





Column E Explanation

1. Registration Number — 42-R-0003

2. Species used in this study — dogs

3. Total number of animals used in the study;
Dogs — 8

4. Number of Column E animals used in the study
Dogs - 8

5. Explanation of the study;

The purpose of the study was to evaluate the effects of hyper-immune serum on
reducing the severity of canine parvovirus-associated diarrhea. Eight dogs were used in a
host animal Canine Parvovirus challenge according to 9 CFR 113.317 for testing and
licensure of canine parvovirus vaccines. The USDA, APHIS approved testing protocol
allowed the use of the hyper immune antiserum product as a treatment post-challenge to
test the clinical improvement caused by the product. Treatments to alleviate pain or
distress would have interfered with the clinical signs needed to test the product and meet
USDA licensing requirements. Supportive veterinary treatments were administered as
soon as the required diagnostic clinical signs were observed.

6. Justification for not using anesthetics and analgesics; DEC -1 200

9 CFR 113.317 and USDA approved testing protocol.



Column E Explanation

1. Registration Number — 42-R-0003
2. Species used in this study — guinea pigs
3. Total number of animals used in the study;

Guinea pigs — 70
4. Number of Column E animals used in the study

Guinea pigs - 20
5. Explanation of the study;

The purpose of the study was to develop an animal model to evaluate a widespread,
antibiotic resistant, abortifacient strain of Campylobacter jejuni. Seventy pregnant guinea pigs
were challenged with C. jejuni. Of those, 20 aborted. Treatments to alleviate pain or distress
associated with the abortion would have interfered with the abortion process and
complicated the interpretation of the results. Euthanasia was performed as soon as the
abortion was confirmed.

6. Justification for not using anesthetics and analgesics;

Euthanasia was performed as soon as abortion was confirmed, but the stress of handling
and administering the medications during the abortion process and the sedative effects of
the drug would interrupt or prolong the abortion process.
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Registration Number — 42-R-0003

One exception to the AWA regulations and standards was approved by the IACUC. That
study involved eight Canine Parvovirus challenged dogs that had food withheld for 24
hours prior to challenge, and were not exercised after challenge to prevent the spread of
infectious disease.

None of the studies covered under these regulations used death as an endpoint.
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