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1. Registration Number: 31-R-0091

2. Number of animals used in this study: 32, of which 17 were
considered to experience unrelieved pain or distress.

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

4. Explanation of the procedure producing pain/or distress:

Administration of the test article in the 14-day oral toxicity study
caused pain or distress in 17 dogs.

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)

The purpose of this study was to define the oral toxicity and if
signs of toxicity were alleviated or treated the goal of the study
could not be achieved.

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.

FDA 21 CFR 312 and FDA 21 CFR 58
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1. Registration Number: 31-R-0091

2. Number of animals used in this study: 40, 1 animal found
dead.

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

4. Explanation of the procedure producing pain/or distress:

1 animal found dead in cage the morning following
administration of test article.

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)

Death occurred during evening hours when observations were
not performed. There was no indication of a problem during
earlier scheduled and unscheduled observations.

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.

FDA 21 CFR 312 and FDA 21 CFR 38
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1. Registration Number: 31-R-0091
2. Number of animals used in this study: 4, of which 1 animal
died

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

4. Explanation of the procedure producing pain/or distress:
Dosing of compound

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)

1 animal died prior to treatment
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.

FDA 21 CFR 312 and FDA 21 CFR 58





