
APPENDIX A 

USdonorvCJD．riskmoreムccuratelybyincorporatingtheinformadonaboutthemag扇tudeoftheBSE  

q）idemicintheUKinaglVenyear．   

Variab）e：‰タ96－The’mmberofvisitstotheUKbyUStravelersinye訂yCOmParedtothentmberof  
visitsin1996（Calct）1at由inA－Ⅳ．C．1．a．ii．a．）．  

Variabli：DR．mb山一NbnlberofSourcePlasmadonbrswithhistoryoftraveltoFranCeinyearyby  

age一弾OupS   

ThentmberofSotLrCePlasmadonorswhohavetraveledtoFrancewasa1locatedtoindividualtravdyear  
based（）nヾtheyearlydis扇butionofvisitstoFhce．  

1郡  

叫＿叫岬｝′＝刀ち＿用（叩）×㌧価／∑㌧ハ”。  
ターI舛○  

如触Ⅳil㊥血喝1粥0－1卵6；  

a屯一間や，＝βち一用（劇t弼一×㌧′－弼  

鈷ー仕avela簸訂－1，96  

（lV．C．1．b－7）  

（】V．C．l．b・8）  

AsstLmPtioD・uSediJltheJnOdel；meyearly丘equencyanddistributionoftrzweltoFr聖CebyUSdonors  
WaS鱒Certained鮎mUKtravcldatiandtheblooddonorstmydat4（TSEAC200P）・Tbere血re；in  
CalculatingthcUSdonorriskforvCJD，donorstheyearlydistributionoftravelvisitsbyagegrobpswas  
a句ustcdtoacco甘ntbrtherequlrCmmtthatdonorsbe18yearsofageorolder．Themodelalsoaccounted  

fortheLhctthat◆＄OmeyOumgerdonorsbomd血gtheperibdこ1980to1986・mayrLOt・havebeenbornand  
WOddhavecssentiallyazerochanCeOfbeingexposedtoBSBagent・Tberefore，donors18yearsofagein  

2002wereassⅧmCdtohavczeroexposuretotheBSEagentpriorto1985，those19ycarsofagein2002  

WereaLSStmedto・have2＝CrOeXPOSurePnOrtO1984，those20yearsofagein2002wereassumbdtohave  

2：erOeXpOSurepriorto1983，those21・yeamdfagein2002wcreassumedtohavezeroexposurepr10rtO  

1982，those22yearsofagein2002Wereass山nedtollaVeZerOeXPOSuTePriorto1981．Themodel  

assumedthatdlqeWaSZerOeXPOStlreOfa11．donorspr10r．tO1980．   

A－IV．C．1．b．ij．b．NumberofUSSourcePJasmadonorsanddurationoftrave）to  

Fraロeeby′agegrOilp  

・う  

TherearenodatadetailingthetravelhistoriesofSourcePlasmadonorsavai1able．Traveldataforblood  
donorswa＄uSedLbrSo甘CePlasmadonorsa鮎rana帥stmentforthe丘equencyoftravelba去edムnthe  

ageofSotLrCePhsmadonorsandthe4ge－SPeCi点coddsratiosfbrtravel，Whichwereobtained血⊃m1980－  

1996BloodDonorTravelSurvey（TSEAC，2000）．   

Themodel′凡打ぬersubdividesthentmberofSotucePlasmadonorswhotraveledto・Franceina甲eCi丘c  
yearbydtqationofstAy・Whiletherewerenosp¢Ci点ctraveldatadetai血gtravelpatternStOFrancesince  

1980avai1ablefbrUSSourcePlasmadonors，d雨aontrave】pattemsfbrwholeblooddonor占wasusedasa  

PrOXy・Donortrave）inthemodelwassubdividedintocategoriesbasedonthepercentageofblooddonors  
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whotraveledtoFrancefbrcertaindurations（Watanabe，2000）（＞5yrs，≦5yrs，etC）wasusedinthisrisk  
asse寧Sment．   

Variable：i－Thedurationintervalusedtogroupblooddonorswhohadtraveled▼tOFranCefrom1980－  
1996basedonthetime’theyspentinFranCe（SameVariabletuedaboveinsectionA－Ⅳ・C・1・a■i・）・ 

Variable：DL－Theaveragedurationoftimeforintervali（months）（SameVariableusedaboveinsection  
A－Ⅳ．・C．1 

Variable：DR31f7thgqliy－the・humberofSourcePlasmadonorswhotraveledtoFranCeinyearybyage  
group（calculatedinA－Ⅳ・C・1・b・ii・）   

Variab）e：此rcBLDR－FRi聯－TheperCentageOfblooddonorswhotraveledforaspeci鮎dtmtionintervali  
amOngal1donorswhohaveevertraveledtoFr孤Ce（CalculatedinA－Ⅳ・C・1・b・i・）   

Variable：DRJmPzgM－NumberofSourcePlasmadonorsamOnganagegrOuPWhohavetraveledto  
Franceinyearyforadurationofiandisrepresentedbytheequation：   

β属∫－用材ge）γ，J＝か月ぶ－叩即）ノ×タerc以一朗f／用  岬・C・1ふタ）  

A－IV．C．1．b．ii．c．NumberofUSrecoveredplasmadonotswithhistoryoftravelto  

Frapceinaspecificyearbetween1980and1996－andbyagegroup   

Recoveredplasmaisplasmathatis 
bloodiscollected．Asexpected，reCOVeredplasmadonordonationcharacteristicsmizTOrthoseofwhole  
blodddonors．ArecoveredplasmadonorcandonateplasmaamaximumOfsixtimesperyeaT－■andon  

averagearecovereddonationisapproximately200milhliters（VerSuSan・aVerageOf700mi11ilitersfora  

SourcePla5madollation）．   

Variable：y－YearoLtravel（sameVariableusedaboveinsectionA－IV・C・1・b・ii・a）toFranCeSince  

1980byUSplasmadonbrs．  

Variable：8ge－Ageofthep9Pulationby貢ve－yerincrements（SameVariableusedaboveinsectionA－  

ⅠⅤ・B 

Variable：DRRhwd－Numberofpotentialrecoveredplasmadonorsperyearbyagegroup（dcscribedin  
SeCtionA－Ⅳ．B．2）・   

Variable：PercBIDR・FRhgり（CalculatedinsectionA－IV・C・1・b・i・）－Thepercenlageblooddonorsfroman  

agegroupwhohavetraveledtoFranCebetween1980－1996   

Varjable：DRR＿FRhB4－NumberofrecoveredplasmadonorswhotraveledtoFrance丘om1980through  
1996byagegroupsandisrepresentedbytheequation：  
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β軋用（曙．）＝粥（噂dX允惰伽＿珊呼d  （lV．C．l．トIり  

TheriskatravelerwasexpbsedtoBSヱinFranCelSPrOPOrtionaltothemagnitudeoftheBSEepidemicin  
dleUKintheyearofItraVel．Becausethc皿句OreXPOSIJrCriskinFranCe．isassunedtobe丘om  

COnSⅦnptionofBSEcontaminatedbecfimported丘omtheUK，themodelsubdividesrecovetedplasma  

doporsand・卯叩S埠印1byy6arOftravd．Thi？1PrOvide＄amOrqPreCiseestimateoftheriskby  

incorporatingthe甲eCificinibrmationondonoranddonationcharactedsticsanddetai1sthatbettercapturc  

thcdynamicsdftheBSEepidemicintheUKon・ayearbyyearbasi＄．   

Variable：侮996－ThcnⅦnberofvisitstotheUKbyUStravelersinyearycomparedtothenumberof  
visitsin1996（CalculatcdinA－Ⅳ．．C．1．a）  

V＆rjable：讐や仙－NumberofrecoT？redplasmadohorswithahistoryoftraveltoFranceinye訂iう b 
yage卯upS 

NtmberofrccovcredplasmadonorswhohavetravcledtoFrancewasallocatedtoindividualtravelyear  

bascdontheyciarlydistributionofvisitstotheUKbyUStravclers・  

l弼  

a私＿叫め＝叫＿用（聯）×㌧′1胱／∑り′”粥  
′－け80  

fortravelduring1980－1996；   

βち■用（呼．），＝nち＿用（噂小柳Xり′1蜘  

fbr比重Ⅳela氏er1996 

（Ⅳ．C．1ふ11）  

（Ⅳ」C・l．b－12）■  

Assumptio皿！tLSed・inthemodeJ：TheyearlydistributionoftraYel・tOFranCeby・USdonorsissimilarto  

they9adydisbibutio血OftravdtotheUKbyUSdonor＄，thisisbasedontrzrveldatazLndtheblooddonor  

ざurVey（TSEAC2000）・TheyearlydishibutionoftravelvisitsbyeachagegrmpTaS・a帥stedtoaccount  

thisrcqulremCnt・nemOdela4ibstedthepotentialvCJDexposureforyotpgprdo甲rPWhowerebom  
諾∑貴志こ謡慧㌶慧謁慧芸諾慧完慧慧慧霊ー．．）・   

duringtheperiodfrom1980to1986andwouldhaveessentiallyazerochanc占ムfbeingexposedtothe  
BSJ！agentintheyearspriortothcirbirdl・Therefore・donors18y？arSOf呼in2002wereassumedto  
havezeroexposuretothcBSEagentpriorto’19＄5，those19yeatsbfigein2002werea血medtohave  

ZerOCXpOSurePnOrtO1984，those20yearsofagein2002wereassumedtohave■zeroexposurepriorto  

1983，thosc21yearsofagein2002wereasstmedtohavezeroexposur？PnOrtO1982，those22yearSOf  

agcin2002wereassumed・tdhaセezemexposurepriorto1981．Themodelassumedthattherewas2：er。  

exposⅣeOfalldonorsprior．tolタ80．   

A－IV・C・1・b・ii・d・UStdcovetbdpla去madondrswithahistoryoftraveltoFrance  
az）dspecificyearoftraveIanddtlratioムoftravelbyagegroup  

RccoveredplasmadonorswhotraveledtoFranceinaspeci丘cyearPRRふLbg功）since1980werefurther  
Partitionedintothesubgroupsbasedontraveldurationandby5－yearagegrOupS・Dataonthepercentage  
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Ofbloo¢doporsIWbotravel申toFTanCeSince1980forcertainduration（s）（TSEAC，2QOO）wasuseqinthis  

riskassessment．   

Variable：i－nedurationintervalusedtogroupblooddon6rswhohadtraveledtoFrancefrom1980－  

199年，taSedon叫timethey乎entinFrance（sapevariableusedabov＄insectionA－Ⅳ・C・1・）  

Variable：DL－Tbeaveragedurationoftimefbrintervali（months）（SameVariableu去edaboveinsecdon  

A－Ⅳ．C．1．）   

V虞riabIe：DRR－m巾g4．y－ThenumberofrecoveredplasmadonorswhotraveledtoFranCeipyearybyage  
group（CalculatedinA－IV．C．1．b．iv．c．）   

Vari＆ble：Per・CBLDi＿FRLWThpercentageofblooddonorswhotraⅣeledforaspecificduradonintervali  
amongalldo竺PrSWhohaveevertraveledtoFrance（CalculatedinA－Ⅳ・C・1・b・ii・a・）  

Variable：DRR＿m毎吻i－Nuhberofre80Veredplasmadonors占monganagegrOuPWhohavetraセeledto  
FranCeinyear，y，fordurationofi．  

nち＿叫．g巾ノ＝刀月月＿用（．g‘）γ×タgrちR＿珊′川  ¢Ⅳ．Cl．ト13）  

A－rv．C．1．b．iii，1tJS－1i岳madonorswithhistoryoftravel’toFrance：Adjustmentof  

therelativeriskfbrFrancebasedonthemagnitudeoftheUKBSEriskandbytravel  

durationinasp∝incyear   

Asindicatedinpfevious畠ectionstheFDAmodelasstJmedthattherelativevCJI）riskforUKTeSidents  

residingfbrany缶ve－yearPeriodorlonger舟om1980．through1996isassumed′tOhaveavalueofl，  

becauseexposuretoBSBintheUKwasgreaterthwanyOthercountry．Therelativeriskvalueofl  

equatestolOO％ofthe・UKaLSymPFomaticand寧ymp！omaticvCJDprevalencewhichisdifncultto  
甲timateて・Th占1Telative；ヰ魂’Y如e桓，Frapc早isO．05（Or5％ofthetJKrisk）．Therelative．riskvalueis  
asslgnedbasedonfhctorssuch祁do叩eStic・UK．beefconsurppt19n，andtheratezmdnuniberofvCJD  
cases，andindigenousBSEc㌫占；‘datふdyhavもocふed（TSEAC20b4）・FranCer？CeivedJmeatandbone  
mealfromtheUK何重Ig餌eBSE．、ePidemic鱒亘apprpximately5％ofitsbeefwaslmPOrtedfrom血eUK  

as、Of・Aug甲t200＄，：Fr墾？？／Tq）0申ed20・甲5eSOfvCJDinitslmanpopulation・Additiqnally，1themodel  

inc！ud早dc？lculations．pni靭与JeStimatedduratiohoftravelinFraqce，OrreSidencebyUSplasmadonorsto ■J一一′  

geJlerateam甲eaC叩早teYCJD‥riskestimate・LCurrentUSvCJDgeogrq）hicde免汀alpolicydefbrsddhors  
withaI頑oryofresidepceinFranceforaperiodof5yearsormoresince1980．   

A－IV・C・l・b・iii・a・USplasⅡ1adonorswithahistorybftraveltoFrance：Average  
accumulatedriskofresidencesince1980   

VariabIe：R翔一ThecumulativeriskofindividualresidentsofFrance舟om1980tillpresent；aSSumlng  
thatthecumulativeriskofaUKindividual丘om1980through1996isl．  
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AsstLmPtion．舶idihthemoad：Theavetage血皿血tiveriskbfa鰯ident6fFranccpsince’1980isO・05  

relativetol，theaverageaccumulatedriskofUKindividua）since1980，basedonUKbecfimports，VCJI）  

CaSeSandindigenousBSEinFrance  
！  

A・Ⅳ．C．1．b．‘iii．b．’tJS－i，i義血左dふdorsふithhjdotyoftraveltoFrance：Prdportjonalriskof  
indiYiduaJresidcLLtPeryearSince1980  

Varjab］e：y－year（samevariableusedinA－TV．C．1．a．iv．）  

Variable：BSEq（s益l占variableusedinA－Ⅳ．C．l’．a．iii．）   

VariabIe：晦TAnpual．mLmbersofr甲OrtedBSEcasesinFhceincludingindigenousand  

imported cases 

theWor）dorganizationfbranimalhealth（0旺）t2005）．   

よこう  趣堕車扱空車蛙・叫甲山叫n叫抽甲0轡w揖や中鮎  

Variab）e：R均一PropordonalriskinFranceinaspeci丘cyear   

A∬uIDpd血su5dimtbem¢del：   

・VariantCJDRiskinFranCeOCCurredstartingin1980tothcpresent．E扇denceindicatesthatvCJD  

ZndBSEcasesareStillemerging．   

・R義kisadditive，andcanbepro－ratedinayearlyand負∬血ermon血1ybasis．   

・≡Yearlyrateofthc．＊kinhceisproportionait9thereported．BSEannual二CaSeS（including  

indigenousandimportedcases）inFranCe．  

ArIV．C．1．b．，iii．c．US、・PIasmadonor㌻WithahistoryoftraveltoFrance：P¢tential  

vcJDriskLbr，donors；Whotrave）ed・inyearyLbmLPeriod．ofi   

Variable：Rihf7UニTheriskofranindiVidiialVSdonorwhotr島Veled－toFranceinaspecificyearwitha  
speci姦cdur如ibnbftraviL・由墓uiningicumAntiveriskfoてatJKLihdiVidhalfrom1980thmghI1996isl  

（or6quivalerit－to叫ctJK・VCJDl】reValcnce▼fortheehtireUKわbpblatiop）． 
1  

¶厄vCJD：risk・fortheUSplasmadonorsubpppulationthattraveledto 

specificdurationlwascalculddbyapplyin豆aproratedmonthlyratebfrisk，diich如由calctllatedlbased  

ontheyearlyrat占ofthe一坤inF血ceddng．theyearOftfav占1・Theblo6ddbh6r廿鉦elsurvもシCrSEAC，  
2000）co11ectedinformatio7ionthe＝accuhulated5tayofthe：don？rSinF血壷伽坤1980thro噛’1996，  

Which，ibrsimplicity，☆asuscdtbcalculatethedurationofconsecudvestay，Wheh叫Culatedtherisk・  

Assumption＄Ⅶ＄ed・in叫eTnOdel：   

・Riskisproportionaltothedurationofthestay l   

・Alltravelershaveconsecutivestays  

・USplasmadonorsubpopulationhavingmorethan5yearsaccl皿ulatedstayinFrancehave  
averageriskofO．05，WhichisthesameaStheaverageriskofindividualresidentofFrance  
（equivalentto5％oftheUKvCJDprevalence）．  
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月。月＿坤．∫ ＝（月坤／12）×β∫  （Ⅳ．C．l．b・－14）  

brf＜lye訂S；  

月以＿叩ノ＝（Jγe用ge（月坤：月叫川））／12）x上）∫  （Ⅳ・C・lふ15）  

血r5y8訂S＜わ＝1year；  

月以一物ノ＝0・85  （Ⅳ．C．1ふl‘）  

血【わ＝5years  

A－IV・C・1・b・iv・tJSplasmadoAOrSwithhiitoryoftraveltoFrance：Probabilityof  
VCJDinfectionfbrdonorofaspecincagegroup，1naSPeCiLicyear，fbraspecific  

dura．tion，l   

ThissectiondescribestheportionofthemodelthatestimatesthepotentialprobabilitythataUSplasma  

donorinaspecificagegroupwhotraveledtoFranCCforaspeCiBcdurationsincc1980wasin免ctedwith  
ヤCJD．   

VariabIe：thc肌m伽43robabilityofvCJDin氏ction・inanindividualresidentofFranCeinaSPeCinc  

ag¢・   

V＆riabIe：Pl－，WDR－mhB功扉－ProbabilityofinftctionforindividualUSplasmadonorofaspec漬cage  

groupwhohavetraveledtoFranceinaspeCi負cyeaJforaspeci点cduration．   

Assumptionaboutvariable：ProbabilityofvCJDinfectionbeingproportionaltotheriskofexposurbto  

theBSEagentandrepre？entedbytheequation：  

Pry∽－♪貞一叫聯）タ，i＝Pry∽－ば（曙～）×月β貞一叫，f  （TV．C．l．レ17）  
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A－IV．C．l．b．v．TotalnumberofallUSplasmadonoi・SwithahistoryoftraveJto  

France：Numberpotentia））yinJbctedwithvCJD  

A－IV．C．1．b．v．a．NtlmberofUSSotlrCePlasmadonorswithahistoryoftravelto  

FranceandpotendauyinfbcteヰwithvCJD 

PlasmaiscoIJected丘omSourceP）asmadonorsinaprocesscalledp）asmapheresisjnwhich  
approximately700mi11ililersofp）asmaarecoJlectcd・SourccPlasmadonorsdonaleanaveragcof14  

unitsperye訂，butcandonateupto48timesperye  

馳conponentofthemQdclestimatesthinumberofUS蜘些donorspotential1yinftctedwith  
旧Dd血帥Ⅳelb鮎恍鮎m19純血0頑1鞘・  

Variab）e：DR，仁仏ぷ．用仙rNurnbcrofSotJrCePlasma－donorspotential1yi血tedwithvCJDduring  

う   

打aγCltoRancesince1980byqge，yearanddurationoftravel．  

朗k∫＿用（呼），ノ＝助乃¢椚ねJ（力ち一珊印加，P払〟＿用（岬）γJ）  （TV・Clふ】8）  

VariabIe：Lu叩rNu血erofSoumePlasmadonorspotentiallyinfectedwithvCJDinycary  
d血gぬⅤ助¢Sid蝕Cein■血mce．  

叫00叫＝卯㌢－‰朋勅J  町Cl叫  
J戸l事一けγ亨Jt】一九○内山  

VarjabJe：－DR品用」砂一対止mbcrofSotlrCePlasmadonorspotentiallyinLtctedwithvCJDinyeary  

andmeetde危汀alcdte血．   

Cl灯entdcferralrpoIicydc氏rs血dividualswhothaveahistoryoftraveJtoFranCeSince19＄0血r′肌  

accumulatedtimeofover5yea柑丘omdonムtingbloodandplasma．¶lenumberofpotentiaJlyin食cted  

donorswhomee（de危rralcriteriawascalculatedbyequation：   

58－5一世  

か月，∽＿∫＿用＿瑚＝ ∑£収ふ小ふ（励∫声5γ肌町C山一2ふ）  
力作18－】タ  

VariabJe：DR，C〃描・用撼g－ResidualriskduetothentlmberofSourdePlasmad血orspotentiallyinftcted  

withvCJDinyearyandnotdefbrrcdbycurrentpolicy  

瑚ゆ∫一冊ふ叩＝即㌢▼カ茹‰叫め二  
小18一柑♪了J＝1－】0ゆ  

ロⅣ．C】．■－2り  
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A－rv・C・l・p・V・b・Nu血berofUSSourc9Plasmadon？rSwithhistoryoftravelto  
Franceandpotential1yinfectedandvCJI）agentispr甲entintheblood   

Pe血apsthemostcriticalcomponentofthemodelistheestimationofwhetheraplasmadonationwas  
COllected録omavCJDinfecteddonorwhohadinfectiousvCJDagentinth色irblood（i．e．，WaSPrionemic  
atthetimeofdonation）．Basedondata丘omanimalstudies，themodelasstunesthatvCJDin危ctious  

individualshavein氏ctiousvCJDagentpresentinthcbloodduringthelasthalfoftheincubationperiod・  

T最s■portionofthemodelcalculatesthenumbcrofSourcePlasmadonorswhomaypotential1ycontain 
i71fectiousvCJDagentintheirbloodatthetimeofdohation．   

Vari＆ble：y－ThecalendaryearinwhichaplasmadonortraveledandinftctedwithvCJD   

AssumptionusediJlthemodcl：ThisriskassessmentassessesthiriskforpdFVHIproductmadein2002  

0）utriskis鱒弾medtdbesimi1aruptotheyear2006）．   

Variable：れJd＝200み－TimePeriodbetweeninfection／travelandyearof2002whentheplasmawasco11ected  

Variabli：Prlち－Probめilitytheindividualisinthelasthalfincubationperiodofth9disease，ifinLtcted  

hye訂y   

Variable：Thpoo祈Timeperiodbetweenin氏ctionandtraveland2002whentheplasmawascollected   

㌦＿200ユタ＝2002－γ  岬．C．1ふユヱ）   

ゥForanindividualtohavevCJDagentpresentintheirbloodandplasma（prionemic）in2002，theelapsed  

Periodoftimesinceinftctionupto2002（IIni2002y）shouldbeequaltoorlessthantheremaininghalfof  
incubationperiodofthedisease；lnan0therwords，theincubationperiodofthediseaseshouldbeequalto  
OrlessthaJltWiceasmuchasIlnトコ002y・  

Assumptionusedin．themodelThevariabilityandunCertaintyoftheincubationperiodofvCJDis  
representedmathematical1ybyagaJTmadistribution，SPeC沌callyGamma（4．7，3．6）．Agamma  
distributionisusual1yusedto・rePreSentprOCeSSeSthatoccursequential1y，in▲thiscaseinftction；incubation  

Periodofthedisease，etC・Thedistributionisde丘nedbytwoparameters（orarguments）thatproducethe  

Sh叩eOfthecurveandgeneratesameanincubationperiodof14yearsandamedianincubationperiodof  
13ye訂S．  

Vari＆ble：れ勒・－Theprobd）ilityanindividualwi11bepnonemicintheyear2002，WaSdeterminedusing  
thedistribution：  

Cumulative丘equencyofGamma（4．7，3．6），atX＝2×（1997－y）  

Variable：DRvcfD－S－F～－TotalnumberofSou托ePlasmadonorspotential1yinftctedwithvCJDinyeary  

durihgtravel／residencyinFranCe（calculatedinA－Ⅳ，C．1．b．v．a．）  
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Va（iable：DR鱒画ふ－TotildtLmberofSaii6ePlasmadonbrsさOtehtial1yinfictedwithvCJDin  
yearyduringti姦浣旺由id血cyinFr血c占血d■in血1aithalfincubationpdddもfthedisease・   

エ収，∽＿∫＿掛物＝助¢椚坤（£成v∽－ぶ＿叩，P払っ）  （Ⅳ・C・1・M3）   

Var叫廟り隕相場肌妙－Totalnum扇rofSourcePlasふadoqotsJP9tehtiallyinfectedwithYCJDinyear  
ydmingtraveUresidencyinFranCeandmetdeftrralcriteria（cal6ulatedikA－iv．c．1．rb．v．a）  

Variable：DRpc舶m句叱坤－TotalnumberofSburceplasmadonotsinthelad－halfoftheincubation  

Periodofthediseasewhomctdeftrralcriteria・  

月収，∽＿∫＿用句卜坤＝肋8椚山上（β月，∽＿∫＿用一喝．Pb＿′）  （Ⅳ．C．1ふ24）  

V？riable：DR珊TptalnumberofSotuccPlasmadonorspotentiaIlyinfectedwithvCJDinyear  
ydmin左ふeurcsidencyinFranceand鱒nふtふetdeferralcriteria（CalculatedinA：rv・C．1．b・V・4）   

VariabIe：LW，C〃旭fy”云功一TotalnuniberofSodrccplasrha・donorsinthelasthalfincubationperiod  
Ofthediseasewhodidnotmetdeferralcriteriaorwerenotdeferredisrepresentcdbヅtheequation：   

以，C旧＿∫＿用＿Rり＿坤〒β加0桝由J（β虎、00ー∫＿用＿鮎肌ph＿γ）  （Ⅳ・Cル呵  

A－rv．C．1．b．v．c．NumberoftJSfecoveredplasmadonorswitha▲historyoftravelto  

Frapce、a叫pqtemdaIlyin鮎ctedwitbYCJD  

variaふ1e：DRネm伽ムーふb云ro；；cov云㌶dpluふadono叩tendal1ヰtよwithviDdurinL）  
traveltoFranCeSlnCe1980Abyagc，ye訂anddurationoftravel 

以．00一月＿榊g‘）′ノ＝動加柳加減p凡一用（聯）′ノ，Pr，∽一以＿珊叩‘）γ．；）  ロV・Cl・岬）   

V＆riaJ！1e：上岬，C肌た・坤－Totalmmlberofrec？Veredplasmadonorspotential1yinfbctedwithvCJDin  

yeary：  

50－51＞一わ職叩  

以心＿貞＿叩＝ ∑ ∑以心≠叫呼．，γノ  岬・Cl・叫  

Jg亡義1もー19J蔓l如－ユ市川Jh   

Cu汀entdefbrral．policydefersindividualswhohaYehistoryofb’aVeltoFrances5nce1980for叩  

accumulatedtesidenceof5yearso；mo；e如mdQnatingbloodindplasma．Thenumberofpotential1y  

inhcteddonorswhomeetthedeftrralcriteriawascalculatedbyequation：  

A－36  
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50－54γ〃  

n軋∽＿月＿用＿瑚〒∑以γ∽一岬叩，γ．∫⊥5γ以〃  
Jg亡－18－19  

（ⅠⅤ．Cl．トユ8）  

Variable：DR胴一RegrTheresidualriskdu占tothenl血berofrecoveredplasmadonorspotentially  
inftcted両肌vCJDinyearyandnotde知Tedbycurrentpolicy  

50－封叩カー5岬汀  

n軋∽M＿用＿Rtサ＝ ∑ ∑♪凡。肌♪＿用｛呼）γノ  
Jgβ・18－1タyTiこl－30吻  

ぐⅣ．Cl．ト2，）  

A－IV．C．l．b．v．d．NumberofUSrecoveredplasmadonorswithhistoryoftravelto  

Francean叫OtentiallyinfectedandvCJDagentispresentintheblood  

AsdiscussedinthesectionsonSotmePlasma（above）themostcriticalcomponentofthemielisthe  
estimatioriofwhetheraplasmadonationwasco11ected丘omavCJDinLtcteddonorwi10hadinLbctious  
VCJDagentintheirblood（i・e・，WaSprionemicatthetimeofdonation）・Basedondata丘omanimal  

Studies7themodelassumesthatvCJDinfectiousindividualshaveinfecdousvCJDagentpresentinthe  
bloodduringthelasthalfoftheincubation■period．Thsport10nOfthemodelcalculatesthenumb訂Of  

recoveredT）1asmadonorswhomaypotentiallycontaininfectiousvCJDagentintheirbloodatthetimeof  
don釦ion．   

Variab）e：PrLHl－TheprobabilityanindividualwillhavevCJDagentpresentintheirbloodorpresent  
brionemic）atthetimeofdonationintheye訂2002（calculatedinA－Ⅳ．C．1．a．v．b．）  

Variable：DRvcFD－R一用γ－Totalnumberofrecoveredplasmadonorspotentiallyin克ctedwithvCJDinyear  

yduringtraveUresidenceinFranCe（CalculatedinA－1V．C．1、b．v．c．）  

Variable：DR，C肌R－FRl均一TotalnumberofrecoveredplasmadonorspotentiallyinfectedwithvCJDin  

yearyduringqavel／residenceinFranceandinthelasthalfincubationperiodofthedisease・  

以vc抄＿月＿用一叫＝β加椚fdJ（ββ，C皿一月＿勒．Pr上〟＿タ）  （Ⅳ．C．1ふ30）  

VariabIe：DR．cTD，R一用J¢－TotalnumberofrecoveredplasmadonorspotentiallyinftctedwithvCJDin  

yearydmingtraveuresidencyinFranceandmetdeftrralcriteria（CalculatedinA－Ⅳ．C．1．b．Ⅴ．C）  

Variable：DR，C肌慮－fWJ¢上砂－Totalnumberofrecoveredplasmadonorsinthelasthalfincubationperiod  

ofthediseasewhometdefbiralcriteriaandpresumablyweredefヒrred丘omdonation．  

皿軋∽一月一肪呵一物；β加椚扉（β月，∽＿凡」Ⅶ＿瑚．Pr〟トッ）  

A－37  

（rV．C．1ふ31）  
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Variable：DRvc仇∬ザTRqY－Totalnumberofrecovercdplasmadonorspotential1yinftctedwithvCJDin  

yearyduringtrave7kesidencyinFranCeaJlddidnotmetdefezTalcriteriaandwerelikelynotde知Ted  

如ふdonadon（calculatd玩んⅠⅤ．C．1．b．Ⅴ．G．）   

Variable：DRbcJD－RJ鋸a＿L均一Totalnumberofrecoveredplasmadonorsinthelasthalfincubation  

Periodofthediseasewhodidnotmeetde危rralcriteriaandwerelikclynotdcftrred丘omdonation・   

エ収γ∽＿慮＿用＿Rり一物＝β加0川由J（月収瓜D＿点＿和一叫，p払っ）  （Ⅳ．Cル32）  

A－IV．C・1・b・V・e．NtImberofj坦USplasnadotLOrSwithhistoryoftraveltoFrance  

andpotent瑚1yin触tedwi仙vCJD  

Thissebtionstmsthenuniberof盛USplasmadonors，Predictedbythemodeltodonatetoplasmap  

hsedhmanu血cturingpdFVⅢmade丘omplmacollectedintheUS．Thisincludesr鱒（）Y鱒坦Plasma  

donorsandSo鱒CePlasmadonors，andgeneratcsancstimateforthetotalnumberofdonorspotentially  

inLbctedwithvCJDduringextendedtrzLVeltoFhmccsince1980．   

VariAble：DR，CmjR－Totalnumbcrofplasmadonorspotcntiauyi血tedwithvCJDd血g  

廿avd血田idenc¢inFmlCe  

199‘ 

エ収，∽＿用＝∑以咄。＿∫＿坤 lタタ6 ＋∑カ月，∽＿．＿坤  
γ－1湘○  グーけl（l  

・（Ⅳ．C．l．b－ココ）  

Variab）e：DRl00・nW4－TotalnumberofplasmadonorspotentiallyinftctedwithvCJDdming  
travelkesidenceinFranceandmeetdefbrralcriteria  

2（旧2 2∝掟  

月収朗」恥吋＝∑即し∽＿J＿月卜皿妙＋∑血心＿慮＿用＿頻  
γ亡I卵○  ノち柑80  

（Ⅳ．C．l．b－34）  

Variable：DR，C仏＿翔一RB－Totalnumberofplasmadonorspotential］yinftctedwithvCJDduring  

travelkesidenceinthcUKanddidnotmeetdeftrralcriteria  

2（旧2 

以ふ伊仙如∫＝∑′即し∽＿∫＿用功サ 2002 ＋∑♪点y。鋸＿ふ郎  
′瞥】980  γ＝1980  

（Ⅳ．C．】ふヨ5）  

A・IV・C・1・b・V・L Totah）umberofUSplasmadonorswithhistoryoftrave）to  
Francea皿dare，POtentia）1yinfbctedand）CJDagentispre占entjnthebl鵬d  

Again，WhethcradonorcontainsvCJDagentin血eirbloodisapIVOtalca）culationinthemodelsincea  

donation丘omsuchanindividualwouldcontainvCJDagentthatmay伽ditswayintoalargeplasma  
POOlofthousandsofdonationsthatareusedtomanu血cturepdFVnI・ThissectionsumSthenumberof  

A－38  

212   




