topsoil
(1) in squares with addition of P. brassicae larvae and treated with DMU67R either on soil (solid lines) or on leaves

(broken lines). Error bars represent SEM (1 = 3). Hanging columins show daily rainfall.
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Fig. 1. Numbers of Bacillus thuringiensis DMUGTR detected in
bulk soil samples from the treated area sprayed with

B. thuringiensis DMUG7TR in 1993. The results shown are from
1993 to 2000. Error bars represent SEM.

5

A

S S

g
rd 3
o
>
2 5

14

0 T T

0”500 4500 2000 2500
Time after spraying in days 10
(N.B. Hendriksen)

40



