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チ‥ミ 

級別番号・報告回数  q日   昇一報入手日・■新医薬昂等の寧分  

該当  2009  

千般的名称  解凍人赤血球濃厚紋  山由典栄．四柳宏，■小坂横風長 瀬良最高輔秀明こ奥瀬千丸安  
研究報告．の公表状況   

販売冬’（企美名）  野四軋小池和彦．第37回日本肝  

解鱒赤血球－u用赤」（日本赤十字社） 臍学会東部余2008．Doc3－4；東  
照射解鱒赤血町LR叩赤」絹本赤十字社）  

■○首都周肥おけるB  

動向 目的：わが国の噌急鮒触トB）叫まだ減少傾向にない通年は慢性化率の高いg9nOt脚Aによる〟＋凪が増加している。今回、2006 年以降のB型急性肝炎の実態を200昨以配比軌、現行の岬ワクチンの有効性についで険討した 稚：首都恥轍において診軋た肝8i46例（1994 その他参考事項等  

－200昨10吼2006－209昨37例）に対しg8n嘲婚、感組臥臨床眉媚庖磯村した。 またこワクチンの予防効泉を検討するため63例に対し、8detem血餌代如のアミノ酸即吟決定した 触軸n鞭はl如←200昨で伽8％ 

崩．  
制  

血液を介するウイルス、  

仕  

輔：ge嘲eAのB如如急速に広がりつつあり、現行めワクチシの感染防御に射る穣討、ユニ／く∵サルワクチンを含めた感染対照の 検討が必要である。  

報告企業の意見 今後の対応  

首都圏においてHBVienotypeAは急速に増加しており薪         虔●   轟芸轟準妄≡が急竺B苧攣 n  、 
、 い化学琴光酵素免疫測定法（CLEIA）及び精度を向上させた薪NAT ム 
システを導入した。H白V感染に関する新たな知見等にづいて今後  
も情報の鱒集に努め声。 
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医薬品 研究報告調査報告書   

華鱒番号こ報告回数  
報告日   新   総合機構処理欄   

了照的名称 人赤血球濃厚披   公表国  
FDA．CBER．AvaLable丘・Om：  

研究報告の公表状況   http：／／ww．紬．gov／cber／gdhs／c  

疲売名（企業名）  
h叩鮎．htm  

杜）   

米国   

○業界向けガイダンス案・q輸血用全血・血液製剤およびtト細昭・組織およびヒト細掛組織由来製剤（HCT／Ps）の7わpan。S。ma  
血が伝播する危険性を低減するための血清学的検査の使用デ  使用上の注意記載状況・  
FDAは、輸血用全血・血液成分製剤、ヒト細胞・組織及びヒト細飽・組織由来製剤（HCT／Ps）のTbpan。S。mauu2／（T。，uZi）が  その他参考事項等  
伝播する危険性を低減するための血清学的検査実施を勧告する。 
・全ての供血に対し、供血者血液を用いて認可されたr肌′オ境確のスクリャニングを行う。  

赤血球濃厚液－LR「日赤」  

房 究二  
照射赤血球濃厚液－LR「日赤」  

する。  

葡ト dニ  

血液を介するウイルス、  

lコ  

噂  vCJD等の伝播のリスク  

概  →謎可された試験法セは、r血以外の病原体との交差反応が褒められることがあるため、リーシュマニア症等のrαⅦ勿以外の   
琴  病床体への曝露や、スクリーニング検査の偽顔性などにつレきても検討することが望ましい。  

・再検査にて陽性とな？た供血者の一連の供血■については製赦確保し、廃棄又は研究用に転用とする。  
・過去の供血についてlおレック′くック（製剤の回収と受血者ふゐ通知）を実施する。  

偲可されたr∽′ガ検査法を用いt血酵検査を行うこと。瀞可された検査法以外であっても、rmオ抗体陰性となった場合は、  
ドナーの適鱒性決定に使用してよ隼陽性となった場合はドナ∵不適格とする。   

報告企業の意見  今後の対応   
米国FDAより、輸血用全血・血液成分製剤、′ヒト細胞・組織及び    日本轟十字社は、輸血感染症対策として献血時に海外渡航歴の有  
t：十細胞・組俄由来製剤（HCT／Ps）のThpMOSdma打血が伝播す    無を億蘇し」帰国（入国）後4週間は献血不適としている。また、シヤー   
る危険性を低減するための血清学的検査実施についてのガイ    ガネ病の既往がある場合には献血不適としている。‘日本在住の中南   
ダンス草秦が策定されたとの報告である。  米出身献血者については、厚生労働科学研究「献血血の安全性確   

保と衰痘供給のための新興感染症等に対する検査スクリーニング法  
等の開発と鱒卑制限に関する研究」班と共同して検討する予定であ  
る。今後も引き続き情報の収集に努める。   
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A． DonorScrceningTestsforChagasDiseaseintheUtlitedSt＆teS   

AttheSeptember1989BloodProductsAdvisoryCommittee（BPAC）meeting，the  
COmmiueerecommendedtestingdonorsofWholeBloodandbloodcomponentsfbr  
Chagasdiseasewhenasuitabletestbecameavai1able．Ina1995BPACmeeting，the  
COmmitteeconsideredwhethertheperfbrmancecharacteristicsofthetwoFDA－aPPrOVed  
teststhenavai1ablefbrdiagnosisofChagasdise8SeWOuldbesuitablefbrblooddonor  
screening．Thecommitteeconcludedthatthetestsdiscussedwerenotsuitablとfbrblood  
don9rSCreenLng・Furthemore，仏ecomitteesoughtclari鮎ationofthecriterialthatFDÅ  
WOuldusetolicenseaChagastestfordonorscreenlng．AttheScptember2002meeting  
OfBPAC，FDApresenteditscu汀entCOnSiderationsontheregtllatorypathwayaJld  
StandardsforlicenslngadonorscreeningtestfbrChagasdiseaseandencouraged 
manufacturerstodeveloptestsbasedonthoseconsiderations（Re【11），   

InDecember2006，FDAgrarltedalicensetoonemanufhcturerofanELISAtestsystem  
fbrthedetectionofantibodiestoT：cruziinindividuallivlngbloodandHCTソPdonors．  
SincetheendofJanuary2007，anumberofbloodcentersrepresenti∫唱alargcproportion  
OfU．S．bloodcollectionshavebeentestingdonorsusingthislicensedassay．InFeb  
2009，FDAlicensedthisELISAtestsystemfbrthedetectionof8ntibodiestoTcrzLZiin  
Cadaveric（non・heartbeating）HCTn｝donors．   

Blooddonorte？tingbyanELISAtestsystemidemtifiesdonorsthatarerepe8tedけ  
reactivefbrantib6diestoTcnLZi，Thepresenceofa血ibodiestoTcruziisstrong  
evidencethatadonorisi血tedwiththisparasite．Mostdonorsthat8rCrePatedly  
reactivebyanELISA■testsystemforantibodiestoT：cruzihavechronic，aSymPtOmadc  
inLtctionsacquiredyearsearlierd血ngresidenceinareasendemicfbrT：cruzL 
Thqrefbre，Priordotlations危omadonorwhoisrepe早坂dlyreLaCtiv占on，anELISAtest  
sy5temW¢re址¢1y≠卵a主bdircr血p抑5it¢5．  

AttheApri12007BPACmeeting；FDArequestedcommentsonsdentiacissues，rela血  
to仏e血がemenぬnofbloo4donorks申gfbr鱒拓鮎nwi血卜叩戚呼慮12）■・Iss00占  
discussedbythtcohmitteeincludtdtheneedforadditionaldataontheincidencc，and 
riskoftranSmissionofTcnJZibytranSfusion，thcseverityofChagasdiseasc，the 
Performanceofthcantibodytest，and，thelackofalicen5edsupplementaltestfbr  
COnfirmatorytesting．   

Thecom血tteealsocommentedonthedesignofresearchstudiestovaudateastrate8y  
forselectivetestingofrepeatblooddonors．ThecommitteenotdthataperiodtIf  
uhiversaltestingofallblooddonorswouldgeneratecriticaldataontheprevalenccofT  
CruZiin氏ctionsindonorsandthatdonorquesdonsfbrselectivedonorscreenlngneeded  
validation．  

C川tainsNombindingReeommemdatioms  
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WerecommendthatyouimplementtherecorrLmendationsprovidedinthisguidancewithinone  
ye訂a鮎Ta肋1guidanceisissued・   

FDA’sguidaJICedocuments，inclu申ngthisguidance，donotestablishlega11yenforceabLe  
responsibilities．Instead，guidanCeSdescribeFDA’scurrentthinkingonatopicandshouldbe  
viewedonlyasrecommendations，unlessspecificregulatoryorstatutoryrequlrementSareCited・  
nle11SeOfthewordshou［dinFDA’sguidancesmeansthatsomethinglSSuggeStedor  
recommended，butnotrequired，  

打．  BACKGROUND   

Chagasdiseaseiscausedbytheprotoz？anParaSite，Tcruzi・Thediseaseisfbundprimarilyin  
Mexico8ndCentralandSouthAmerica；thepathogenicagenthasrarelybeenreportedtocause  
humazlinftctionintheUnitedStates（U．S．）bynaturalvectortran5mission（Ref二2），Natural  
inLbctionsaretranSmittedmainlywhentheftcesofcertainbloodsuckinginsects（ttiatomine  
bugs・COtTunOnlyreftrredtoaskissingorchinchbugs）thatharborthein鮎tionモrerubbedintoa  
bugbite，0therwound，OrdirectlylntOtheeyesormucousmembranes・0therprLmaryfbrms・Of  
transmissionincludecongenitaI（mothertounbomi血t），OrgantranSplantation，andblood  
transfusion．CurrentestimatesarethatatleastllmillionpersonsinMexicoandCentraland  
SouthAmericacarrytheparasitechronicallyandcouldpresentapotentialsourceofin氏ction  
Shouldtheybpcome、donors．ThepresenceofthepathogenlcagentinU．S．andCanadiandonors  
isincrqasingduetoimigrationofih允ctedindividuals丘omendemicareas・Someexperts  
estim8tC也atthcrem町beasmanya5100，000personsunknowinglyin免ctedwithT：cruzLwho  
陀5ideh血oU．S．8nd・血Iad＆   

VecIor・bom¢infectionsaremostlymildintheacutephase卿dtherLperSistthroughoutlifb，  
us血Iywithoutsymptoms．Acuteinfbctioninpaticntswithcompromisedimmunesystems，for  
exampIc，丘omciLnCertherapyororgantransplantation， 
Trcatmentoptionsarelimited，butaremostefTbctiv占earlyintheinfbctiod．Thelifedmeriskof  
SeVere仏rdiaccomplications（Cardiomegaly，heartfailureand訂rhythmias）orintestinaldisorders  
（megacolon，meg8¢SOPhagus）hi皿氏ctedindividualsaveragesabout30％（rangcoflOto40％  
dependingonavarietyoffhctors）andmayoccurmanyyearsaftertheinitialinLtction・During  
the8Cutephase10fvector－borneChagasdisease，ParaSitesarefbundinskinlesionsatthesiteof  
tranSmission．7beparasitesarethenspreadthlOughthebloodstreamtovarioustissues，  
Particu18rlys＊eletalmuscle（Ref13）・Du血gthechronicstageofChagasdisease，mOStperSOnS  
WhoharbortheparasiteareasymptomaticandunawarepftheifinLtction．Duringthisphase，  
pamsitishavebecndemonstratedinmuscle（especiallycardiacmuscle），nerVeS，anddigestive  
tract，buttherehasbeenveryiittleinvestigationoftissuedistributionduringthatphase（Refb・3  
仕m）ughlO）．  
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1．RiskofTransmission   

ThereisariskoftranSmissionofTcruzibyHCT／Psandtherchasbecnsufncient  
incidenceand／orprevalencetoa飴ctthepotentialdonorpopd適on・  

Recognizingtheriskoftransmission＆omdonatedHCT／P＄，COuPtriesendemicfbr 
Tcruziin免ctionhaveinstitutedvari0usPraCticestohinimizetransmission  
throughtranぬsionortransplantationincludingscreenirLgdonorsfortheprcsepce  
ofTcnLZiantibodies・Further，Whenhumanleukocyteantig甲・ZmtChedbone  
marrowisobtained丘omanin飴ctedindividual，thedoJlqrreCqivesantirparasidc  
treatme血beforethebonemarrowistakenfortransplantation・TbeWorldHealth  
OrganizadonrecoInmendsthat：  

● aheartfromaninLtcteddonornotbetraJISplanted；   

● aliverfromanin免cteddonotonlybctransplantedtorecipicntsalready  
positiveforChagasdisease・eXCePtinemergencycases；and   

・WhenotherorgansaretransplantedfromaChagas－POSitivedonor，thc  
recipientshouldreceiveprophylactictreatmcntf⇒rCh8gaSdiseas占匹e£  

3）．  

Publishddぬregarding也叫msmis曲勒of7：c′描‖皿dic如伽tv訂dc由  
bansmission（COngenitallyfrom血Othertoinfhnt），qralkmission（through  
breastmilkorcontaminitedfbod）andco房tnctivgttans＊issiod（fromcontzLCt  
南瓜con蝕nin早t¢dh弧叫hav？OCCmd一匹e£3）∴h・如mds山朗鴎，ヱ■椚坤桓  
beenshowntOinfectmultipletissues，inpludingskeletdmuscle，hcart，bladder，  
pedpb血peⅣe，1iver，Spleen，a血enalg如d，brれ頑i匹S¢d∬ue，OC山訂tissuち  
osboblas隼，Cbbn血obla5b，ma¢rOpbag甲，弧d鱒robl8墾（Rぬ27血相u由30）・ 
Humanplacentalceusalsohavebeenexpe血血tallyinfbctd叫thT：gzLZi（Re£  
31）．．Asnotedpreviouslyinthis，SCCtion，T：cr滋ihasbeentransmittedl蜘blood 
廿am鮎i叩甲dorg鱒加nsplan融om（鮎飴・ヱ0叫u由22；鱒32）こ  

ÅttheBiACmeetingofApri．1i6，20d7， 

． 

scropo亭i6vedonors，Currentd卑taarCinsufn？ienttoidcntiyspeci鮎鱒鱒Ve  
pro伴S血gme也od5払出Cqmi5te山1yrepderHCγPs鮎ed汀∽d・・¶鳩  
cdmittccconcluded血at，ab岳entsuchdata，itwouldb叩n）de鵬totei（ 
dqnorsto 

hformadonaboutprevalenc色10fTeruziintheU．S．ispIOVidcdipsecdonnB・Of  
thisdocunent．  

ComtainsNonbindingRecommendatiom5  
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B． R由ko†rcr必In鮎ctiomrromTran5餌5iomo－Wh01¢Bl伽IdandI‡lood  
Compon¢ntS 

Bl00ddonations丘omindividualsfiomendemicareasaretheprimarysourceofriskfor  
rcnGEin免ction丘omtranSfusion．Studiesinthemid－1990s（Ref・1）est血atedthatthe  

rateofscropositiveblooddonorsintheU．S．ranged丘omlin5400tolin25，000，  
dependingonwherethestudieswereconducted・However，mOrereCentStudiessuggest  
thatthes¢rateShaveincreiLSedintheareasⅥ血eredonortestinghasbeenperfbmed6vera  
periodbftime．ForexampIc，arateOflin2000wasfoundrecently．intheLosAngeles  
metmpolitanarea（Ref14）．TransfusiontranSmissioninendemicamashasbeenam毎Or  
Publichealthconcem，andmanycountriesconsideredendemicforTcruziinfbction  
screenblooddonorsforthepresenceofantibody．The；efore，inre15ponsetochangesin  
donordemographics，WearenOWreCOmnendingblooddonortestingintheU・S・  

IntheU．S，andCふada，0nlysevencBLSeSOftransfusion－tranSmittedTcruzLin托ctions  
Pe危・15through19）andnvecasesofinftctionftoヮ？rgantranSPlantation（Refi20and ．ヽ  
21）havebeendocumented．However，trahsmissionlnltrmunOCOmPetentPatientsisnot  
likelytobe叩parent，andinmanycases，eVenifsymptomsappear，infectionmaynotbe  
recogniz¢d（Re仁22）．   

Studiesinbloodcenterswhichquestiondonorsd）OutbirthandbrresidenccinaTcruzi－  
edemiccotntzyhaveshownsuchらu？Stionstolbeincompletelyeffbctiveatidentifying  
thBSerOpOSi6vedonors．Studies．alsohavelookedattherateQftransfusiontranSmission  
丘omTcrzLZi皿也body－POSitivcindividuals．P豆blishcdlookbatkstudiesinth9uS・and 
inMexicoof22tIanSfusionrecipientsofseropositivedonations，identiBed魚veofthese  
recipi？ntS（22・7％）’who1atertestcdpbsi鵬forantibodicssuggesting仕hsfusibn  
虹鱒Smk5iono叩Cr捉i（鱒飴・18，・23卿d24）・mis仕msmi戚ohr如eof22・7％is  
consisteniwiththelite出血if畠＆omLatinAmericaonratcsofbloo曲ometranSmission  
鮎mseroposidYedonorsinM申 
wcaLre8WarCthatIookb卑CkstudiesconductedusingthelicensedELISAtestindicatcthat  
theriskofTcruziby血fusion’ofaseropositiycunitintheU：S；maybcmuchlower  
riskthanPrCviously’thought．Wenotethatthcsestudieshaveconfirmdthedemographic  
chaLraCtCristicsofthetypicalseropositivedonorasdes■cribedinthefirsttwdpaEagraPhsof  
sectionII．Hbwever，thcdataalsosuggestthattherearescropositiveindividualswho  
acquircdltheirinfections・withintheU・S・（Re£26），Despitethisnewrdata；thcrateof  
也ms鮎iontransmissionofT：u7LZiintheU．S．continucsto・beumcモrtainbecauseofthe  
1imitednumbcrofstudiesconductedtodateandtherateoftransfusiontransmissiop  
remainsund亡rinYeSti8ation．   

C． RiskふET：cnLdItLfbctiomtoRecipientsofDotL＆tCdHCTms 

Basedontheriskoftransmission，SeVerity・Ofe蝕ct，鱒davai1abilityofappropriate  
scrcczungmeiLStmSand／ortcsts，WehavedeterminedT：cruzi，thcagentforChagas  
di引鮎e，tObearekvantcomical）1ediseaseagentordisewunder  
21．CFR1271．3（r）（2）；Thi＄detcrminationⅦbasedonthcfo110winginfom血ion：  
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3．ConLimatoryTestingandDonorReentry   

Atthistime，thereisnoFDAlicensedsupplementaltestforandbodiestoTcruzi  
thatcanbcusedfbrconfirmationoftruepositivcscr？enLngteStreSults．FDAis  
notreconmendingree血ycriteriaforblooddonorsde氏rredindeRnitelyonthe  
basisofarepeatedlyreactivescreenlngteStfbrantibodiestoT：cruziduetothe  
absenceofa1iccnsedsupplementaltestforantibodiestoT：cruzL   

4．DonorCounSelingandPhysicianRefbrral   

Werecommendthatdonoiswhoarerepeatedlyreactivcuslngalicen？edtestfor  
antibodiestoTcruzibeinfbrmedaboutthelikelihoodaJldmedicalsignificance  
ofinftctionwithTcruzi，Addidonalmedicaldiagnostictestingmayprovide 
infbrmationusefu1indonorcounseling．   

Allrepeatedlyreactivedonorsshouldberefbrredtoaphysicianspecialist．．It8lso  
maybeusefultorefbrthemtotheirstateamdlpcalhealthdepartmentsortoother  
appropriatecommu山tyre50urCeS．   

5，FurtherTestingofRepe＆tedlyReactiveDonorsforCross－ReactingDiseascs  

Becausethelicens早dtesthasdemonstratedsomereactivityindonbrsinfbcted  
withpathogensother・thanTcruzi，WereCOmmendthatmedicilfollowupbe  
conside王edforldonorswho甲erePe8tedlyreactiveby・thelicensedtestfbr  
antibodiestoTcruzibutwhohavenoappamnt・basisforexposuretoT：mJZi？r  
血ohaven予ga伽er郎ult50nmOr∬p¢Ci丘cm誠d庖騨OSdctes也・For  
example，tOSdngfbr16iさ血血鮎i5m野馳：叩prOp申tein匹柑On5Wi也geo卵pbi¢  
riskforexposuretoLeishma77iapansites8nd・WholapPeartOhavea魚Iselシ 
reac也vescreenlngteStforantibodiestoTcruzi．   

Produ¢tMamagememt   

l．IndexDonadons   

Werecomrnendthatbloodcompon9ntS丘omrepeatedlyreactiveindexdonations  
bequarantinedanddestroyedoruscdforresearch・Componentsdetermincdto■be  
msuit8ble払ーはa止S魚ほionmustbepro血endylakled：‘‘NOTFOR  
TRANSFUSION，”andthelabelmuststatethereasonthe血itisconsidered  
unsuitable（e．g．，thecomponentispositiveforTcrzLZi（21CFR606．1才1（D）；  

Contain5NonbindimgRecommend8tion5  

βr〃7一入bJ♪r♪岬ね椚e乃ね／わ〝  

2・SeverityofEf托ct  

Tcruziinftctionscanbefhtalorlifヒーthreatenlng，reSultinpemlanentimpalrment  
OfabodyfunctionorpermanentdamagetoabodystruCttUe，an〟ornecessitate  

entimpumentofabody  

3・AvailabilityofAppropriateScreeningand／orTestingMeasl甘eS  

AppropnatescreenlngmeaSureShavebeendevelopedfbrTcruzi，SuChasthe  
medicalhistoryinterview，（ScreeningmeasuresfbrTcrzLZiarediscussedin  
SeCtionIV・A．ofthisdocument．）  

AdonorscreerungtestforTcruzihasbeenlicensedandlabeledfbruseintestlng  
bloodspecimens丘omlivingandcadavericdonTSOfHCTns（seesectionTV・B・  
Ofthisdocument）・YoumustuseadonorscヮenlngteStforTcrzLZithatis  

SPeCificallylabeledforcadavericspecinenslnSteadofamoregeneral1ylabeled  
donorscreenlngteStWhenapplicableandwhenavai1able  
（21CFR127l・80（C））・CurrentFDA－1icensed，Clearedorapproveddonor  
SCreen皿gteStSforuseintestingHCTJPdonorsa∫elistedat  
http‥〟www・fdalgOV／cber／tissue／prod・htm・  

ⅢⅠ・ RECOMMENDATIONSFORI）ONORSOFWHOLEBLOOI）ANDBLOOD  
COMPONENTS INTENDED FOR USE IN TRANSFUSION 

A・ BloodDonorTestingandMamagement  

l・DonorTesting  

WerecozT皿endtestingofalldonationsofallogeneicunitsofbloodusinga  
licensedtestforantibodiestoTcruzE・Youmustfo1lowtheregulationsunder  
21CFR610・40（d）fbrdeterminingwhenautologousdonationsmustbetested．  

2．DonorDeferral  

WerecommendthataudonorswhoarerepeatCdlyreactiveonalicensedtestfor  
TmLZiantibodyorwhdhaveahistdryofChagasdiseasebeinde餌telydeftrred  
andnotifiedoftheirdeferral．  

B．  
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βr吋7一助小山和知岬血加  

Conbim5NombindingRecommendations  

βr少7－肋J♪r坤Je椚e〟〃Jわ乃  

2・Lookback（ProductRetrievalandRecipientNotincation）  

Within3calendardaysafteradonortestsrepeatedlyreactivebyalicensedtestfbr  
TcruzLantibody，yOuShould：   

●identifya11in－datebIoodandbloodcomponentspreviouslydonatedりy  

SuChadonor，gOingbackeitherlOyears（Orindefinitelywhereelectr。nic  
recordsareavai1able），Orelse12monthspriortothemostrecentFimethat  

thisdonortestednegative、VithalicensedtestforTcrzLZEddbody，  

Whicheveristhelesserperiod（thelookbackperiod）；   

● quaTantineal1previouslycollectedin－datebloodandbloodcomponents  
hcldlatyo山restablislment；and   

● nOtifyconsigneesofallprcviouslycollectedin；datebloodandbl。。d  
COmpOnentStOquarantineandretumthebloodcompohentstoyouorto  
destroythem．  

haddition・wi1enyOuidcntifyadonorwhoisrepeatedlyreactivebyalicensed  

testfbrTcrzGiaLntibodiesandforwhomthereisadditionalinformationindicating i 
fskofT：cnLZiinfection，SuChasgeogr叩hicalriskfbre甲Stueinanendcmic  
訂ea，Ormedicaldiagnostictestingofthidonor，WerCCOmmendthatyou：   

・n。ti6，COnSign？eSOfa11previouslydistributcdb160dandbl。。d  
CO叩OnentSCOllecteddbringthelookbackperiod；弧d   

●1ifbloQdorbloodcomponentsweretrazIsfused，enCO叩gCCOnSlgneCStO  

noti＆thetecipient’sphysician？frecordofapossible．inpreascdriskotT  
Cr〟Zfin良ction．   

W¢reCOmend血twben也er¢isd成心q血i血血a的nh心頭ingdsko汀 
CWfin危cdonyoum由suchnoti鮎a血nswit血12week50fob扇血g鮎  
rep甲tedlyre批正v¢te5treSult．  

Therecumntlyisnolice甲edT：cnLZisupplementaltest．Whensuchatestis  
available・aPOSitivetestresultwi11provideadditionalinfbrmationindicadngrisk  

OrrCr捏Zfin危ctiom．   

RetrospcctiveReviewofRecords  

IfyouaTe・abloodestablishmentthatimplementedscreemngwithalicensedtest  
forandbodiestol：mLZipriortothee餓血vedhtcofthiiguidanc％，yOumaywish  

to 

● ▼withrepeatedlyreactivctestrestdtsbyalicensedte畠tforTmLZi  

mtibodi髄；and   

● forwhomthereisadditionalinformad6nihdicatingriskofTmLZi   
i血don，SuCha5geOg叩出血－dsk食〉r∝p甲W¢h弧ende血d町呵Or  
mcdicaidiagnosdctestingdfthら■donor・Tbcrectmntlyisno11censedT∴・  

や／  

8  

Ifadonorisidenti鮎datriskofin危ctionduringtheretrbspectivereview，yOu  
maywazrttoconsiderperfbminga11叫elookbackactionsdescribedabove・ 

3．AutologousDonations  

AlthoughautologousuSeOfblooddoesnotincreBLSelapatient7s／donor’sriskof 
illJWSS丘omapre－eXistingin飴ction，FDAregul叫ionstLnder21CFR61q・40（d） 
and（e）requiretestingofautologousblooddonorsundercertaincirctqstaLnC6StO  
preYentinadvertentallogeneicexpo？tUeStOunSuitabletmits・   

乱WerecoIn皿end也如bloodcompon血旭丘om加ゎlogousddnqrs也如むモ   
repcatedlyreactiヤebyaIicensedtestforTcruzian鵬odybereleascdfor   
au毎logot遁憬eOnly可也叩prOYalo一也e弧tOlogou5donor’s托叫g  
pQysiciaTL．Establishmentsshouldprovidethercsults6faddi60naltestingfbr   
andbodiestpTcrzJZi・ 
phys阜ci肌   

b．Each＆utOlogousdL）nalionmustbelabeledasrcquiredunder   
21CFR610．側（d）P），益叩prOp正長・坤孤■血中Ou弧鰯・■。f7こcr好J 
infeqdohs，autOldgousdonationsthatarcr研創kdlyre甲d壷by81iccnscdtest   
fbrTmL＝iantibodymustbeaLrabiohユ弘一dlabelasrequjrcdunder   
21CFR（；10．40（d）P）．   

4」 

Consistentwith0therdonorscreeningtcsts，th占izwtrLctioncircular，aboknown  
ぉ伽“Cir山訂OfI血m如on，！甲ut申叩山鹿dt0．鱒吋鮎再1i甲鮎edtモ或血  
aTLtibodie＄tOTcnLZiwasusedtoscrc占ndonorsandthattheicsultsoftesting  
wereneg8dve（21CFR606・122（h））・   

5．Biologic山ProductDe扇鵬onReport叫■F8h勒．Repo正  

Under21CFR606．171，1icensedma押血血椚rS，unliccnsedrcgiiteredbl06d 
e＄tab址shmcnts，andtransfusionserYiccs・trLLLStrePOrtany早V寧ntandinfornatio血  
assbci衰ed．withthem血血turing；ifthe9Ⅵ氾tCitherreptesents・adeviatiodfrom 
⊂urrCntgOOdmiLnufacturizlgPmCtice，aPPlicablcrcgulations，8PPlicablestiLndards，  
orestablishedspeciJIcationsthatmay血tthesafety，Purity・OrpOtenCyOfthc  
product；■orrepr早SeI血弧血exp虚血o一関飴ー餌¢曲Ie㍗山地m町劇t毎  
safbty，P画吋，OrPOtenCyOfth叩rOquCt，hnditoccursin．your蝕戯tyor甲○ther  
fhcilitytnd亡TCOntraCtW他youandinvoIvcsdtstributcdbloodorbl00d  
甲mpO呵S・Forad血心血i血血舶onreg舶hgr¢pO血g・yOu・m野焼r・tO 
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ContainsNoロbi血di喝Reco11men血tion5  

ル即－・＼－・－′、Ji－′旬心恥仙由J～  

FDAguidance・化GuidiulCefbrIndustry‥BioJoglCalProductDeviationReporting     fbrBlood 

andPlasmaEstablislments，”datedOctober2006匹ef33）．Also，When     a 

complicationofbloodcollectionortransfusion（占・g・，加01vingTcruzi）is      CO 

nLimledtobe良tal，yOumuStnOtifyFDAinaccordanCewith  
21CFR606．170（b）．  

J  

C・ ReportingthcTestImplemcntation  

l・Ifyouarealicensedbloodestablishmentandyoubeginuslngalicensed  
SerOlogica］testforthedetectionofantibodiestoT：cmziaccordingtothe  

manufacturer，sproductinsertatyourfacility，thenyoumustnotifyusofthe  

testingchangeinyourAmualReport（AR），inaccordancewith  
21CFR601・12（d）・lfyoualreadyhaveanapprovedsupplementtoyouTBLA  
tOuSeaCOntraCtlaboratorytoperfbrmil血tiousdiseasetestingofblood  
products，andthecontractlaboratorywilInowperformaserologicaltestfor  
andbodiestoTcrzLZi・yOumuStrepOrtthischangeinyourAR  
（21CFR60l．12（d））．  

2・Ifyouarealicensedbloodestablishmentandyouuseanewcontract  
laboratorytoperfoma軍erOlogicaltestforandbodiestoT：cruzi（andthe  

laboratoryalreadyperfbrmsin如ousdiseasetestingforbloodproducts），      th 

enyoumustreport鮎schangebysubmissionofa”ChangesBeing      E脆 

ctedMsupplementinAccordancewith21CFR601・12（c）（1）aJld（C）（5）．If       o 

yurcontractlabordoryhasnotpreviouslyperfoztnediiiftctiou5diseas  
testingforbloodproducts・thenyoumustreportthischangeasamqiorc血ge      ina 

priorapprovalsupplement，inaccordancewith21CFR601．12（b）．   

Ⅳ・・RECOMMENDATIONSFORDONORSOFHCT／Ps  

A・ DonorScreenJtlg－，R由kFactorsorcqditi。nS  

Under21CFR1271・75（d），yOumuStdeterminetob？heligible叩yPOtentialdonorwho   

isidend鮎da＄havingariskfactorfororclinicalevidenceofrelcvantcomEnunicable  

diseaseagentsordiseases・heligiblepotentialdonorsincludethosewhoexhibitoneor  

ZnOreOfthefo1lowlngCOndition50rbehaviors．  

● PersonswhohavehadamedicaldiagnosisofTcruziin危cdonbasedon  
SymptOmSan〟orlaboratoryresults．  

● PersonswhohavetestedpositiveorreactivefbrTcruziantibodiesusmganFDA・    i 

lcensedorinvesdgadonaITc；uzidonorscree血gtest恥n）．  

Contah5NonbindimgRec？mmendations  

∂rqガー〃如ノわrルpJgme〃′αfわ乃  

DomorTe5ting  

l．Youmusttestbloodspecimens丘omallHCT／PdonQrSfbrantibodiestoT  
CT・uZitdnganFDA－1icenseddonorscreeningtest（21CFR1271．80（c））．   

2．AnyHCT／Pdonorwhosespecimentestsnegative（ornon－reaCtive）fbr  
antibodiestoTcruzimaybeconsideredtobenegativb（ornonrreactive）fbr  
PurPOSeSOfmakingadonoreligibilitydetemination．  

3．AnyHCT／Pdonorwhosespecimentestspositive（orreactive）fbrandbodiesto  
TcrzLZiisineligibletobeadonor（21CFR1271，80（d）（1））．  

B．  
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