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Evaluation Report for Category B, Subcategory 1.1 Application

Application Number: 2009-2245

Application: B.1.1: New / Changes TGAI or ISP Prod Chemistry-New Source
(site) same registrant

Product: Bioprotec Technical

Registration Number: 26425

Active ingredients (a.i.): Bacillus thuringiensis Berliner spp. kurstaki strain HD-1 [BTB]
PMRA Document Number: 1812455

Purpose

AEF Global has submitted an application to register a new site of manufacture for the technical
grade active ingredient (TGAI) Bioprotec Technical (Registration No. 26425), containing the
microbial pest control agent (MPCA) Bacillus thuringiensis Berliner spp. kurstaki strain HD-1.

Chemistry Assessment

The manufacturing methods and quality control procedures, and analytical methods for potency,
microbial contamination screening at the new site of manufacture of Bioprotec Technical, are
identical to those employed at first site of registration. Potency data and microbial contaminant
screening data from representative batches of Bioprotec Technical adequately support the
procedures at the new site of production. Therefore, the TGAI produced at the new site of
manufacture are considered identical to those previously registered, and consequently, the
Product Characterization and Analysis database adequately supports the new site of
manufacture. The PMRA can be reasonably assured that manufacturing of Bioprotec Technical
at the new site of manufacture will not pose an unacceptable risk to human health, or to the
environment.

Health Assessments
No health assessment was required for this submission.
Environmental Assessment

No environmental assessment was required for this submission.
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Value Assessment
No value assessment was required for this submission.
Conclusion

Following the assessment of all available data, the PMRA is able to support the proposed
amendment to add a new manufacturing site for Bioprotec Technical.
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