
KLEIN ETAL．  

ShouldincludethedetailedreviewoftheavaiJablesafbty  
andeffcctivenessdataalongwithdetcrminationofhow  

theadoptlOnOfanewtcchnologywnlimpacttheproT  
CeSSeSOftheorganization・Couectionme山ods，manage－  
men（Ofcomponents，trainingofpersonnel，StOrageand  
transport，WaStedisposal．andmethodsofqualitycontroI  
mayaubea瓜！Cted．  

丑eatmen（Ofanation’sbloodsupplyrequ∬eSSOCietal  

inA）rmedconsent．ThePanelendorsestheneedわrbroad  

Public consultation・Consultation with appropriate  
Patient and physIClan Stakeholder groupsis essentia】．  
Consultation with hospitalphysiciaLn and transfusion  

groupsisalsoanecessity・Inventorymanagementisan  
importaLntissue．particularlyatthetimeofcrossoverfrom  

thecurrenttothenewtechnology．Oncethe丘nalselcction  

process has occurrcd，a dctai1ed cducationalprogram  
Shouldbeputinplaceforbloodcentcrs．hospitals，health－  

CareprOviders．andpatientsbeforetheintfOductionofthe  
newproduct．   

1nitia】ly．thenewPIprocedureshouIdbeintroduced  

asap止otpro）eCtinonegeographica∫eatOWOrkoutloglS－  

tical，enVironmental．and occupationalhealthissues  

before the processisimplemented more widely For  
instanCe，aStagedintroductionofPThrPIユ§iscurrently  
beingconduc（edinFrance．  

ShouldPIcomponentsdi飴rinfunctionfromavail－  
ablenon－PIproducts，thisinLbrmationshouldbedissemi－  
nated to physicianS and health－Care prOviders and  

cornmunicated to patients through an appropriate 

informedconsentprocess．Thcmanufacturer，thesupplier．  

andprovincialdepartmentsorministricsofhealthhave  

theresponsibilitytoensurethatthisinLbrmationisconT  

Veyedtophysiciansandhealth－CarePrOvidersina山nely  

ande飴ctivemanner．Finally；COSt－e鮎ctivenessstudies 

ShotiLdbeconductedbyagcnciessuchastheCanadian  

AgencyforDrugSandTbchnologleSinHealth．5B  

Suppliersasaconditionofapproval．Postmarke【ingsur－  
VeillanceforadversereactionstoPIproductsshould be  
linkedtothenationalhemovigilancesys［emssuchasthe  
廿anSfusion rrransmittcdInjurics SurveulallCe System  
（mSS）inCanada・DependingonthenewPItechnologies  

implemented．speCificadditiona）survei11anceoutcomes  

maybeidentified．Annualrcportsonadverscreactionsto  
SPeCiLicproductsshouldbeprepared．aLnalyzed．aLndcom－  

municated to users．S6・57hthe case ofPI．comparisons  

should be made【o historicalrates ofadverse reactions  

Withnon－PIproducts．ThePanelisuncertainastowhat  
exten（＄uChinfbrmationisproprietaryorhowquicklyitis  
madeavailabletoregulatoryagenciesindiqerentcoun－  
tries，butstronglyrecommendssharingofhemovigi1ance  
dataacrossjurisdictions．  

Researchshouldbeencouragedtoident坤rareand  

long－term COnSequenCeS Oftransfusion ofPIproducts．  

Chronlcal1ytrallSfusedpatientsmightserveasanideal  
SurVeillanCepOpu且ationtoidentifylong－termtOXicitiesof  

pIproduct5．  

FOR PITECHNOLOGJESTHAT HAVE BEEN  
APPROVED BYTHE REGULÅTORY  
AUTHORtTJES，WHÅTfMPLICAT［ONS  

SHOULD BE CONSIDERED BEFORETHEJR  
WJDESPREADADOPT10N？   

Regulatoryagenciesapproveteclm0logiesbasedontheir  
Safelyande疏cacy・InCanada，andinmanyothercoun－  

tries，adistinctionexistsbetweenregulatoryau山orization  

to marketadrugand commonpracdce．5dwidespread  
implementationofnoveltechnologlCSSuChasPIwillhave  
anumberofimplicationsforbloodservices（andbeyond）．  

SeveraltechnologleSarealreadyapprovedR）rh－eSh－h）Zen  

plasmatreatmentinsomecountries，anditis possjble，  

even辻kely，that／mOrethan one technology willbe  

approvedforeachofthelab辻ebloodcomponents．5sup－  

plierswillrequⅡeaPrOCeSStOSelectthemostappropriate  

PItechnologyThePaneldidnotaddressthedesirabuityof  
licenslngOrintroducinganyspeci丘cmanufacturer’stcch－  

nology，butconccntratcdonthedesirabuityofaPltech－  

nologyandtheprocessofimplementation．Theprocess   
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rFP暮WERETOBEIMPLEME 
COMPONENTS；JNPRINCJPLE：  

Whatcriteriawou（daHowchangesindonor  

deferraIortesting？  
Af（ertheimplementationofPIfbra11components，itis  

possiblethat existingproccdures couldbe mod摘ed to  
reducecostsorreducedonordefbrrals．TherationaleforPI  

implementationshouldbeindependentoftheseconsid－  
Crations，howcvcr・Specifically：  

l仰】aIc鹿／由IWOU／da伽〝約e佗由ズa！わ〃0／即γC〟〝即J  

（わno√dbね〝コJ即d匂reズC山5わn戸口肋5？  

The regulatory agencies and blood collectors should  
reviewthedonorscreenlngqueStionnairetoeliminateor  
modifyqucstionsthatarcbelievedtobeofInarginalvalue，  
SuChastattooingandcertaintravcldeftrrals・59・60   
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however，Shouldbebasedonotherconsiderationsinaddi－  

tiontotheresultsofaneconomicanalysis；thispracticeis  
COnSistcntwithhoweconoImicevaluationresultsareuscd  

toassistwithdecisionsin0theraLreaSOfhealthcare．ForPI，  

thecostsarecurrendyunknownandthebene丘tsaredi成一  

Culttoquan（i伽Evenwithperfectdata，adecisionshould  

beInadcwiththecconomicevidenceasjustonefactor．  
Unlikemanytherapeuticinterventions，PIisaninterven－  

tionwith‘●broad－SpeCtrum”potentialtoreducemuldple  

infbctiousandnoninfectiousthreats．Furthermore．blood  

Safetyinterventionsoftendonotconfbrmtothetradi【ional  

normsofcoste鮎ctiveness．73174EconomicevaIuationisbut  

OnetOOl・albeitanimportantone・brassistingpolicy  

makersinarrlVlngatadecisionacceptabletotheircon－  
stituencies．75  

Costsandbcne丘tsshouldbeassessedwithasocietal  
perspcctivc，eXaminingbothdirectandindirectcostsin  
accordancewithpublishedrecommendations．76Analysts  
Shouldstronglyconsiderpresentingtheresultsinadisag－  
gregatefashionwi［haco亭tCOnSequenCeanalysisinaddi－  
tion to a cost－e鮎ctiveness analysis．7S・77Methodsand  

models should be transparentwithassumptionshigh－  
1ightedandtestedfortheire蝕ctontheresults．Sensiti  

analysis，atabareminimum，ShouldEbcusonvariationsin  

PrLCeandcfFbctiveness・Uncertaintyabouttheseanalyses  

Shouldbeconsidefed．notonlyfortheincrcmentalcost－  

effectivenessratiobutalsoforthebudgetimpact．   

How＄hou［dthe＄ebeaIignedwithotherblood  

Safetyinterventionsandhrotherheatth－Care  
interventions？  

Ajudgmentaboutwhether血eextrabeneLitsoutweighthe  

extracostsiscontext－SpCCi負c．ThePanelbelievesthati【  

maybeinappropriatetoassignasinglenumberasacutoff  
thresholdfbrthecost－effectivencssanalysis．75Dccision  

makers，however，Shouldclearlyst？tetheirreaso血gfor  

decision＄withspecialemphasisonbudgetlmpact．the  

extracostforimprovedpatien（OtltCOme，andopportunity  

COStS（i．e．，Whatothersa鮎tyimprovementscouldbeintro－  

ducedforthecostofPl）．Reasoningusedforpastdecisions  

may not be applicableforcurrent orfuture decisions  
invoIving ne叫eXpCnSive technologies・Itis ofutmost  

importanCe that decisions about scarce resources be  
madetha（areconsistentwiththevaluesofthedecision  

makersandthepatientswhomthcyrepresent・  

WHATOTHER［NFORMAT10N，  

CONSIDERAT10NS，AND  
RESEARCH－REL．ATEDQUESTIONSWOULD   

NEEDTOBEANSWERFDTODECIDE   
WHETHER OR WHENAPARTICULAR P］  

PROCEDURESHOULDBEIMPLEMENTED？   

ThePanclrecommendsthat．considcradonbegivento  
robustgovemmentalsuppoftfbralarge－SCaleinvestment  

VoIume47．December2007 TRANSFUS10N 2343  

仙竹8Ic〟feJ由ⅣOUJd∂〟0〝仇ece5S8ぬnoJa〃γCU〝即吋  

UJl由血kensc佗eJIJ咽ね5b？  

1．Screerungtestsforagcntsthatarenotreaduytrans－  
missiblebytransfusion，brexample，ThpoTlemaPaL一  
比山肌（Sypll揖s）・  

2．ScreenlngteStSforagentsoflowinfectioustiterand   
llighlogkillbyPI．forexampIc．WNV  

3．ScreenmgtestsforagentsthataresensitivetoPIa皿d  
fbrwhich redundantsafbtymeasures arein place，  
SuChasCMV；HTI刈andhepatitisBcoreantibody．  

4．ScreenLngtCStSforagentsthatareexquisitelysensi－  
tivetoPIandfbrwhichthecurrelltteStShavepoor  
SPeCiLicityandsensi【ivity；SuChasbacteria．  

5．Althoughnotascreeni喝teSt，gammairradiationof  
Ce11ular blood components co山d be eliminatedif  

nucleicacid－targetedPltechnologywereintroduced．  
Thesetechnologiesappeartoinactivatecontaminant   

lymphocytes and eliminatetheriskoftransfusion一  

鮎SOCiatedgra良一VerSuS－hostdisea＄e，61欄   

ルわ8rC〟始ぬ〝OU肘a〟owad白励bnn（〉Iわ叫始m即I  

ne〝SC佗e川q9ね5払わ√8geJ鹿SU5C甲肋由わPJ？  

Acandidateagentthatisshowntobeadequatelyinacti－  
VatedbyanimplementedPItechnologywouldnotrequlre  
SCreemingtests，unlessofunusuallyhighin飴doustiter．  
IdeallyPltreatmentshouldreducethepathogenloadina  
bloodcomponentby6to10logasmeasuredwithappro－  
priateisolatesinaninvitroassayofinfectiousunits．64In  
CertaincasesviruS－infec（edprimatemodelsmaybedesir－  
abletode丘nethee瓜cacyofPItreahentintransfusion－  
mediatedtrnsmission．  

Shou（dmultipleinventorie＄becon＄ideredfor  
eachcomponentandifyeshowshoulda暮Iocation  
be decided？  

nlePanelrecommendsunivcrsalimplementationofPI  
（Oruniversalimplementationforaparticularcomponent  
ifPtmethodsforal1componentsarenotavailable）．Con－  
Sequently；Lmiessspecialpatientpopulationsareidelltiq  
丘ed which shouJd not receive newlyimplemenled PI  
COmpOnentS（See’’Should di飴rentcriteriabe usedfbT  

Certain patientpopuladonsr above），thePanelrecom－  
mendsagainstmultipleinventories．  

HOWSHOULDTHECOSTSAND／OR  
BENEFITS OF P］BEASSESSED？   

rnlePanelappreciatesthatprecautionmustbetempered  
bythelogicofcost－benc丘tanaJysiswithitsfocusonscar－  
Cityandestimatesofrisk．65country－SPeCiRcstudiesofdif－  
ferent PItechnologies have been pubushed，andthe  
StrengthsazldIimitationsoftheexistingstudieswereana－  
1yzedatthiscol血rence．66．72Economiceva）uationsofallPI  
proceduresshouldbeconducted．ImplementationofPI．  
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indeveloplnganintegratedPIlechnologyfora11blood  
COrTIPOnentS．Research initiatives should be directed  
towardaP）tcchnologysuitableforimplcmcn（ationin  
developlngCOuntries・5・78  

Mathematicalmodelingshouldbeusedtodevelop  
Crediblescenariosfortheunknown（emerging）pathogen  

risk；for cxaLmPle，What are thc“breakTeVen”threshold  

COnditionsandaretheyconsistentwithaworst－CaSeSCe－  

nario？Severaldi仇∋rent mOdels might be construCted  

basedon the extensivedatabasedevelopedduringthe  
HⅣepidemic，Whichincluded a pathogen with an  

extcndcd“silentperiod．”highmorbidityandmortality，  

SeCOndaryspread，SurrOgateteStlng，andcunicalscreen－  

1ng，COntraStedwithanagent乱1ChasWNVwhichbecame  

ClinicallyapparentquicklyandinvoIvedlimited皿Orbidity  

andmortalityandforwhich ascreeningtestcouldbe  
readuydevelopedandintroduced・TlleSemOdelscouldbe  

usedineconomicanalysesofcandidatePItechLlOlogiesto  
SupPOrtdecisionsaboutPIimplementationandinvestr  
mentsfor【heresearchagenda．   

I．argc，WC11－dcsigned，randomizcd clinical trials  

Should be perfomed【o eValuate and／or confirm the  

effectiveness of any new PItechnology．Postlicensure  
PhaseⅣstudiesshouldbeintegratedwithhemovigi1ance  

SyStemStOenhance山eabilitytodetectadverseevents，   
lntroduction of P（technologies might have un－  

anticipatcd consequences fbr the，healthーCare SyStem．  

For example，the development and widespread availa－  

bility of screening tests fbr new agents might be  
COmPrOnlised．  

PriondiseaseshavenotbeenaddrcssedbycurrentPI  
technologleS・NewPltechnologiesshouldbeinvestlgated  
to address these and other resistant agents．ReseaLCh  
ShouldaddresstherelativcrisksandbeneLitsofPIpooIcd  
COmpOnentSVCrSuSPIsinglcTdonorcomponents．79  

CONCLUS10N   

P10rremOVaLtechnologiesholdconsiderablepromiseasa  
mcansofimprovingthesa血tyofthebloodsupply，Par，  

ticularly against newlyemergentor not－yet－discovered  

infbctiousthreats・A number ofPItechnolo由es have  

alreadybeenadoptedindi鮎rentcountriesandsomeare  

expected to become avai1able within arelatively short  
timcinCanada・ImplementationofPIw山becomplicatcd  

byconsiderationsOfe疏cacy，aVailabiuty；loglStics，COSt－  

e仔ectiveness．toxicity；andrisk－bene丘tissues．Further，the  

extensive batteryofscreenlngaSSaySfortesting blood  
dollationsthathasbecndcvelopedsincethemid－1980s  
greatlyreduces the currentlyappreciatedriskofblood  
transfusion・Thesuccessofthisstrategyhasreducedthe  

apparent bene飢 of PI．PIrepresents a prospecdve  

approachtobloodsafetythatcouldaddanimportant  
additional1ayer ofsafety to a nation’s blood supply，  

boweveェ  
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Thisconsensusstatementemergedfromaconsensus  
development proccssthatinvoIvcd experts and stakeT  
holdersinavaLietyofdisciplinesandavarietyofrolesin  
theprocess・ThestatementendeaYOrStOanSWerSixques－  

tions posedto theConsensusPanelbytheconLbrence  
Organizerstha（addressanumberoftheissuesposedby  
thcimminentavailabilityofPJtechnologies．ThePanelhas  
Preparedthis statementintheaLldcipationthatitwill  
proveuseful．notonlytoCanadianBlood Servicesand  
H6ma－Qu6bcc，but also to the other stakeholdersin  

Canada．andtoplannersandpolicymakersinvoIvedin  
bloodscrviccsinothercountrics．  
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○よりよい患者治療の究め¢渦本のヘモビジランスめ有用性 

日本赤十字社（J良e）が金歯的ぺヰビジランス体制を導入してから14年が経過したム報告された輸血副作用症例数は年間約  
使用上の注意記載状況・  

2000例で、過去3年間はほぼ一定数である。非溶血性輸血副作用は報告症例の約80％を占めており、これには輸血関連急性肺  
その他参考事項等  

障害（TRALI）やアナフィラキシーが含まれる。過去3年間でTRALI症例92例、TRALI疑い症例44例を記録した。TRALIに関係し         合成血「日赤」  
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究  を継続し、2006甲こハブトグロギン欠姐考を新車l；3例特定した。輸血感染症（TTI）の報告数は、2004年293例、2005年265例、       合成血－LR「日赤」   

・  

2006年191例と年々蘭少しているが、献血者の保管検体の1D－NATで感染が確認された症例数はこれよりかなり少ない。TTIリス  

クを低下させる新たな戦略として、2004年から、HBV／HCV／川VNATのプ十ルサイズ縮小と、受付時の本人確認が実施されて  

血液を介するウイルス、  

要  

保存期間はわずか72時間で奉り、細革検査は行ってレやい。2007年に全て甲血嘩製剤について白血球除去と初流血除去を開  
始した。3つ目の間短はvCJDである。2005年には日本で最初のvCJD症例が珍断された。厚生労働省は、輸叫こよるvCJD感染  
を防ぐために、特定の期間ヨーロッパに滞在した人を献血から除外する羊とを決定した。JRCのへモビジランスは病院の自発報告  
に基づいている∩へモビジランスの向上には、病院と血液センターとの相互協力が不可欠である（   

報告企幕の意見  今後の対応   

日本赤十字社の輸血副作用とへモビジラン不に関する報告であ    日本赤十字社では、薬事法に基づき輸血に関連する副作用・感染症   
る。  症例を報告してレ、る。またヾイ血液製剤等に係る遡及調査ガイドライ  

ン」（平硬17年早舟！囲や薬食発第031叩卵号）に基づき、輸血副作  
用ギ感染痺申開準密行うている。輸血副作用・感染症に関する新たな  
知見隼にウいゃ今後も情報申収集に努め挙。次世代NATの導入に向  
け冬準衛を薄めている。≦（2007年11月」血小板の有効期間を本文中  

の72時間から4月・間に延長した。） 
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