


Column E Explanation
Facility Registration Number: 43-R-009

Number of animals used in study: 202 (197 were category E)

Species: Hamsters

Explain the procedure producing pain and/or distress.

Propagation of strain 263K scrapie in hamsters provides reagent material utilized in prion
clearance studies for FDA approved human therapeutics. Scrapie strain 263K is accepted
as an animal model of human transmissible spongiform encephalopathy and was
specifically selected for propagation in hamsters.

To propagate strain 263K hamster scrapie, hamsters were anesthetized and dosed
(intracerebral) with 0.050 mL of 263K infected hamster brain homogenate. Once clinical
symptoms have been observed twice over a period of at least 3 days (to ensure a high
prion titer), then the animal is humanely euthanized and the brain harvested.

Provide scientific justification why pain and/or distress could not be relieved.

Hamster number 91 was found dead November 9, 2007. Clinical signs consistent with
prion infection had been observed twice for group 1 (animals 1-101) and group 1 was
scheduled for euthanasia/brain harvest the same day hamster #91 was found dead
(November 9, 2007). To ensure the scrapie prions reach a high titer in the hamster brains,
it is necessary to observe clinical symptoms twice over a 4-10 day period.

The remaining animals were euthanized following two positive observations for clinical
prion symptoms. It is necessary for the animals to exhibit clinical signs for more than one
day to ensure sufficiently high titers of prion in the brain. Hamsters 1-101 were
euthanized November 9 and 12, 2007 and hamsters 102-202 were euthanized November
13, 2007.
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Column E Explanation
Facility Registration Number: 43-R-009

Number of animals used in study: 16 (9 were category E)

Species: Hamsters

Explain the procedure producing pain and/or distress.

Propagation of strain 263K scrapie in hamsters provides reagent material utilized in prion
clearance studies for FDA approved human therapeutics. Scrapie strain 263K is accepted
as an animal model of human transmissible spongiform encephalopathy and was
specifically selected for propagation in hamsters.

MRI participated in a study to train employees to recognize clinical scrapie symptoms in
hamsters. This training will qualify MRI to run FDA regulated scrapie clearance studies.
Hamsters were anesthetized and dosed (intracerebral) with 0.050 mL of 263K infected
hamster brain homogenate. Once clinical symptoms have been observed twice over a
period of at least 3 days (to ensure a high prion titer), then the animal is humanely
euthanized and the brain harvested.

Provide scientific justification why pain and/or distress could not be relieved.

Animals were euthanized following two positive observations for clinical prion
symptoms. It is necessary for the animals to exhibit clinical signs for more than one day
to ensure sufficiently high titers of prion in the brain. Hamsters 13-16 were euthanized
November 30, 2007, hamsters 1-4 were euthanized December 26, 2007, and hamster
number 12 was euthanized on January 15, 2008.
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Attachment 2
Column E Explanation Form for Regulated Species

This form is intended as an aid to completing the Column E explanation. 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-0009
2. Number of animals used under Column E conditions in this study.

3. Species (common name) of animals used in this study. _Hamster

4. Explain the procedure producing pain and/or distress, including reason(s) for
species selected. (from ASP, Section F)

See attached documents.

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. (from ASP, Section F)

Information below will NOT be forwarded to USDA as part of the Annual Report
IC ASP Number ASP Title
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