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Column E Explanation 

1. Registration Number: 43-R-0014 

2. Number-----of animals used in this study. 

3. Species (common name) 
this study. 

of animals used in 

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

. . . -
I 

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 testing procedures for biologics (vaccines) are established by the USDA 
Center for Veterinary Biologics (USDA CVB) and are codified in 9 Code of 
Federal Regulations (CFR : Anim I imal Products. This testing 
procedure is codified estin is re uired to v · 
the 

6. What, if any, federal regulatjons require this procedure? Cite 
the agency, the code of Federal Regulations (~ 
and the specific section number (e.g ., APHIS,_ 

Agency ___ U~S=D=A___._A=P~H=I=S----

Details of the particular 9 CFR sections listed above are considered 
confidential business information, subject to protectio n from publ ic disclosure 
under Exemption 4 of 5 U.S.C. §522(b)(4). 

1 
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Column E Explanation 

1. Registration Number: 43-R-0014 

3. 

4. 

s. 

6 . 

Species (common name) 
this study. 

___ of animals used in 

Explain the procedure producing pain and/ or distress. 

. . -. ... 

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) 

What , if any, federal regulations require this procedure? Cite the 
agency, the code of Federal Regulations (~r and 
the specific section number (e.g., APHIS, -

Details of the part icular 9 CFR sectio ns listed above are considered confidentia l 
business information , subj ect to protec t ion from public disclosure under 
Exemption 4 of 5 U.S.C. §522(b)(4) . 
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Boehringe r Inge lheim 
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Column E Explanat ion 

1. Registration Number:. __ _ 4~3-=-R~--=0~0:.,;1=-4..:..,_ _ __ _ 

2. Number --- of animals used in this study . 

3. 

4. 

5. 

Species (common name) 
in this study. 

__ of animals used 

Explain the procedure producing pain and/or distress. 

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 testing procedu res for biologics (vacc ines) are established by the 
USDA Center for Veterinary Biologics (USDA CVB) and are codified In 9 
Code of Federal Regulatio ns (CFR): Animals and Animal Products. This . . . 

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

Agency: , __ U=S=D=A:....:.....:.A=P-=-H=I=S;...__CFR: 

Det ails of the partic ular 9 CFR sections listed above are considered 
confidentia l business information, subject to protection from public 
disclosure under Exempt ion 4 of 5 U.S.C. §522(b)(4) . 
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Column E Explanation 

1. Registration Number : 43-R -0014 

3. 

4. 

s. 

6 . 

Species ( common name) 
this study. 

of animals used in 

Explain the procedure producing pain and/or distress. 

Prov ide 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) 

What, if any, federal regulations require this procedure? Cite the 
agency, the code of Federal Regulations rand . _. 11• · 
the specific section number (e .g., APHIS 

Deta ils of the particu lar 9 CFR sections listed above are considered confidential 
busi ness information, subject to prote ction from pub lic disclosure under 
Exemption 4 of 5 U.S.C. §522(b)(4). 

" 
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1. 

2. 

3. 

4. 

s. 

Column E Explanation 

Registration Number: ___ 4..:.=3-=-R~--=0i:..;:0:..:1=-4~. ____ _ 

Number of animals used in this study. 

Species { common name} 
in this study. 

of animals used 

Explain the procedure producing pain and/or distress. 

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 test ing procedures for biolog ics (vacci nes) are esta blished by the 
USDA Center for Veterinary Biologics (USDA CVB) and are codified in 9 
Code of Federal Regulations (CFR : Animals and Anima l Products. This 
test in rocedure i · · 

6. What, if any, federal regulations require th is procedure? Cite 
the agency, the code of Federal Regulations (CFR} title 

-the specific section number {e .g., APHIS, -

Agency_--=U=S=D=A~A~P~H=I=S:-_ 

Details of the particular 9 CFR sections listed above are considered 
confidentia l business information, subj ect to prot ection from public 
disclosure under Exempt ion 4 of 5 U.S.C. §522(b)(4). 
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Column E Explanation 

1. Registration Number : 43-R-0014 

3. 

4. 

s. 

6. 

Species (common name) 
this study . 

__ of animals used in 

Explain the procedure producing pain and/or distress . 

I - • • 

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. (Fo r 
federally mandated testing, see Item 6 below} 

What , if any, federal regulations require this procedure? Cite the 
agency, the code of Federal Regulat ions ( rand : • I II I . 

the specific section number ( e.g., APHIS, 

Agency: USDA APHIS CFR:--

Details of the particu lar 9 CFR sect ions liste d above are considered confidentia l 
business information, subj ect to protec t ion fro m pub lic disclosure under 
Exemption 4 of 5 U.S.C. §522(b)(4). 
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