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Column E Explanation

This form is intended as an aid to completing the Column E explanation. It is nol an official form and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as pari of an
explanation. A Column E explanation mu~1 be written so as to be understood by lay persons as well as scientists.

Regist,alion Numbe" 93-I( - 00' 1

2. Number ~Ji of animals used in this study.

3. Species (common name) R466r'£ of animals used in the study.

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

The proc        istration of a   in       ye unilatcrally in
       in order to produce a model for   In general the

 is mild to moderate and the animals appear to tolerate the condition quite well. They continue to cat and
drink normally and display nonnal behavior. In the early stage of model development some of the early dose response
testing resulting     and the animals appeared uncomfortable. Dose selection was adjusted to refine
the model.

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 inleriere with test results. (For Federally mandaled lesting, see
lIem 6 below)

This is a model to induce    is commonly associattxl with pain and discomfort so by
design the animal may be in some pain or discomfort. The purpose of the study is to evaluate new lest compounds that
will limit or alleviate   or discomfort so for most of the animals on study the discomfort is minimal.
The control animals however by necessity of the scientific study cannot receive any  treatment.
Animals that were noted to hav     re treated with buprenorphine daily and supplemented with
vegetables for a few days while   and clinical signs associated    d, or euthanized if the
problem did not subside. Bupre    demonstrated to havc some  activities (Volkcr,D.,
Bate,M., Gentle,R., and Garg,M., Oral buprenorphinc is  and modulates the pathogenesis of

     in the Lew/SSN rat, Lab Anim, 34 (2000) 423-429) so thc chronic usc
of this drug for pain or discomfon would be incompatible with the scientific mission of this study. Chronic usc of
opioids for pain management is   hought to have effects upon appetite and body weight maintenance. For the
animals with mild to moderate  with no apparent clinical signs it was decided that it would not bc prudent or
scientifically sound to treat these animals using opioids,

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulalions
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):

Agency CFR _

NOV 2 0 2007

(b)(4)
(b)(4) (b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(b)(4)
(b)(4)

(b)(4)

(b)(4)




