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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.

63-R-10S
1. Registration Number: _

2. Number 8 of animals used in this study.

3. Species (common name) __O_O_I Of animals used in the study.

4. Explain the procedure producing pain and/or distress.
.1

A momentary (two seconds) noxious electrical stimulus is administered to determine analgesic
efficacy based on physiological response after injection of Buprenorphine. The electrical
stimulus is transient in nature and does not produce tissue damage.

5. Provide scientific justification why pain and/or distress could nat be relieved. State methods or means used to
determine that pain andlor distress relief would interfere with test results. (For Federally mandated testing, see
Item 6 below)

This is apharmacokinetic and pharmacodynamic study to develop asustained release

Buprenorphine formulation for asingle injection for prolonged analgesia in dogs. Preliminary

date has been collected in studies involving mice. Formulations need to be established for

dogs. Please see references ;'

4. Yu 5, Zh~lng X. Sun ·Y, Peng Y, Johnson JR, Mandrell T, Shukla AJ, and Lalzure SC. (2006)
Pharmacokinetics of buprenorphine after intravenous administration in mouse. JAALAS 45(3); 12-17.

5. Shukla AJ, au W, et al. Analgesic effect in mice following a subcutaneous injection of suspensions of
buprenarphine in three different vehicles. Poster Presentation, AAPS annual meeting, 2007. Manuscript
preparation in progress.

6. Shu~la AJ. au W, et al. Buprenorphine plasma concentration profiles in mice after subcutaneous
injections of three different suspensions of buprenorphine in mice. Poster Presentation, AAPS annual
meeting, 2007. Manuscript preparation in progress. .

. . .

6. What. i~ 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):

NJ"
Agency ,CFR _


