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B.7 Residue data

Bacillus thuringiensis subsp. aizawai (Strain ABTS-1857, GC-91) was included in Annex | to Di-
rective 91/414/EEC (2008/113/EC) on 1 May 2009 pursuant to Article 24b of the Regulation (EC) No
2229/2004 and has subsequently been deemed to be approved under Regulation (EC) No 1107/2009 in
accordance with Commission Implementing Regulation (EU) No 540/2011 as amended by Commis-
sion Implementing Regulation (EU) No 541/2011.

European Food Safety Authority (EFSA) revised the draft review report submitted by the European
Commission and EFSA’s conclusion was published in the peer review (EFSA Journal 2013; 11(1):
3063).

Italy was designated rapporteur Member State and the DAR was issued in 2008.

The plant protection product XenTari® WG is considered representative of uses of the active substance
Bacillus thuringiensis subsp. aizawai Strain ABTS 1857 for the purposes of renewal of the approval
of the active substance under EC Regulation 1107/2009 according to Regulation EU 283/2013.

The active substance name has been abbreviated throughout the document to BTa ABTS-1857.

According to the Regulation (EU) No 284/2013 Part B Chapter 8 - residues in or on treated products,
food and feed, data for the plant protection product are not required if it is possible to extrapolate the
residue behaviour of the plant protection product on the basis of the data available for the micro-
organism.

The representative formulation, XenTari® WG, is a WG formulation containing 540 g /kg of BTa
ABTS-1857 (or approximately 1.17 x 10* viable colony forming units (CFU)/kg product). The addi-
tional co-formulants present in XenTari® WG will not influence the residues behaviour of BTa
ABTS-1857 therefore additional product specific data are not required; instead reference can be made
to the data available for the micro-organism (see MMA Section 6).
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References for the plant protection product: XenTari® WG
Reference list, by Data Point Number
No studies are submitted. Refer to the reference list for the active substance: LMA Section 8.
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