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⑲   
さ．トン∴  1．  PURPOSE  

ThepurposeofthisDirectiveistじ：こdvis 

fbrthermeasurestoreducethethじ、．）retica 

SuPPly．Thisis10beaccompZISl－e、i－yeXじlし▲ 

havespentacumuIalivepし：▲；odofしi：し〉L  

COnSistlngOfEngland，Scoこ：and，WaL  
Islandsbehveentheyear5．リ80tolリノr  
havespentacumulativeド）「；OdoI、こi上  

1980to1996；Or  
havespentacumulativepc∴〇do［ii－  
Europe（WE）consistingo［しicrman〉P．  

Spain，Republicorlreland・i－ortug㌻1L ノし  

years1980andongolng；ロ； 
havereceivedatransfusiorこ〔〕flVh〔，lし  

years1980andongolng．  

l  

TheperiodoftimeofthreemonthニてOrmOreし：l」 
COmbinationoftimeineithercouI一こ＝y．Theド e 

COnSiderseitherthetime5Pentin（jこ、′iduaIIv∴一C 汀 
thevariouscountriessothatcumuiLlii、′ely，L：1J…－、こLしi＝lい′I？ご：’1O〔 

yearSOrmOre 

ヱ．  BACKGROUND  

VariantCreutzfbldt，Jakobdiseaseト′CJD），汗 ！（r  い 
WiththcoutbreakofBovineSpon呈」！oTmEll S 

VvrhiletherehavebeennocasesoF＼CJDこ1tl ）∴  

DonorExcl115ion10AddressTheoreticalRiskofTransmission  

Or、・3riantCreutzfeldトJakobDisease（VCJD）throughtheBloodSuppIy  

UNITEDKINGDOM，FRANCE＆  

J柁ざWg【Ⅶ昭  

derivativestodate，lackofexperiじ17Ce、V兄＝十、 
limitedknowledgeavailableoncertainbiolし二＝ご 
lackofinformationontheconcentrLitionan」 

allowforconclusicInthatitcannotc）CCur．1I，  

transmittedwithinthatspeciesthr（：・し1ghblur 
havethepotcntialtospreadthroug：こllum；ミヱ1  

theTransmissibleSpongiformEnこ：t）halo；l：lL  
incubationperiodoftheknownTS：三infcこt 
diagnosticproceduresavailableねTJaTl）7〔…e 
tom】tlgatetherisksofpotentialhし；mantOi 
donordeferTalforperSOnS、、′hohal：じSPenLtL・こ 
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＼  

、．し  

・、  
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■  
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〔、、n、1：｝ 上  1⊂り  

InconsideringthispotentiaIriskarl＼imeasし；て  
thatonemustseektoapplymeasurEこS、Vhich Ll  
thesafetyofthebloodsysteminoti－er、、′aン′S∴：s一、  

DirectivesonAugust17，1999andÅugust：）．二（7（：’ニ（1し・LLL。」・こ、∴・・、、・Cニ  

enttime己rlOUntin；！∴I7－し1∴T∵〃∵．；C）：「、≡．1  ,ersons who had s 
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thJし‡こoTI：Tl】rlCei－Cll▼＼′CじrlLlleyCarS1980to1996，inclusive．Basedonrecentscient描c  

kno、、・ledgea＼・：lJhhles＝1Ceihciト5uanCeOfthe1999and2000Directives，liealthCanada，jn  
COn5u］tatio！＝、仙5【こ一keho；Jersi‖CiudingCanadianB］oodServices（CBS）andHima－  
Qし1dbec（IIQ），is〔jjrecting‡ndustrytotightentheblooddonordefb汀a】fbrtheUKandFranceto3  
＝1〔血hsornlOrCnndtoLi〔i（lndererralbasedon5yearsorrnorespentintheabove－nOted  
C（〕UIlけ1CS〔1「＼）「E．   

rhisrlC、、′iつ・reCtj、’Cisし「こ1Seしlonrcccntscientificknow】edgeavai】ablesincetheissuanceofthe  

l（）舛∴11dコロOロー〕irecti、ノeゝこ－＝（1tlleFo王王0、V】ngneWinfbmation：   

一n古  TllCtOT；山1ⅢlltlCrC）1、じaSeSO（vCJDisincreaslng，WithacumulativetotalthatreachedllO  
信八し1呈し一SLユ0し）い、油IO6intheUK，Francereportlng3casesandonecaseinthe  
†ミ叩しユh＝co「lrcll川〔：：  
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monthsfromthedaLeof－this［）ir 

6．  ADI）ITIONAL打（yORl∴∴∵1＝）  

B】00doperators“・illbcrequire〔i －「しさ 
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Onanonso】ngbasis，Hca】【hCa 
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⊥うし  
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h【tP＝／八∨、、′“P（†（）h・どO＼′・uk／ejd／stats／augOl，htm  

and EUROCJDaIldNEUROCJD：TheEuropeanandAJliedCountriesCo11aborativeStudy  
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Supply   

l．PURPOSE   

ThepurposeofthisnewDirectiveistoadvi三い、：t】ir’、11こここj＝Em、JCJ ∴「l】＼11：て一C－1：し  

fabricatebloodandbloodcomponentsforL＝．し1㌻1：くllL▲＞lいコrlz－e：1CCiし1一・し、・1亡∴t ；111－  
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havespentaCumulati、′ePeriodoftiI「‾   ＾、：ltrlSし：  

1980to1996；Or  

havcspentacumulativeperiodoftirr   ∴し；・SO：＝∵＝∵1∴∵左＝∴∵∴し［1  

0rGemaIly，ItaIy，Netherlands，S、、’信∵∴＝∴予しユ5t∫－ ∴うごご ∴＼’ニ1’∴iミ＼  

Ireland，Portugal，Denmark，Luxemb：H  ：LICC；1しごT－Stご∴PLしL＼l：ニJ：・しJIC  

OngOlng；Or  
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WEbetweentheyears1980aI－dongL）‥li 
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ニ．IL＼Cトニ〔；Ⅰモ0し7ヽ1）   

＼′「a「iantCreuこ∠（e】（1トJ；1」し、〉hdisc；一Se（vCJD），firstdescribedin1996，isafataldi5eaSelinked  

、、′吊1血∩し1tbreユko「［；しハinごSpし〕ngifbmlEncephalopathy（BSE）incattleandtheconsumptionof  
t－eerコndbccf、llrC）dし1ごLS「E川11CattleinfectedwithBSE2．  

Sci亡nLillごkIIJ＼、Eeしigeし〕ElheTra：1SJllissibleSpongiformEncephaIopathies（TSEs）hasbeen  
h∴叩ごrCJbythcbnど；Ilごし血t血1PeriodofthekJlOWnTSEinfbctiousagents（e．g．vCJDand  
i＝iS［〕n＝Jthc王LICko「⊂3hどIIOSticproceduresavailablefbrearlydetection・Consequently，HeaZth  
〔11rlし1しhりl⊂い、Ishcs【（川11【】ぎa【（、therisksofpotentialhumantohumantransmissionofvCJD  

、－、r】叫）0）：CicsⅣ膏】0しlし5〔3しりrOrde［crralforpersonswhohavespenttimeorreceived（ransnlSionof  

ト1日し1しjcrb】00し三ごDIlljlし1：1ご㌻1t5∴ぎ1；11CUK，OrFranceorWE   

rncon轟鳥「inglnisi〕Ole：1し1nlJ・1Siこandmeasurestodealwithit，theprlnCipIehasbeenadopted  
th・一〔〔パーCTllし1S【てごCkto叩伸一一1e～3ureSWhichwillreducethetargetedriskwithoutJeOpardizing  

汗亡；1ull諒‖il）L）「SユFel二、OI、b】o〔、JinCanada．UsingthisrationaIe，HealthCanadaissued  

Dl「CCこi、′し5bas：Jorlてho、）こ】enti「cknowJedgeavailabTeatthetime，OnAugust17，19993，August  
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コJl〔1thじし一ごCし1「r亡ご1CC＝r、＼しfDhltheUKandFrance．TheAugust30，2001Directivewasissued  

Lotせ1tenthc巨爪正し5ロ！い「〔1c［crra】fbrtheUKandFranceto3rnonthsormore，tOaddadefbrral  

卜こ一Sビ（l（Ⅲ5〉’e‘ir＝）rT－1ごけ：さ；lCIlt＝l＝heabove－nOtedcountriesofWモ，andtoaddadefbrralfbr  

JL川しl「S、、hoT・eCCive〔jこ1hh〕〔jtrこ1nSfusjonintheUK，betweentheyears1980andongolng・   

Thescle＝lt喜flcトゝIlい、1ed；：一CL：11eし】tovCJDsincetheissuanceofthe2001Directivehasincreased，  

【TIClし】〔三lnご拍cIし砧〕“i【1ご  

／L＼さ【tld）rlrlコロUコ＼こJmOnS：ratlngthatscraplein良ctedasymPtOmaticsheepcouldtransmit  

tilCJiseユSCtOn‥1∵rlll亡ePb〉′tranSfbsion5，  

三ミesearこh汗山icnteHh3＝一e皿ravenOuSrOUteOftransmissionofBSEi5high1yefficient6  

rlhcrc！lこユ、’ebecrlこ、、rOrCCご7－trePOrtSOfpotentialhumantohumantransmissionofvCJDby  

h：oodtrこInSL、しlゝ一しⅢ、・‖兄tWOblooddonorsinvoIveddidnotdevelopsymPtOmSOfvCJD  
しl：1tlト川こ肌11ト【l刷hsnflerthedonation・Oneoftworec］P［entSOfthesuspectedblood  

い＝llPO‥一enい、rLlゝL一一：1Cthl〔lnine－ValineheterozygotF（MV）atcodon129oftheprionprotein  

gごtlC（PRNr））tcし1∴：［叩t叩reViousdatasuggestingthatsusceptibilitytovCJDwas  

rcstricleL＝o一山＝7二ご1h＝OnlnChornozygous（MM）PRNPgenotype7．  

′l、㌢1CrC！］どiSbしCこ∴ ＝［こreこ⊥SeinBSEandvCJDcasesreportedworldwide91］Ol‖．Thetotal  
T｝I7－llし・－し1rし≡ごⅠ 川、ユfrrObablecasesofvCJDhasreached168asofFebruary7，2005，  

㌧、】tLllくしi亡しlさじ‥1…こ：1じtJト」9inFrance，andonecaseeachintheRepublicofIreland，  

「■川口C∴！tこ11＼こ1：い1【こed States12・り  
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3．REGULATOlミYRE（〕t二日iい、11、！   

Basedonthecurrentscicntiflじk：lしl∴1ed［∴  

establishmentsthatarelicenceJL〔∴bric 
hlrtherreducetheri5kofvCJDtr．：：りmiss 
excZusionofdonors＼VhorecciveJ∴L）loo（；t：い．、 

OngOlng，tOinclし1deFranceこlnd＼l∴ Tllしゝ」  

LicenceAmendmeIltSubmissiollし、rthe臼10 
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AnattachmentmustbeincIし山ed＼＼「Chirし 
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ThisDirectjveapplle5tOal王Can（⊥J∴lb】e 
andbloodconlPOnentSfortrans［1ln，PE 
COmPOnentSfortransfusionw出1∴こXCe：し 
Cel】scollectedfortransp）ants，；inこi：いrebIし、、し 

ItisrecommendedthatCanEi（！ill：l：Z norl 
fbllowthedonorexcトusionrcしiLi情∴∴ntS（）し∴  
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ThescientiflcflndingllaVebccnし！二：し1SSCJこミ：1  
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beenconsuItedinthedevelopmしr∴、［thisT〕…   

TheblooddonorlossasaresuI【し 1：Snい＼・L  

6．COMPLIANClこDATl三  

Theexclusionistobeintrく）dしICC（iL、，00nこい；  
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6， HerzDg，C．，etal．Tissuedis出butic㌃r一 三ヒ ：さ 一  
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donorba5eSandthesupp】）′Orblood．   
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Question5COnCemingthe”DonorExclusiontoAddressTheoreticalRiskofTransrnissionof  
、’ariユntCJDthroushtheBIoodSupply”shouZdbedirectedto：  
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3rdF】00rLCDCBuildingtf6  
PostalLocatorO603D  

Tし1n【1Cy－sPasture  
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