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1) Professionally acceptable standards goveming the care, freatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual research; teach

testing, surgery, or experimentation were followed by this research facility.

2) Each principal investigater has considered alternatives to painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved

Institutional Animal Care and Use Committee (IACUC). A summary of all such pti Is attached to this | report. In addition to identifying the IACUC-approved exceptions, this summary in'

brief explanation of the exceptions, as weil as the species and number of animals affected.

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use.
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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.

1. Registration Number: 43-R-0011

2. 397 animals were used in this study. 55 = el A Qo/ff—ﬁfb%} £
et

3. African dormice were used in the study.

4. Explain the procedure producing pain and/or distress.

The goal of this project is to evaluate dormice as a small animal model for susceptibility to
infection with monkeypox virus, severity of disease, and efficiency of transmission.
Dormice are infected by various routes with graded doses of monkeypox virus, and
mortality and day of death are monitored. In addition, animals are sacrificed at various
times following infection and a complete necropsy carried out. Tissues are examined for
virus infectivity and antigen by plaques assay and immunocytochemistry, respectively. At
the end of the experiment (~21 days post-infection) all animals will be bled, sacrificed, and
necropsies carried out. We also examine the efficiency and duration of transmission of
monkeypox in the species.

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 ltem 6 below)

The clarification regarding the withholding of anesthetic, analgesic or tranquilizing drugs
is threefold:

a. The science is attempting to elucidate the most fundamental pathogenesis of the
disease being studied, as well as various therapeutic interventions, Any drug used to
mitigate possible pain and distress could alter the disease process, including clinical
signs, which allow the researchers to assess the natural progression of the disease.
Thus, the use or such drugs could adversely affect the outcome.

b. The species being used as a model for these studies is unique, and the researchers
have no data on doses or responses to drugs that might alleviate pain and distress.

c. The data generated will be submitted to FDA and other federal agencies, and the use of
drugs to alleviate pain and distress would compromise the resulits.

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):

The studies are based on the best scientific design, not a specific federal regulation

Agency CFR




