


APHIS Form 7023 Column E Explanation

This form is intended as an aid to completing the APHIS Form 7023 Column E exblanation. 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.

1. Registration Number: 10-F-0002
2/3. Species (common name} & Number of animals used in this study:

Guinea Pigs (164)

4. Explain the procedure producing pain and/or distress.
Protocol A:

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 relief would interfere with test results. (For Federally mandated testing, see Iltem 6 below)

Protoco!l A: 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) title
number and the specific section number {e.g., APHIS, 9 CFR 113.102):

Agency: Protocol A: None CFR:



APHIS Form 7023 Column E Explanation

This form is intended as an aid to completing the APHIS Form 7023 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 ltay persons as well as scientists.

1. Registration Number: 10-F-0002
2/3. 8pecies (common name) & Number of animals used in this study:

Ferrets (2)

4. Explain the procedure 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 the discomiort of diarrhea and possible, but unlikely
dehydration.

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 relief would interfere with test results. {For Federally mandated testing, see Item 6 below)

Approximately 10% of the animals are placed in pain category E. These include animals that may have >2+
Campylobacter-associated diarrhea. 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):

Agency: None CFR:



APHIS Form 7023 Column E Explanation

This form is intended as an aid to completing the APHIS Form 7023 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.

1. Registrafion Number: 10-F-0002
213, Species {common name) & Number of animals used in this study:

Non-Human Primates (4)

4. Explain the procedure producing pain and/or distress.
Protocol A: Number of animals used in this study: 2

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 relief would interfere with test results. (For Federally mandated testing, see Item 6 below)

Protocol A: Because the measurement of the host-pathogen interaction is dependent upon a lethal maodel, it is important
that the disease process not be interfered with. Because the illness is primarily mediated by a cellular immune response
and the organisms are intracellular, analgesics will not be used post challenge. This is because narcotic analgesics
cause histamine release. There is evidence for histamine involvement involved in bacterial infections. One aim of the
study is to identify markers predictive of the severity of iliness and also to identify rational therapeutic targets at each
stage of fliness using genetic and proteomic markers. We cannot afford to complicate this picture by using analgesics.

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):

Agency: Protocol A: None CFR:



