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Column E Explanation
(TYPE OR PRINT)

This information is required by law (7 U.S.C. 2143 and 9 C.F.R. §2.36). Failure to report according to the regulations can result in an order to
cease and desist.

1. REGISTRATION NUMBER 2. Research Facility Headquarters address

93-G-002 USDA ARS Western Regional Center
800 Buchanan Street
Albany, CA 94710

3. Number of animals used in the study. 4. Species (common name) of animals used in
470 the study.
Lab Mouse

5. Explain the procedure producing pain and distress.

Botulinum neurotoxins (BoNTs) are some of the most lethal natural toxins and are known targets for bioterrorism. They are
thus categorized by the CDC and USDA as Tier 1 Select Agents. A better understanding of how BoNTs are absorbed in an
animal, what makes them so toxic, and the identification of therapeutic treatments for these toxins will be invaluable in
reducing foodborne or intentional intoxication risks

In this study, we will use mouse bioassays to compare the toxicity of different toxin preparations. The mouse is the most
commonly used animal model for botulism. They allow the simulation of toxin uptake (either orally or systemically),
absorption and clearance in a whole animal. It is the current “gold standard” for determining and confirming the presence of
botulinum toxins

6. Provide the scientific justification for not providing the appropriate anesthetics, analgesics,
or tranquilizing drugs during procedures where the animal experienced accompanying pain or
distress greater than momentary or slight.

The primary cause of death in intoxicated animals is respiratory failure due to the paralysis of the diaphragm. While
anxiety/distress is clearly an issue, it is unknown whether pain is a major component of the intoxication. No analgesics will
be used as they may interfere with toxin action, which is complex and only partially understood. Although humane
endpoints and euthanasia will be applied whenever possible, some animals may progress rapidly between even frequent
observations and be found dead. It is also unknown whether the application of anesthesia would affect toxin and antibody
half-lives.

7. What, if any, Federal regulations require this procedure? Cite the agency, the Code of
Federal Regulations (CFR) title number, and the specific section number (e.g., APHIS, 9 CFR
113, 102):

Agency CFR
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