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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,___ 3 |~ .~ OO (

2. Number S Co‘ts../( of animals used in this study. S Co(. G

3. Species (common name) DO G of animals used in the study.

4. Explain the procedure producing pain and/or distress.
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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)
For one animal, pann and /'f‘ distress was due 1 Fle TeST c«r\fr%_}c.
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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, 8 CFR 113.102):

Agency CFR
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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.
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3. Species (common name) MowKe ;/ of animals used in the study.
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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)

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

Agency CFR




SH
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.
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4, Explain the procedure producing pain and/or distress.
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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)
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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):

Agency CFR




JAN 19 2010
Via FedEx Express

January 18, 2010

Nicolette Petervary, VMD
Regional Animal Care Specialist
Eastern Region, Animal Care
USDA, APHIS

920 Main Campus Drive, Suite 200
Raleigh NC 27606

Dear Dr. Petervary:

RE: Annual Report for FY 2009,
Additional Information for APHIS form 7023 Column E Query

This letter is in response to your inquiry for clarification of the unrelieved distress (Column E) in
a primate reported by Ricerca Biosciences, LLC in our 2009 Annual Report.

The primate in question was observed to be uncoordinated and unable to use the cage perch after
dosing with test article on the range finding portion of the study to determine a maximum
tolerated dose. The monkey did not appear to be painful. The monkey’s clinical condition was
thought to be possibly due to treatment with test article, and so the treatment was to discontinue
dosing with test article. Additional treatment was not given so the monkey’s response/recovery
could be evaluated without masking clinical signs. The monkey recovered uneventfully and was
able to perch normally within 24 hours of signs being observed.

The range-finding portion of the study to determine maximum tolerated dose was run under the
June 2009 International Committee on Harmonization Guidance on Non-Clinical Safety Studies
for the Conduct of Human Clinical Trials and Marketing Authorization for Pharmaceuticals
(CPMP/ICH/286/95). The recommendations of this guidance promote international
harmonization for the conduct of nonclinical safety studies to support clinical development
among regions of the European Union, Japan, and the United States.

I hope that the above information provides an appropriate clarification to our initial response.

Sincerely,

(b)(6), (b)(7)c

cc: Dr. Norma Harlan, VMO
Dr. Ellen Magin, SACS

Ricerca Biosciences, LLC ¢ 7528 Auburn Road, Concord, OH 44077 USA
www.ricerca.com ® Phone 440-357-3300 e Fax 440-354-6276 AP
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