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Evaluation Report for Category B Subcategory 2.1, 2.3, 2.4, 3.3 Application

Application Number: 2008-1614

Application: New Formulation and Change in Application Number
Product: Beetle Block - Verbenone

Registration Number: 29674

Active ingredients (a.i.):  Verbenone (PMB)
PMRA Document Number (English PDF): 1989317

Purpose of Application

The purpose of this application was to register a new commercial end-use product, Beetle Block
— Verbenone, containing the active ingredient verbenone for use on pine trees and in pine stands
to reduce attack by the mountain pine beetle.

Chemistry Assessment
The chemistry requirements for Beetle Block — Verbenone have been satisfied.
Health Assessments

Verbenone is of slight acute toxicity by the oral route in Wistar rats and low acute toxicity by the
dermal route in New Zealand white rabbits. The submitted inhalation toxicity study indicated
low acute inhalation toxicity for verbenone, but the study was deficient as it did not follow the
required guidelines and the methodology adopted was inadequate to establish the LCsy.
Therefore, the inhalation toxicity study is acceptable only as a supplemental study. Since the
anticipated exposure from Beetle Block - Verbenone use is not anticipated to be greater than
naturally occurring levels of verbenone during mountain pine beetle infestation, and the product
labels have adequate mitigative statements to protect human inhalational toxicity, no additional
studies are required.

Verbenone was minimally irritating to the eyes and non-irritating to the skin in New Zealand
white rabbits. Topical application of verbenone produced skin sensitization in guinea pigs;
therefore, Beetle Block - Verbenone is a skin sensitizer. The principal and secondary display
panels of the Beetle Block — Verbenone label should have the warning statement: POTENTIAL
SKIN SENSITIZER.

Acceptable waivers based on the potential for exposure of an individual to the end use product
were submitted for short-term toxicity, teratogenicity, immunotoxicity, and genotoxicity.

The cautionary statements recommended and that are already present on the label are considered
to be sufficient to minimize any human health and safety concerns.
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Exposure to verbenone may occur when handling and applying the product, as well as from
accidental exposure to dislodged pouches. Pesticide applicators and workers handling and
attaching pouches to pine trees can come in direct contact with verbenone on the skin and eyes
resulting from punctured or improperly sealed pouches. The label statements adequately mitigate
the concern of exposure to the applicators or workers.

Any potential for inhalation of verbenone while handling and applying the product is anticipated
to be negligible if the precautionary statements are observed.

Accidental bystander exposure is possible in situations where the pouch has been dislodged from
the tree and punctured by adults, children, and/or companion pets. Exposure is expected to be
negligible if the precautionary label statements, “Keep out of reach of children and pets”, and
“DO NOT puncture pouches or handle their contents” are observed, the pouch is properly
affixed to the tree, and each individual pouch has its own abbreviated label.

The pouches are expected to be depleted of verbenone within 60 — 120 days of application.
Removal of the spent pouches will not result in any significant post-application exposure to the
worker.

This is a non-food/feed application, therefore, a food residue exposure assessment was not
performed and a Maximum Residue Limit (MRL) not proposed.

Environmental Assessment

PMRA does not anticipate the registration of Beetle Block — Verbenone to pose an unacceptable
risk to the environment.

Value Assessment

In addition to a quantity of published literature indicating the potential value of verbenone for
pest management of the mountain pine beetle, results were submitted from five efficacy trials
which provided support for the use claims for the Beetle Block — Verbenone product in
particular and indicated that the performance of this product is comparable to that of the
currently registered products containing verbenone.

Conclusion
The Pest Management Regulatory Agency has completed an assessment of the information

provided in support of this application and has found the information sufficient to support full
registration of Beetle Block — VVerbenone.
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