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Mb'k Shields. RPM. DBNQBRR.IHFM·380) 


Review ofPropo5Cd PrtIprier.IJ)'NII.Ine Wll.ATE/Wn.NATIV (Human Von 
Willebr.l!ld fncl07 md HUllWlcOIIgulD.lion (actor VIII) 
au 12S2S1 

Recommelidallon:·\VILATE· ACCEPfABLE 
~ATrv·UNACCKPTABLE 

R:l9ll!lvs S[[IIlm!l!]l; 
APLB MommcndS IIw.lhe proposed pmpricl~ tIlImc WlLATE (HumAn Von Wjllcbnmd 
roccor;md HuIIWI coaBUl:ltlon fsaor VUI) is found Acccptable III1d WD.NATIV (Hul'N.n Von 
WilIr;\n-and {Delor IIrd Human CQllgulolion faClOr VIm is found' UIIocccptabk. 

8ackv:I"UUlId: 

On. May 1, 2007, Oc!oplHlm1ll.submitttd a rr:qu.en IQUIt: FDA Celller for Biologfc.s Evoluolion 
aDd Rcse:arch (CBER) AdvenlsinS.and Prornottomlllobcling B~nc:h (APLB) Ie ~vicw 1~ 1....'0 

ptopo~ ptOpticlary r1GQlc.s- WlLATEfWlLNAUV (Human Von Wiflcbrond fo~lor;md 
Hummco.sgulalion faaor VIII). Thi:s ~uc!l w&! :rubmillcd II.S aD Amrndmcnllelbc WJL.\TH 
(Human Von WiIlebrlM fuclor QIId Human COII.gulalion FaCiOI VIII) BLA. 

1'hc sponsor pcrfo~ a uodctrLlrk sc.:ueh lind filed Ihe blidcDWk on Seplel'Dbcr 9. '2006. No 
objec:lions wen: flIod andlhc propr!el1Ll'}' names woe n:gilllcrcd on NOYcmber 28, lOO6. 

R811ona1e; (or m or nIt' nmor1mn npme,: 

"The: !pomo,·! rllionale: ror ~hoo5ing Wll.o\n; 
• 	 "WlL" 111:'1'111 from Wn!ebrBnd fat"lor 
• 	 "A1E" mer$' 10 oolgu/alion r~or vnl 

Th~ spon:so,'s !1IIial'l31e for c;h003in!; WJLNo\TIV 
• 	 "WIL" SltJ'1'15 from WnJe:brnnd f~lor 
• 	 ''NATI'''' rerm 10 the (Itt! Ihlll during the: manufacluring.1he nBlilit VWFIFVUI· 

eo~!e;( h=L5 bc:c:n purified 10 a J;I r.rlio. 

http:rr:qu.en
http:Proltlgljon.al


PlIgc 2 WU.ATSI\VIL.N'ATIV PNR 

Qunlsw gtthS' Pa!Jm~ lndleallon. Dose. Pm§' Fpnn. AdmIDla"m'h",. nDd Slon§ 
InrormallD11: 

WlLATF.IWlLNATIV is II human pi4slTlll·dcrivcd. :;table, hi8h purily. double vtru$ 
iMclill8tcd canCClllrale arfrceze..drl:d FVIII and VWF. II b prcpared u.s:ing l.'I)'Opreeipiialc 
barvc.ned. pla,1TU!. col1ecled in !he. U. S. and 15 !Upplied ItS II polliiler for n:conslilulion:llld 
inuuvenous injection. WJl.ATElWJLNAnV k indlealed in IIdaltlUd ped~pa.licnl5 (or 
lhe Il'CII\mml ::-_:-tb)(4j_ ohpamarn:ol.l.5 and nlluma·induced bl~ing cpisodd in scvere 
Von Willcbrnnd diseMe (VWD). and in m1ld Il!ld mod~rale VWD wbcr.= tISe ofDDAVP (I­
dcamiJlo.8-D·orglnlne vilSOprwinldcsrnopl'C$sin) U'elIITlCIII. Is incffcr;Ii.~ or CUlllnlindlc:aled. 

_ , (b)(4) _, , . , 
:ibj(4) The Ito;munendcd doS!l8c orwn.A.TFIWlLNATlV is bllSe([ on !be bleeding 

:sevr:rilyand y,;uics ~Iwcen 2(}.60 IUikg body weig}ll (OW) ~ Drmirn;na/ICC dose or2( b(4) 
IUlkg every 12-201 hoUIS by intl1lYc:now; infusion in a ho!pil.!l1 sCllin8, dQC1or's office, or self· 
adminilleced. The product may be Jlorcd for 24 motIlM III +2-C (0 +80(; (16"F 10 46"f) and 
p~cd!'rom light. Wuhin Iflil period WJLATFJWJL"'IIATlV m::IY bc= ston:d III any lime 6 
moruhs III room Icmpcra~ (mu. ICJ1'{ICtalWC nolill c=xc~ +2S~ em"F); hOweyu. w 
cheIf·lifc CJlplres after storage II room temp +2.5" C n7D F. 

1) Falu or MblndIDg (21 CFR ZOI.6 (a)l; 

The pmjXl&ed propcie.l1l1)' Il3me Wtl.A TE Is DOl rego.rdcd ID ~ ral5e ar mWeadlns. 
however Ihe proposed proprietary naJTlC WlLNATIV is tc.ga.nlcd to be (ilsc OJ 
misl~din& ~use it InCludes Ihe irulpprnprlaie use ora lQlI\3n nu.m=lfll"lV'"' md the 
suffL'l ;!l5n JepJc:sez:t1S the roULe orMlmIDlstr.lllon. 

2) Fomciful121CPR 2Ol.10 (e)(3)1: 

A proprietary J\DIOC would be found 1III8COCp~le ifil WCIC fanciful and implied thai the 
produce had some unique eflmiY'l:DC:!S. This pnJlfud Is.:l wlIlblnallon of HUIIlQJl VOIl 
WiUebrond faecarm:! flum:an COIIgu1al.ion faclOr VIII. The prapascd proprielruy IIIlJ1l~S 
WILATE mil W1LNA1iV IITC not fCgllfded to be fanciful and do 1101 in1p1y rI unique 
composition. i!dyaoecd rOrTlTl.llalion. OJ 5Uperiority OV'Cl'ClI:islins produas bc:)91)d lhal 
supponcd by the dill!. 

3) SrmrLarily 10 SptlUng or PronuDaAUon 121 CFR 2.01.10 (1;) (5)1: 

APLB has nol idemlrted anypmprxtaJ)' TlIImes with simllwil)' in spelling a.od 
pronunclalion wiLlI the pOpllcd pl1JprieUHy name W'U.ATE and WlLNATIV. 

RccommmdIlUDn.! 

APLB recol1Ul1eDds Ihru.lhe proposed propr~11U')' 11I.1TlC5 WlLATE be found II:«JIlll.blc mid 
WILNATIV be found tmactqtable. 

IfOBRR lCCl:pU our~!l'llneJ'Idzdlln lhut Ik propascd proprlc:cary TlDme! Wl'LA.TE be round 
tlC!::eptD.hlc and WILNATIV be found WJ;tO:t;p1ablc,. please include 1M followlng.lUl in your 
lellcr 10 the manufacturer:: 

http:Wl'LA.TE


P:lge J WlLATElWJLNATIV PNR 

We h:lvc comiderod 'j01Jl proposed prClp1i!lary II.Imcs W1LATE 3I1d WlLNA11V in 
COII:lUlllIlio!1 with CBER's kh-cnising and ProllDoonal Labeling Br.lIlch (APLB) and conclude 
1h:l1 under 21 CFK Part 20111it: prn~ pI'Opl'ic:lDJ)' nanlCll WJLA'fE be rolmd acceplable nnd 
wn.NATIV be found unaccepillblc. 

If you hove!ln.Y queslions repding Ihis review. please conlaa MArYiM O;allagmr a\ 301·821. 
6110. 
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