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The main conclusion of this document (PACRî006-09) is that “B:ased on the USEPA 
RED document on B. thuringiensis, and in consideration of Canadian use patterns, the 
PMRA has determined that B. thuringiensis is acceptable for continued registration 
provided that the mitigation measures specified in section 8.1 are adopted and the data 
requirements specified in Section 9.0 are addressed”. 

I would like to make some comments regarding the proposed label modifications, and the 
proposed data requirements. 

Proposed label modifications 

PMRA examined continued acceptability of B. thuringiensis-based pesticides using 
current scientific approaches. The decision for continued acceptability is based on a 
synthesis of current scientific knowledge, as reflected in Section 2, anti a thorough review 
of current data regarding human health, environmental fate and toxicology (sections 5 
and 6). The review shows that extensive data collected to date overwhelmingly support 
the public and environmental safety of Bts in their current registered uses. 

The label changes proposed in Section 8.1 do not always logically folllow from or are not 
always supported by the review’s conclusions, and therefore undermine the very premise 
that the re-evaluation is based on scientific procedure. Some indicative examples are 
highlighted below. 

1. The label must include an extensive resistance management statement (p. 24) 
The review in sections 2-6 does not address resistance problems associated with the use 
of Bt, so how did PMRA conclude the need for such a statement? An assessment of 
resistance risks within the context of Canadian use patterns would have shown that 
inclusion of such a statement is not justified. A review would have concluded that Bt 
resistance in field populations is very rare and has occurred in a few instances under 
rather exceptional circumstances that are not relevant to Canadian applications. A basic 
risk assessment would have concluded that the selective pressures needed to give rise to 
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resistant biotypes are not likely to occur under any Canadian use pattern, not even under 
the repeated application scenarios aimed at pest eradication. 

2. The label must include a statement requiring the use of an NIOSH-approved remirator 
when handling the end-use product (p. 22). 
After concluding that health risks associated with Bt are negligible, what is the 
justification and scientific rationale for increasing the use of protecrive gear to include the 
use of respirators? 

3. The label must include the Statement: Environmental hazard - "Do not apply directly 
to aquatic habitats" (p. 25). 
After concluding that health risks associated with drinking water exposure are negligible, 
and that aquatic ecosystem impacts are minimal or non-existent, w,hat is the justification 
and scientific basis for re-instating the directive to avoid application to aquatic habitats? 

lnclusion of the latter two statements conveys the message to end-users and the Canadian 
public that PMRA says Bt is safe but does not really believe it. Such ambiguity could 
damage the value and credibility of the re-evaluation process, and could result in 
unnecessary restrictions on operational pest management activities with severe economic 
consequences. 

Proposed data requirements 

In its review, PMRA noted a problem with product identification and strain equivalency 
among products (Section 2.5), largely based on the premise that serotyping is no longer 
an appropriate method for strain characterization. PMRA proposes to require registrants 
to submit complete characterization data, as company-specific strain designations will be 
required on product labels. A few comments are needed: 

1. More detailed strain characterization is highly desirable and will be an extremely 
useful addition to current requirements. Although serotyping by itself is not sufficient for 
strain characterization, it is a widely used and scientifically accepted tool, and should still 
be required as a component of the strain characterization data package. 

2. The document is ambiguous as to why more detailed strain characterization is 
desirable. Is it to better assess strain equivalency among products, or to ensure batch to 
batch consistency? It is important to differentiate between these two different objectives, 
as they require different techniques. 

3. To ensure consistency and coniparability among submissions, it might be desirable to 
be more specific in defining the data requirements. For example, RAPD produces 
different profiles with different decamer primers, and won't be useful lor between-strain 
comparisons unless every company uses the sanie primer set. 

4. Why does the document not include the proposed abolition of T. iqi bioassays as a 
means of standardizing product potency? 






















