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20-01589_00 1636 

~ u-ol U111b1nll,, f0f 
- Chillenge Culture 
Pa~sasc 1n Hamne,~ r01 Poten.cy 
rM1"1£ of S..-<11ts 3nd lo•Proc~s 

Mtlgef\S , 

Qualtty Control Umbrella ror 

Elanto Alllm~I H"31th 
Flsol Y.Ut: 2.018-20U 

Rql, 1r:11lon No: 32-R..0051 

b plan;wtlon of~/ E\/"'11 Procluc"'s 
~" ..,,J/o, Cit.tress In chit Allltnall•l 

1l11> passa'iililiiiliii nea,ssary ID mar,niam 

virulence o i__, rg;,nls,m lo, thalll!nlle 
prepiltJl111n fo, use ,n !he below PoWllC'Y tc>I, 

fhtS p;u~r recess Is '1"W5""'V to mJintain 

virulence o ors,'"- ro, d·rallenie 
prep;m111on lor use_1n the bclaw pO!enr;y te>l 

ScMndfk lustlatlon and/« Reauladom 
ltequlrl111 ,roatdun, 

~ 1cncv ro.1t1t18 ,n Th,J ttit 11 to :usu,11 p01ruw;v for rru-rllleasc ol 
fiamsteti of ~,ars and ln-Prot1>.ss vaccarui ser1al.s 

Anttgl!nS 

0/B a,,prova1 ror this test 
to tMIOVI! t,1ra1lon, for-

serova,~. rhus red~ 

These :,,re tests ijre prescnbed rn Title 9 of 
This um 1s t:0 assure poooncv forthci release of tl>c: Code ol Federal Rcgul~rlo= Qid,fo!.'d 

vatc:lne scrlil li , Tell 

These 1~1• wlll - lllte mvr monbund 
an,mal~ eK!llb111ng cr,n,cal ••ens consistent 

with the disuse ~nd wr:re Ullllble to rise or 
move wHI be hum1ndv eu1h1n1ied <1nd 
Clll'SiOered as death1 . However desp1111 
!he addlrlonal dally observations, 11\fie 

reported had rap,d progressJon of disease 
end we,~ lound dN d, lhecelo,c, an, 

cmegomed as •p 

CATEGOII' •r 

Total of Animal 

81 

l186 

38 

3204 
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20-01589_00 1639 

TTtle 

Q11311fica1lon or Efanco·, C.nlne 

Elanco Anima l Health 
Flxal Year: 2018,2019 

Re1lstti1tlon No: 32..fl-OOS3 

bplfnMlon ot ..,_.,. , l:\lellt ProduQ111 
Pain Md/or Dbtrau In 1M AnllMIC,J 

Dou XXX·9 tn 1h15 study wa< resmmed fOf blw d 
co llection and lntratr.ic.hea l .swabb ing. Alter 

sampling, Mhlbltt>d ~.uc,d '" •~plr.>torv 
effon and >low apllt.lt'f ~fi ll ttmo [shockyJ 

1\1'-on,rorcd and imprO\led wllhout fntef'l'l>ntion. 

hoWl!ller deemo:d In dist ,_ Jlte, samp ling, 

thcre!on, GI tegruy L 

rne ObjCC lllle of thlB1Udl' IS 10 conf,rrn 11\e 

vlruknce ,rarus and de11crmlnc 11 

'" Whit'.ll do t, exblbll dlruca t Slfll\S 01 
urn as Jaundice. diarrhea, tnnppetance. 
vomnlnst 10 usus virulence 

This 11udy to CIU•lify a new Manor Refc~c, 

~ Q111re51heetr~,;vof a 
vau uu, be ieste<I ,n u,e host ammo1.1 

Dl'~th K not an 1ntt,nd~d outcome, 

howe'll'r Ian I.I<' tritial In does 
and the htghl'f chaltcnxe roncentr.mons 

may be lethaJ lht'.Y! dogs rc.ithed 

ewabhshed hum~ne endf)1111nb and WNe 

culhJm:cd 

Dog Total 

CATIGOIIY •r 

14 

15 
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20-01589_001638 

Elanco Anima l Health 
FIJcal YNr: 20111-,2019 

R"111s:ttation No : n -11.00Sl 

~ al.Procedure I Ewnt Producln& 
Pain Mid/or Olnms In the Anl!Nlfsl 

Sdentdlc lu:RiCatiofl lllld/orw._u1a11ons 
11equ1rt,,. ,-..,.... 

Quality Contrnl Umbrella fo, 
~olocv TMll'18 In Rabbits of Serial Rabblu rC(l'Nt a l~rgr YOIUml' of v.>cc:ination IM 

R~lease mnd ln-ProcessAnugcru for ,n O® or bolhn :~rllmbs , and"""" been 

otOQy 

Testing '" RnbblU of SCrii!.I Release 
an d In-Process Antigens. 

deeme d p111nl11f di.le to reluctanc e to move. or 

~men~ 

V,mJ!\I! a,dmmistr rcd wa, by 2.5ml . JrnL. 
0.5 ml . which Ii lower Iha!\ the 5 ml field dOSl! 

lyplcallv run W1tl- neli.. 

~;wbrts ,cc.e,ve a large volume otvacc,nat1M 1M 

Ongomg efforts ijre u, conwrt th •- n
VIIIO rabbit pulenty ~ V ,nto an 111 v,tro 

direct. ELISA polt!OCV a~ oil a rMIJII from a 
ll'Ue r l l'!Cl!IYl'fl Iron, CVS "' -Tiie p,unary purp~e of lhls su,dy protocol Is 

to auess the 1erum antibody r.esaonsi, ol 

ll s 10 dlflc1en1. dOQS~ o 
~cdnt'$ uslna .... . :>Ion ot 

Speoal Out~n 
lh 6t ,US3V lfnprov~ll?flll hav, thC' 

potcn1t•I to d,,crcJSO, U< r~.., cltmlrn11e th~ 
pa,n Mv4/t>r d,s1ro•~ lrt ~bits as~ r~uk of 

the lest. 

~ are rcQUlred by SpC!Cl~t 
1n one or both ,cur limb~, u11d have bl!<'n ~ rodu etlon Outlines ~rid 

deemed palnflll due 10 rcluttancc 10 mo~, Ot USDA (APHlS 
llrl'CMU 

OMplte 11\e lower volume, admlnlSlctCd 
IM, rabbits ttlll eithlblled 1i11l11S of mild 

lameneu su£ges1((1g o,scomfort. However, 
wa, , ub,1!ct1vc1v lclS lhai, the larger 

volume ty1>1t11Hv adm,nl,tefl'd 

I\Cflnr.me.111, to rest und~f mvcst,g,mon 

RabbltTotal 

30 

131 

211 
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20-01589_001637 

Till<! 

JnHamSICU 

Ehmco Anl!Tlal Health 
Fist.al Yu rt 201.8-10 19 

Rqlnr.itlon No: 32-MIOS3 

t,,plll!IAl,otl of l'Tocedur• I Ew,nt Producing 

Pain• M/or~l"l"U on ti!,, ~Isl 

rule ol repeam,g the swdy, hamsters re«1vc • 
high ch~Nenge dos~gc, ohcrelorc prog1CM 

quickly In cllnltil disnse 

Sdl!lltlfic M'tk.ltlon Md/or ~llotlons 
llequlrjna ~re 

Study to select • v,rulent rsotare of each 
se,ovar V,rulent bo lates will be used to 

devnl,» a global ch~ll,mge model In dao 

Study to <<'fen an ~ca,dou. 1,olat<" of uch 
serovar rhe ..,Ji,oi,d serowr may be used 

as 1he vamne anloger, for lulure canme 
~tudles Ftderul IUlgulJtlons rcqu,1~ 10 12 
h~m~tl!f~ for ~1 ~nd c.omrol groupS These 

anugen setecuon . n,e design~ 10 demonstrate a rc tests am prescnbed on ntle 9 of the Code 
100%monalllv 1n tJ,e nlln-wcd11.11ed ronuol of Fed.era! Reg 

gfOUl)> 

C:Onfirm tht 111rulencn statul of ncwtvacQuired 
rrOVilr ,~olatcs and 

determine optJmal challcn,.~ dose ,n 

hamste~ Arnmals are e-pected to either be 
under or over durllanged on 1h1, model. 
rc-wlrlnft In CalL'llO•V C or E rCWl?Cllvt'ly 

In accordance 10 the orhi:r codified serovars. 

The 11udv u.ed to confirm ~ ~ led Isolate 10< 
l11nhor d(!Vt'lopmcnt ol <h~ltenie morll't In 

dogs and poteflC'I u-st In hmmrers 

~murrs l!di•~ so.vt_re 
clinlol SIA!ll'O_. nd are 

depressed may be human elv euthanlied 

before reac h•no the "10,lbund mu~ and 
will be con1,dcn,d u de.:nh Desp,ta 

addu,onal welr,1Te checks, these reported 
had r.ipld pror,resiaon or ctrs.-..se and were 
round dead, tlu-relore are ~tegorl:ed iJ$ 

~l ' 

Hamster TOTAL 

J(lf, 

ID 

94 

4831 
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