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USSourcePlasmadonorsandrecoveredplasmadonorspredictedbythemodeltobein食ctedwithvCJD  
弧dcontainvCJDagentintheirbloodandarrivesataneStimateofthetotalnumberofUSdohors  
potential1yinftctedwithvCJDandwhoarepnonemic・   

V＆riable：DRvuD．mJ∬－Totalnumberofplasmadonorsinthelasthaifincubationperiodofthedisease  
ヱ（氾2 

か点ふか用＿ぴ＝∑月収，。肌∫＿月卜叫 ・200ヱ ＋∑皿軋隷＿∫＿用＿叫  脚・C・lふ36）  

′モ1980  γ；柑80  

Variable：DRvuD，fYJ4LH－Totalnumberofplasmadonorsinthelasthalfincubationperiodofthe  
diseaseandmetdeftmlcrit占ria  

21Xな 

β札∽二肛。∴〃＝∑刀点心」∫－用＿叶叫 200ユ ＋∑β只朋朋＿叶坤  
′－1980  γ霹1980  

（Ⅳ，C．1．b－37）  

Variable：DRymm＿Res＿LrTotalnumberofplasmadonorsinthelasthalfincubadonperiodofthe  
diseaseanddidnotmetdeftrralcriteria  

200ユ 

月収，∽＿月卜永日＿∽＝∑か月．00＿∫＿用＿R亡い物 2002 ＋∑刀尺y∽＿…＿R。∫瑚  
γ－1980  γ－柑80  

（】V．C．l．b－38）  

A－IV．C．1．・C．NumberofUSplasmadonorswithahistoryoftraveltocountriesin  

Europe（OtherthanthetJXatldFrance）potentiallyinfbctedandvCJDagentis  
PreSe血tintheblood  

A－IV・C・1・C・i・USreFOVer叫Plasmadonorswithahistoryoftravdtoc叩ntriesin  
Eur9p寧：PerceptageofUSdot10rSandtravelduration   

hthisportionoftheFDAriskassessment，USblood（recoveredplasma）donorsarecharacterizedby  

frequencyanddurationoftraveltocotmbiesinEurope（otherthantheUK）duringtheperiod1980－1996．  

TLeriskofvCJDinftctionisafunctionofexposuretotheBSE・agentandisassumedtobeproportional  
totheamOtmt？ft車？，SPeP，Or如血ionoftravel，incountricsinEurppe 

． 

derivesi 
inothercountriesinEurope（0therthaJltheUKandFra＝1Ce）since1980，andtoderivethefrequenciesfbr  

Variousdurationsoftravelfor5ye鱒SOrmOre．Theperiodof5yearsormoreco汀eSPOndstothelengthof  
timeinthecurrentpolicythatdeftrsb】0ムd（recoveredtlasma）donorswhotraveledt云orresidedin  

Eur甲eqnC？untries（OtherthantheUK）・   

Datausedinthemodel：NationalBloodDonorTravelSnn′ey1980－1996wasconductedbythe  
AmericanRedCrossandpresentedattheTSEACin2000．  
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Viri？blc：．iJThcdurationintervalt！Sedto捗OuPdon6rswhohidtraveledtocoun扇esinEurope倉om  
198b－1996bas由onthcquantityムftih占sptntinEurope（0therthantheUKandFrance）duringthe  
pedod丘oml粥0－1タ96・  

VariabJe：DE－Theaverageduralionoftime（inmohths）forintervalirq）reSentingthedurationoftravel  
OrreSidencebyUSdonorsincotm扇esinEtmpe（otherthantheqKandFranc．e）duringtheperiod丘om  

1980－1996．   

Variable：a仰PkrcBLZLR，Em－Thectmlativeperccntageofblooddonorswhotraveledtocountriesin  
Europe（0therdlanthcUKandFranCe）withindtmtionintervaliorlbnger．   

I）atatlSedinthemode）：Travcldata血rUSblooddonorswasobtainedfromablooddonorsurvey  
COnductedbytheAmericanRedCrossandpresentcd？ttheTSEACin2000．  

Variablc：Lb匂ILZ郎Lq－Percentageofblooddonorswhotraveledtocoun扇esinEurope（Otherthanthel．’  

UK・andFr皿Ce）widlindurationint訂Vali．T最svariablewasconverted丘om   

Variable：LbrQLZMMU－Thepercentageofblooddonorswhotraveledfbraspeciiicdurationintervali  
amongal1donorswhohaveevcrtraveledtocountricsinEurope（6therthantheUKaJldFrance）is  
r甲m孤tedby払eequ如ion：   

此Ⅳ脚＿丘∽化U＝（肋臓＿ど∽／仇加地Ⅵ闇＿軋∫，一郎＿，脚．鳥）xl00％  町．C．1．t－1）  

nefo1lowlngPOrtionoftheriskassessmentestimatedthe丘・equencyOftravelfor・eaChrecoveredplasma  
donorbyagegroupbasedontraveldataofblooddonors．First，eStimatesforblooddonorswhotraveledto  
coumiesinEurppe（OtherthantheUKandFrance）betweeム1980and1996wascalculatedtogenerate 
thetdtalntJmberofUSblooddondrsandperccntagesofdonorswhotraveled．Forthep叩OSe亭Ofour  

ahalyseswegroupedalldonorsanddonorswbtravcledtbcountriesinEuTOPeSince1980intoaBe  
groupsof負ve－yearhFrem仇tS（20－24yrs，25－29yrs，etC）alldforthe18－’19ye∬0）dcohort・The  

PementageOfdonorslneaChagegroupthattraveledtocountriesinEuropesince1980wascaIculated  
basedonthetotalamualm血donorswhotravcledtoEuropesince1980comparedto（ordividedby）  
thetotalnumbcrofdonors，andtheagespeciBcoddsratiofbrtravel．  

● CalcuhtionoftheantIuahltJmberofbJobddonorswhotrave）七dtocbu血triesinEuroDe  
（otber仙an仙dむⅩ如dFrance）舟Ⅶm19gO仙rougbl，9占   

Va血ble：皿板ー一冊eamualtotalmberofpotentialblooddonorsin仇eUS．   

D叫ausedinthemodel：Th＆e．areapproximately8millionindividualswhodonatebloodeachyeaJ・in  

theUhitedStates（Westat，200？）・  

Variable：hreBLLu，ELT－ThetotalpercentageofUSb）00ddonorswhotraveledtocoun扇esinEumpe  

（otherthantheUKandFranCe）duringtheperiod舟om1980through1996．  
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p苧やtl．Sedin 

． 

dataofUSblood～’dbhdrs（TSEAC，2000）．   

Variable：DRBJ；iu－TotalnderofbloodldonorsⅥ血ohavetraveledtocountriesinEurope（0therthan  

theUKandFrancp）duringtheperiod1980－1996．  
J  

刀月8iふ＝月収β∫×Pg化β以＿∫U  町．C．l．トユ）   

彗qp， 

＿， 

COuntriesinEumpe，thenumbcrlOfdonors危omeachagegroup，andtheoddsradooftravelforeachage  

伊Oup・   

Variable：月収B侮d．Amualnumberofblooddor10rSfromeadhagegroup（CalculatedIV．C．1．a）   

Variable：加rcBLDR－E叫g〃－AmualpercentageofUS・blooddonorsofanagegroupwhotraveledto  

COtmtriesinEurope・duringtheperiodfrom1980through1996．  
、   

To申1numberofblooddonorwhotraveledtocountriesin寧urope（0therthantheUKandFrance）equals  
tothesumofdonors丘omal1agegroupswhohaveevertraveledtoEwope：  

古5一石9  

月庇恥gU＝ ∑（裁rc脚＿抑騨｝×か月伸餅，）  
■g～モ1ト19  

（lV．C．l・t－3）  

V且iiable：Odd7Ybり－Tbeoddsratioforeach負ve－yearagegrOuP（e．g．20－24yrs，etC．）oftravelerswas  

COmParedtothegroupofage18－19yrolds，   

伽tau革edinthemoqel：Theoddsratiosoftraveltocoun扇esinEtrrope（0therthantheUKandFranCe）  
fbreachagegroupwasderived丘omthetraveldataobtained丘om1980－1996blooddonortravelsurvey・  
Anoddsratiooflwasasslgnedtothcdonorgroupofage18－19yrolds・Theoddsratiosfortheotherage  
grOupS（Weregeneratedbycopparing血efrequencyoftravel・forthoseagegroupstothegrot）pOfage18－  
19yr－Olds．   

伽叫血一面叩どi・＝0〟r（昭）×アercβ朗⊥抑l叫  岬．C．l．t■）   

Thepercentageofblooddonorsfromtheagegroupof18－19yroldswhohavetraveledtocountriesin  

Europe（OtherthantheUKandFranCe）canbecalculatedbythefo1lowingequation：  

（5－8タ  

グercβムー叩”， 
〃gr－18－柑  

（Ⅳ、ql・仁一句  

Then，thepercenIageblooddonors丘9mOther亨gb如upswh6fraveledtoEurofie（0therthanthetJKand  

FranCe）caJlbecalculatedusin革thqequation（A－Ⅳ・C・1・C－4）。  
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A－IV・C・1・C・ii・U芦Ⅰやp■veredp桓叫如叫里中trav？led■t拉両triesinEurop‘‥  

TotalnumbeibyyearOftrave），dhrAtidふ6ftra）elandbyagegroup   

nispartoftheriskassessmentcalclユ1ates也eannudnumberofUS－reCOVer寧dplasma，donorsLWho  
traveledtotountriesipEurope（Otherthan 
agegroupwhotraveledwascalculatedbyyearanddurationoftravel．ThedskofaUSdonoracqulrmg  
VCJDisafunctionofdurationofthestay，aSWellastheycar（s）（since1980）theyresidedinBurope．  

A－IV．C．l．rc－ii．a．Np・皿beroftl写recover申PIasm且dqnorswhotr鱒VdedtoEurope  

in・a叩眈摘eyearbetweenl，さOamdlタタ6byagegroup  

監禁慧慧慧；；慧諾諾霊ご慧濫慧諾芸慧慧言霊慧慧；d、う  
丘omsinglcudtsofWh01eBloodasaby－PrOductintheprqparationofbloodcomponentsfromwhole  
bloodcollecdonandis・intendedforfurthcrmanufhcturing・Asexpccted，reCOVCredplasma七onor  

donationch訂aCteristicsmimrthoseofwhoIcblooddopors．Arccovcredplasmadonorcandonate  

Plasmaamaximtmofsixtimesperyear－andonaveragearecovereddonationisapproximately200  

millilitersO［er＄uSanaVerageOf700mi11ilitersforaSoⅥrCePlasmadonation）．   

VariabIe：yニycaroftravd（samCVariableusedaboveinsectionA－Ⅳ．C．l．b．ii．a．）toacoun打yin  

Etm）Pe（0th訂申antheUKorFrance）since19＄ObyUSplasmadonors・   

Variable：age－Agegroupsofthepopulationby丘ve－ye訂incremcnts（samevariableuseddbovein  
SeCtionATⅣ・B・1・）andthetwoyearcohortfor18and19yeBLrOldsforUSrecoveredplaemadonorswbo  
traveledtocounbjesinEurope（0therthantheUKandFrance）．  

Variab）e：DRRLb8d－‘NumberofpotentialUSrecoveredplaspadonorsperyear・byagegroup（described  
hsec逼0鱒んⅣ．B・2・）・  

rll  

VariabJe主知r＜BLDRL勒ね・（calculatedinsectionA－Ⅳ．C．1．b．ii．b．）－ThepercentageUSblooddonorsby’ 

agegroupwhohavetravdedtocountriesinEtmpe（0therthantheUKandFranCe）between1980－1996．   

Variab16：叫－E仰曙d－NumberofrecoveredplasmadonqrswわOtraVded 
th孤theUKaJldFrance）・丘0In1980through1996byagegroupandisrepresentedbytheequation：   

皿私一期咽り＝職（岬）×A打ち伽」叫曙可  卿．Cl．【明   

TheriskatravelerwasexposedtoBSEinEurppel亨PrOPOrtiQnaltothema印加deoftheBSEepidemicin  
thetJKi血th6yearoftravel・Becausethem句OreXpOS血erisk二ih方uropewasass血Iedto’be＆om  
COnSumptionofbeefcontaminatedwithBSEagentimported丘omtheUK・Themode）groupsrecovered  
Plasqa．dor19r？byy甲rOftraY67・This，prPvid寧S一？mOrePr甲Sq．甲t卸ate．oftheriskbyincorporatingthe  

（ageandy叫sptci五cinfor＆ationandde榔that鱒erc叩＊．thid如ani云softheBSE，qPidemicin  
theUKonayearbyyearbasis・TravelLbr血eyeaTSnOtCOVeiedbytheUKNationalSurvey1997to2002  
reliedonextrapolationoftrends丘om1996andbeforetoestimatetravelcharacteristicsuptothebaseline  

yearof2002inthemodel（seeequationA－Ⅳ．C．1．c－12（below））．  
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Variable：I領捌－ThGn血berofYi＄it；t9theUKbyUSb’aVelersinyearycomparedtothenumberof  
visitsin1996（Calc111atedinA－IV・C・1・a・）  

Variable：DRR－E鞠g4。・－NumberofrecoveredplasmadonorswhotraveledtoEuropei平yearybyage  
騨OupS・   

The血皿berofrecoveredplasmadonorswhohavetraveledtocountriesinEurope（otherthantheUKand  
FranCe）wasallocatedtoindividualtravelyearbasedontheyearlydis仕ibutionofvisitstotheUKbyUS  
豆avelers．  

＝朽嶋  

β慮…伸一．，，＝以貞＿叫曙‘，×㌧ハ琳／∑㌧‖瑚  
γ＝t％0  

払rhaveldndng1980－1996；  

職＿叫噂．）′こか職×㌧‖郡  

fbrtrav¢1a負¢r1996．  

（Ⅳ．C．l．c－】1）  

（Ⅳ．C．】．c・12）  

AsstlmPtiontlSedit）thetnode］：TheyearlydistribbtionoftraveltocountriesinEurope（0therthanthe  
UKandFrance）byUSrecovcredplasmadonorsissimilartoqtheye訂1ydistributionbftraveltothe．UKby  

UStravelt：rS．TbeyeNlydistributionoftravelvisitsbyeachagegroupwasa句ustedtoaccotntfbrthe  

minimumagt’of18whena・donorcandonateplasmaorblood．Therefore，incalculatingtheUSdqnor  

riskforvCJDtheyearlydistributionoftravelvisitsbyeachagegroupwasa句ustedtoaccountforthis  
requ汀erPent・Themodela句ustedthepotemialvCJDexposureforyougerdonorswhdwerebornduring  
thepbriodfrom1980to1986andwo111dhaveessential1yazerochanCeOfbeingexposedtotheBSEagent  
intheyearspriortotheirbirth．Therefore，donors18yearsofagein2002wereassumedtohavezero  

exposuretotheBSEagentpnorto1985，those19yearSOfagein2002wereassumedtohavezero  
exposurepriorto1984，those20yearsofagein2002wereassumedtohavezeroexposurepnorto1983，  

those21、yearSOfagein2002wereassumedtohavezeroexposurepriorto1982，those22yealSOfagein  

2002werepassumed’tOhavezeroexposurepnorto、1981．Themodelassumedthattherewaszero  

expos町eOralldonorspnorto1980．   

A－rv・C・1・C・‾ii・b・NumberofUSrecdveredplasmadonorswhotraveledtocountries  
ihEur・OPebyspecificyearoftraveIand’durationoftravelbyagegroup   

RecoveredplasmadonorswhotraveledtocotLntriesinEurope（0thertharltheUKandFranCe）ina  
SPeCificyear（DRR－E仰g功）since1980werefurtherpartitionedintodleSubgroupsintheTnOdelbasedon  

traveldtuationaJldby5－yearage騨OupSandalsothetwoyearcohoftofdonors18孤d19yearsofage・  
Dataonthepercentageofblooddonbrs▲WhotraveledtocountriesinEurope（0therthantheUKand  
Fr弧Ce）since1980foracertaindtmtion（s）（TSEAC，2000）wereusedinthisriskassessment．   

Variable：i4ThedurationintervalusedtogroupblooddonorswhohadtraveledtocountriesinEurope  

（Otherth皿theUKandFrance）from1980－1996basedonthetimespent（sam壱variableusedabovein  

SeCtion A－Ⅳ．C．1．）．  
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VariabIe：DE・Theaveragedurationof血eforin！ervali（months）＠amevariableusedabovcinsection  

A－Ⅳ．ヒ1．）   

Variable：DRRぜ岬め－ThenuniberofrecoveredplasmadonorswhotraveledtocountriesinEurope  
（9therthantheUKandFranCe）inyeaTybyagegroup   

VarjabIe：触J肌LT・Theperccntageofblooddonorswhotraveled’foraspeci鮎durationinte  
amOnga）ldonorswhohaveevertravelcdtocotm扇esinEurope（otherthantheUKandFrance）  
（calculatedinÅ－Ⅳ．C二1．c．i）．  

Variable：DR＆i㌢徹也√Ntmberofrecoveredplasmadonorswithinaspeci丘cagegroupwhohave  
traveledtocotmtnesinEumpe（OtherthantheUKandFrance）inyear，y，fordurationofi．  

吼鞠，ブノ＝取成伽′ ×タe侮＿β∽ほU  抑。l．t．13，  う  

ArIV．C．l．c．iii．tJSrecoveredplasmadonorswhotraveledtocou皿triesinEurope：  

Aqiu＄tmentOfrelativeriskLbrtheprQPOrtionofexpo叩retqtheBSEa女entperyear  
anヰt）ydurationoftrave）andbyage．grotlP   

Asindicatedinprevious琴eCdonstheFDAmodclassⅥmeddlat．thcrelativevCJDriskfbrtJKresidents  

residingforany丘ve－yCarPedodorlonger丘om1980through1996isassumedtohaveavalueofl，  

bccauseexposlmtOBSEinthcUKwasgreaterthaJlthatofanyothercountry．Thcrelativcriskvalueofl  
equatesto100％ofdleUKasymptomaticand＄ymPtOmaticvCJDprevalence，WhichisdiLRcultto  

estimate・Again，b甲edoninformationinFDAguidancePOO2），therelativeriskvalueforFranccwas  

asstmcdtobcO．05（or5％oftheUKdsk）．Tberclativeriskvalueisas寧ignedlbaLSedon血ctorssuchaLS  

domesticUKbccfconsumption，ZmdtherateandnumberofvCJDcascs，andindigenousBSEcasesthat  
m町haveoccuired畔DA2002）．・CoumiesinEurope（otherthanthcUKandFrance）reccivedmcatand  

bone工nealfromtheUK・durizlglth占BSEcpidemipan4approximatelyl．5％oftheirbeefwasimported  

ibmtheUK Additional1y，themodelincludedcalculationsontheestimateddurationoftravelor  
residenceinEtmpcbyUSplasmadonorstogeneratea山OreaCCurateVCJDriskestimate．Ctmnt■US  
VCJpg甲脚hicdcfbml一押1icy・deLbrsblooddonbr亭withahistoryofresidenceincountriesinEurppe  

O）thcrthan準lⅨadd 

SoⅧ陀ePlasmadonors．  

ArIV・C・1・C・iii・a・NumberofUSrecoveredplasmaldQnOrSwithahistoryoftravel  
tocountriesinEtlrOPe：AverageaccumulatedvCJDriskLbrdonorssiJICe1980，  

assumingthattheaverageaccumuhtedriskfbraUKindividtJalsit）Ce1980isI   

ThissecdoncalculatesthenumberofUSplasmadonorswithahistoryoftravdtocountriesinEtm）Pe  

（0therthantheUXandFrance）aJldtheiraverageaccumulatedvCJDrisksince1980，aSSumingthatthe  

averageaccumulatedriskforaUKindividualsince1980isl．  
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Variable：REU－AD－ThecumulativevCJDriskofanindividualresidentofcountriesinEurope（other  

thantheUKandFrance）from1980dllnow；aSSumingtheac云umulatedriskofaUXindividual倉om  
1980■也rou由1996isl．   

Asstl甲PtionusedinthemoddiTheaverageaccumulatedvCJDriskfortraveltocountriesinEurope  
（OthiTthan伽tjKlandF血ce）byanindivi中alresidentsin？e1980wasassumedtobeO・0’！5reladveto  
l，theavprageaCCumulatedriskofUKindividual血ce1980，basedonUKItwas甲Sumdd’  
appr車mitelyl・5％orle∬ofthebecfimports，1mPOrtedintomanyCOuntriessince198Owasimported  
丘omlth占UK，TheO．015relativeriskvaluealsocohsidersthemirhberofhumanvCJDcasespre＄entand  

thep王esenceofindigenousBSEinEl汀OPeanCOun扇es（0therthantheUKandFranCe）since1980．  

A－IV・C・1・C・jii・b・USplasmadonorswithahistoryoftraveltocountriesinEurope：ProportionaI  

riskperindividualresidentpcrycarSince1980   

Variable：Y．piづ，Ye訂SOf声SEepidemicincountriesinEurope（0therthantheUKandFtaJICe）． 

Variable：BSEL70AmualnurnbersofreportedBSEcasesintheUK． 

Variat）le：BSEELb，－ AmualnunibersofreportedBSEcasesinEuropeanCOuntriesotherthantheUK  
andFrance．   

I）atausediJlthemodel：DataontheamualnumberofreportedcasesofBSEinc此1einEuropean  
iomtheOrgainizationIntemadonaledeEpizootics（OrE）（2005）．  

Variab）e：RE抄－ProportionalvCJDriskforEuropeancotultries（0therthantheUKandFtance）ina  
SpeCほcye訂   

Assumptionsusedimtbemodel：   
・TheriskofvCJDandBSEinEuropeancotmtries（0仇erthantheUKaJldFrance）hasbeenpresent 

Since1980andcontinuestopresentday・AsofAugust2006，Veryfewcas？SOfBSEcontinueto  

bereportedinEuropeancotmtries（0therthantheUKandFrance）．．   

● ThevCJDriskisassunedtobeadditive，andcanbeproratedopayearlyormonth1ybasis・   

● TheyearlyrateoftheYCJDriskinEurope叩COuntrics（0therthantheUKandFranc6）is  
proportionaltotherq）OrtedBSEarmqalcase去inEurope（includingindigenodsandimp？rted  
CaSeS）  

A－IV・C・1・C・iii・b・USrecoveredplasmadonorswithahistoryoftraveltocountries  

inEurope：PotentialvCJDriskfbranindividualinyearyfbraperiodofisince1980   

Variable：RDR－Et｝y”L－RiskfbrindividualUSdonorswhotraveledtocountriesinEuropeotherthanthe  
UKandFraJICeinaspec沌cyearforaspeciBcduration，aSSumgtheaccumulativeriskofaUKperson  

residentintheyears1980through1996isl．  
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ThevCJD・ri寧k軸th6U軸Iasmad甲甲＄withlessthan5yearsacc如ul串edstayinE叩OP叩is J‘，J．†  

calculatedbasedムntravelloEuropeanCOuntrieiotherlhふtheUXandFranccina坪CCi義cycarfora  
speci点cdurationoftravel．Potentialexposureriskwascalculatedusingaproratedmonthlyrate，widch  

▲J．1  

■ 

0rFr叫ゆ郎プ甲叩㌫如i5警S甲轟0吋も 
、 

h缶rmationondtmtionofaccumul卑tCdstayswasco）lectedintheblooddonoTtraVelsurvey；however，Lbr  
si叫icfty★？；s表示cda！Itravelふ尋com占叫ve・T＊bloムddonor’．trふa．suivey（TSBAC2OQO）collected  
informaIiononthcacctmlatedstqyofUSdonorswhostayedinEuroiIe（0therthantheUKornTanCe） 
丘om1980throvgh1996・Forsimplicity，thesedatawcreusedtoestimatethedurationofconsecutive  

Stay，Whichwastwedtocalculate血epotentialvCJDdskforrecoveredplasmadonors． 
■ 、  

Assumt）tionsusedinthemodel：   

・Fuskisproportionaltothedurationofthestay  
▲ ■All血色ItraVeltrs’盲ta殖Were由stmdこtobesingleandconsecud寸estays．  

・USplasmadonorsubpopulationhaving50rmOreyearSaCCumulatedstaylnCOun仕iesinBtmp6   
（otherthantheUKorFhce）have皿aVemgeriskofO．015，Whichisthesameasthcaveragerisk   

Orin血扇d血ElmpeanreSidemt．  

For＜1y8訂；  

月以＿勒ノ＝（ん示坪（月‘砂：下方〝（州）／12）×β∫  （lV．C．】．c－1ヰ）  

ぬr5ye訂S＜わ＝1year；   

月以一皿舛＝0・015  

鈷ーわ＝5yea指   

（Ⅳ．C・l．c－15）  

A－rv：C・1・’t・iv・tJSretov6redplasmadondrswith・ihistoryoftraveltdcountriesin  
Eprope：PrbbabjlityofvCJD・inEictiod・Lbr独doJlbrofla・SPeCificagegroup，Who  

travbledida坤eci爪cyeai点灯A5peCif‡cduratio叫i   

TllissectiondcscribestheportionofthemodelthatestimatesthepotentialprobぬilitythataUSplasma  
donorinaspcci丘cagegroui），Whotraveledtocoun扇esinEumpe（0therthantheUKorFrance）fora  

申eciBcdutationsince1980wasinLbctedwith・VCJD．  

1▲▼、  

VariabIe：PrYC皿・t）K（．ge）－theprobabilityofinfbctionforanindividualUKresidentofaspecificage  

group（calculatedinlA－Ⅳ，C－l．a．iv．）．  

A－4（；  
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Varjable：Pryw＿DR＿E坤c吻J－Probabilityofin托ctionfbranindividualUSplasmadonorofaspeci5cage  
groupwhohavetraveledtocountriesinEuropeotherthantheUKandFranCeinaspeci丘cyearwith  
spec漬cdl汀ation．  

4ssumptionusedinthemodel：TheprobabilityofvCJDi戒dionispropodionaltotheriskofexposufe  

Prふ＿以一息U（ふ）γ，∫＝針、，∽－ば（聯）大月以－g桝  叩・C届句  

A一Ⅳ．C．1．£．V．NumberofUSrecoveredplasmadonorswithahistoryoftravelto  
countriesinEurope：NumberpotentiallyinfectedwithvCJI）・   

Variable：DRyc〃用，E勒g赫－Numberofrecoveredplasmadonorspotentia11yinfbctedwithvCJDdurinB  
・traveltocountriesinEurOpe（0therthantheUKandFrance）si鱒e1980byage，yearandduratiqnof  

廿av¢1  

月収．00≠坤群），ノ＝助乃0椚混（か私－〝（曙軸，P㌔⊂肌♪貞一g拍g‘）γノ）  岬・C・l・t一明  

Vari且ble：DRp∽トRitb，－Totalnumberofrecoveredplasmadonorspotential1yinfectedwithvCJI）in   

year y 
50－シl＞－5）・■∽   

皿軋∽＿月刊＝ ∑ ∑以伽一…毎肋  （Ⅳ・C・1・ト叩  

ノーど；1E－】鋸＝Idサー3仰Jk  

Variablc：DRvuD・R，ELW4y－NumberofrecoveredplasmadonorspotentiallyinfectedwithvCJDinyeary   
amddeferredbycurTentpOlicy  

ChrrentFDÅgtLidance（FDA2002）recommendsdeferralofindividualswhohavehistoryoftravelto   
COuntriesihEurope（otherthanthcUKorFrance）sincet980foranaCCumulatedstayof5yearsormore   
fromdonatlng blood．Th8numberofpotentialvCJD－infectedrecoveredplasmadonorswhomeetcurrent   
deftrralcriteria（FDA2002）wascalculatedbytheequation：  

50－54  

n軋∽＿貞一gぴ▼瑚＝ ∑n軋∽H＿瓜恒聯，γ、∫声，卿  
Jg鰐川－19  

（lV．Cl．t一ユ8）  

Variable：DRvcJZLS・EtL均一Theresidualriskassociatedwithrecoveredplasmadondrspotential1y  

in氏ctedwithvCJDthatmeetde氏rralcriteriabutbecauseoflimitationsin’thedonorscreenlngPrOCeSS  
andarenot，de氏汀edbycl血entpolicy；1SrepreSentedbytheequation：  

叫00＿榔R叩＝5ど声ユ節‰＿叫㌍，ブJ  
Jg戸川一1タブート30血叩  

（TV．C．】．t－ユタ）  

A－47   
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A－IV．C．1．c．vi．NumberofU＄recoveredplasmadonorswhotraveledtocotlntriesizI  

Europe：NumberpotenthllyinLbctedandvCJDagentispresentintheblood  

Themostcriticalcomponentofthemodclistheestimadonofwhetheraplamadonationwascollected  
血mavCJpinfecteddonorthatcontainedin蝕dousvCJDagentintheirblood（Or示asprioncmic）atthe  
timcofdonation．Bascdondata丘omanimalstudies，dlemOdelassumesthatvCJDinfbctiousin4ividuals  
haveinLbctiousvCJDqgentprescntinthcbloodduringthclasthalfoftheincubationpedod・Thisportion  
Ofthemod8lcalculatesthenumberofrecoveredplasmadonorswhomaypotendallycontainin危ctious  
VCJD喝entinthcirbloodatthetimeofdonadon．  

Variよble：れ均一nePrObabihtyanindividualwasprionemicinyear20P2・   

Variable：DRyMTE町TotalnumberofrccoveredplasmadonorspotentiallyinLtctedwithvCJDinyear  
ydurhgtravcVrcsidenceinEuropeancoun扇es（0therthan 

Variat）Je：DRyMtO－Totalnumberofrecoveredplasmadonorspotential1yinfectedwithvCJDin  
YeryduringtravclkesidenceinacounbyinEtmpe（0therthanthcUKorFrwce）andarcinthelasthalf  
mcubationperiqdofthcdisease（andhasvCJDagentprescntinthcirblood）・  

刀児瓜。＿．＿Ⅳ＿坤＝β血α打払J（皿軋∽…＿勒，p厄－γ）  （Ⅳ．C．1．c－3（〉）  

Variat，Je：DRpcJp・鳳劇仇旬㌢TotalntJmberofrecoveredplasmadonorspotentiallyhfectedwithvCJDin  

ycaryduringtraveUresidehcyinEurppeanCOtmtries（0therthantheUKorFhcc）andmetdcfbrral  
Critcriaand．wer？Pre甲mab！ydeferredfromdonation・  

‥う  

Variaue：DRyc〟膿g榊－Totalnumberofrecovcrcdplasmadqnors．inthelasthalfincubation  

p申dd 
． 

皿だl00＿月＿皿坤＿坤＝助0椚idJ（以祀p＿月■g〃坤か．P㌦り）  （lV．C．1．c一っり   

VariabIe：LW，Cjz＞RiLW，g，－TotalmmberofrecoveredplasmadonorspotentiallyinLtctedwithvCJDin  

yearyduring叫？ureSidencyincou血e！inFurope（otherthan’theUKorFrance）anddidnotmeetthe  

dもLbrralcriteriaandwerelikely．notde氏rred．   

Variable：DRpcJD－RJひRLS－L均一Totalnumberofrecoveredplasmadonorsinthelasthalfoftheincubation  

Periodofthediseasewhodidnotmetthedeftrralcriteriaandwerelikelynotdefb汀ed倉omdonation：  

A－48  

222   



BENE2006－025  

－●APPENDⅨA  

β月y∽一月一方U－Rり一物＝助0椚f〟（‰貞＿∫〝ぺ叩，P払っ）  （lV．C，l．c－32）  

A－IV・C・1・d・NumberofUSplasmadonorsdeployedbythemilitAryintheUKor   
－・－‘OthercountriesinEuropeandpotentiallyinfbctedwithvCJD  

A－IV・C・1・d・i・PercentageofUSplasmadonorsdeployedatUSmi1itarybasesinthe  
UKdナothercollntriesinJEuropedtiringtheyearS1980thro11gh1996  

Variab）e：Pgrq，RJOD－PercentageofUSblooddonorswhoweremi1itaryreddentsincoun扇esin  

Europefor≧6monlhsR’Om1980throt）gh1996．   

AssunDtionusedinthemodel：Approximately2％ofUSblooddonorshavebeenmilitaryresidentsin  
Etmpeantoude＄between1980－1996（TSEAC2002）・Therewerenoaatafbrplasmadonors，  

therefore，data血rUSblooddonorswasusedtoestimatethenumberofUSdonorsstationedinUS  
mi）itaryfhcilitiesduringthcperiod1980－1996   

・TbeFDAmodelassumedthatthesamepercentageofplasmadonorshavebeeninthemi1itaryand  
deployedinELLrOPeaJICOuntriesasblooddonors．   

A－rv・C・1・d・iLNtlmberofUSplasmadonorsdeployedbyMilitaryin’theUK．orother  

COu皿t山田iIIEuropebyyearofdeploymentsincelタ＄0  

A－rv，C・1・d・ii・a・NumberofUSSourcePIasmadonqrsstationedatUSmiIitary  

fhci！itiesinthetJKorFOuntriesihEuropeduringthe、period血・Om19＄0－1996byyear  
．ネ土‘l drdeploym占皿t  

VariabIe：’♪－CalendaryeaLrOfdeploymeht  

Vaii血ble：－DoLb，－NumberofUSmilitaryresidents，theirfhmi1yahdd甲enderitswbresidedonUS  

mi1itary魚cilitiesinEuropebyyear丘om1980through1996． 

AssumDtionusedinthemodel‥TheriskofBSEexpostmandvCJDinLtctionfbrdonorspreviously  
deployedtoUSmi1itaryfhcilitiesintheUKorcounbiesinEumpeaRerこ1996w讐a？FtPedtobe  
negligible；be血seitisassumtdth衰mostbftherisktv甲aSioとi左ted扇th’品p？準d▲UKbee£Fo6ddlain  

COntrOIsputinplaceintheUKaRer1996wereassumdtd・reducetht．BS草伐pOStmrisktonegligible  
levels（TSEAC，2002）andshipmentofUKbeeftoUSmilitaryfhti砧豪hadstoppedin19960rrtArl－ier．   

Variable：・qge－ageOfdonorsingroupedby丘ve－yearincrements（e．g．，20－24，etC．）andthe18－29year  

Oldgroup（SameVariableusedaboveinsecdonA－Ⅳ．C．1．a．ii．）  
I9，d  

′g汀〃＿勒＝（βα）ノ∑♪α），）x100％  
′t】タ帥  

（Ⅳ．C．l．d－り  

A－49   
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