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One Hundred Four (104) used In a. chauWJei.pot.ency assay for release of serials of 
USDA n,gulBted biological product (I.e. vaccine). 

3. Speda (mMIUII IIIHM) of Animals 1111111 In the study: 

Guinea Pig 

4. Explllllltlon of PnN:lldure Pradudnt Pain and/or Dlstrw: 

QntrMm fi/1luWJOIPoteQcy Assay; This test Is mandated by APHis-center for 
Vetert,wy 8lologlCs (CVB) In the lb!nslng of vaccines to protect animals from the effects 
datUiisi mused WlnfectfonwllfO:-ctiiweof: Thlslisns-~lnTltfe 9 offfie 
Code d Federal Regulations. 

The test procedure involves the VcKClnation challenge model which requires that control 
anfmlls (guinea pigs) succumb to the .test challenge, become recumbent and are unable 
to rise. 

As per 9 CFR 117.4 (e), and In accordance with APHIS-CVB ammunication of April 1, 
2004 (RE: VIN 04-09), APHlS-CVB has approved a "non-death" endpoint In our 
production outlines that allows humane methods of euthanasia. 

s. Sdat•c .111181~ ••Why Pain and /o, oa..... COUid Not 8e -•-= 
This- Is cxx:llfled In the Tltle 9 Code d Federal Regufatlons. This axllftl!d test method 
has been pro,nulgab!d by APHIS-CVS Md t.o date; APHIS-CVB has not pUbllshed 
guidall0e 1X> Ucensed blologkal manuf&tuNr'S that would allOw tor the use of drugs such 
as pu1 releftrs to reduce pain and suffering prior to attaining the study endpoint. 

To our knowledge, APHIS-cvB has not determined, nor oommunicated, what impact, use 
of drugs such as pain relievel's would have on the valldlty of these assays. 

In some species of animals, dfnlcal signs Indicative of an inevitable progression to death 
are dlfflcult to assess. To prevent lntelfelence with the test objedives, while at the 
same t1me peomote the most humane treatment/endpoints of test animals permlsslble, 
produdion outlfnes have been modified to Include the humane euthanasia of monbund 
animals ecblblttng clinical Signs consistent with disease pathogenesis that are unable to 
rise or rnoW! under their own power. 

6. Nallllftcatlon of F1d1ral Ragulatlons Raqulrlng This Procedure: 

• USDA (APHIS-CVB): 9 CFR 113.106 (c). 
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1. R11tsbwtluri NUIIIINlr 42-R-0020 

2. NunlNr of Allllllal• UWI In the Study: 

Three Thousand Seven Hundred Thirty Three (3,733) 

3. Spadea (wnllNN'I name) of Anlfflllls '9Nd In the Study: 

Hamster 

f..,,., IP, PJteocy Apay: These tests are mandated by APHIS-Center for Veterinary 
Blolott• (tva) In the llc:ensfng of Yaa:ines to protect animals from the effed:s of disease 
c:aiiiiifYfiiliifii\ wlh muliple ~species. Theselests are ~lnTIUe 
9 d the Code of Federal Regulations. 

As per 9 CFR 117.4 (e), and In accordance with APHIS-cvB communication of April 1, 
2004 (RE: VBN 04--09), APHIS-CVS has approved a "non,<teeth" endpoint In our 
produCtiGn outlines that allows humane rriel1lods d euthanasia. 

s. Sdllltttlt lil Plftcatt"'9 MID Why Pain and /or m.trw Could Not .. _,.,.,: 
These tests are cocllfled In the Tltle 9 Code of Federal Regulations. These codified tests 
methods hBYe been promulgated by APHIS<VB and to date; APHI5-CVB has not 
publish-.t guidance to licensed blologlcal manufacturers that woukl allow for the use of 
drugs such as pain relievers to reduce pain and suffering prior to attaining the study 
endpoint. 

To our knowledge, APHIS-CVB has not determined, nor communicated, what Impact, use 
of drugs such as pain relievers would have on the validity d these assays. 

In some species of animals, dlnk:al signs indicatiYe d an Inevitable progression to death 
are cMlailt to assess. To p~ itterfeence with the test objectives, while at the 
same ume PflNIIOte the most humane tNatmentJendpolnts of test animals ~, 
productian outlnes have been modified to Include the ht.mane euthanasia of mortbund 
anlmlls echibltlng dlnlcal signs consistent with disease pathogenesis that are unable to 
rtse or move under their own power. 

6. ldeutllc11•111 .,,.._., Regulatlom Requiring Thla .Plvcedure: 

• USDA (APHIS-CVB): 9 CFR 113.101(c). 
• USDA (APHIS-cvB): 9 CFR 113.102(c). 
• USDA (APHIS-cvB): 9 CFR 113.103(c). 
• USDA (APHIS-cvB): 9 CFR 113.104(c). 
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