





Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

—

. Registration Number: 10-F-0002

2. Number of animals used in this study: 282

3. Species (common name) of animals used in the study: Cavia porcellus (Guinea pig)
4. Explain the procedure (the cause of the pain) producing pain and/or distress:

To test virulence, Shigellae are inoculated into the eyes of guinea pigs and the animals are observed for the development
of disease by scoring the severity of the inflammation.

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to
determine that pain and/or distress would interfere with test results. (For Federally mandated testing, see item 6
below):

The study of immune response to and protective efficacy of vaccine candidates directed against Shigella requires an
accurate evaluation of the immune response raised by the administration of these vaccines. The use of analgesics,
particularly opiates or narcotics, result in immunosuppression, which would invalidate the results of experiments
testing immune responses as well as increasing the severity of the possible eye infection.

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR)
titte number and the specific section number (e.g., APHIS, 8 CFR 113.102):

Agency: CFR:




Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists.

-

. Registration Number: 10-F-0002

2. Number of animals used in this study: 15

3. Species (common name) of animals used in the study: Mustela putorius furo (Ferret)
4. Explain the procedure (the cause of the pain) producing pain and/or distress:

Ferrets will receive vaccine or control material then challenged with Campylobacter bacteria to see if the animals
develop adequate immunity to resist the infection, Ferrets may experience diarrhea.

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to
determine that pain and/or distress would interfere with test results. (For Federally mandated testing, see item 6
below):

These animals cannot be treated with analgesics or antibiotics, because the results obtained will be confounded. In
addition, the recovery or lack of illness of immunized animals cannot be attributed to the efficacy of the vaccine.
Analgesics are contraindicated since these agents would change the course of the disease and alter
physiologic/pathologic endpoints. Therefore, no such pharmacological agents will be used due to the risk of
interference with the outcome of the disease.

6. 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): N/A

Agency: CFR:




