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Ⅰ．  mTRODUCTION   

Thisguidancedocumentprovidesrecornmendation5forassessingblooddonorsuitabilityand  
bloodproductsafttyandmaintainingbloodandbloodproductavailabilib・inrespohseto  
pandemic（HINl）2009virus．ItisintendedforestabIishmentsthatmanufhctureWh0IeBlood  

andbloodcomponentsintendedforuseintransfusionandbloodcomponentsintendedfbrRJrther  
manufa占twe，includingrecoveredplasma，SourcePJasmaandSourceLeukocytes．Withinthis  
guidance，‘サOu”refbrstobloodestablishments；‘Lwe’’reftrstoFDA．   

FDA’sguidancedocuments，incIudingthisguidance，donotestablishJega11yenfbrceable  
responsibilities．Instcad，guidancesdescribetheAgency’scurrentthinkingonatopicandshould  
beviewedonlyasrecommendations，unIessspecificregulatoryorstatutoryrequlrementSare  
Cited・TheuseofthewordshouldinAgencyguidancemeansthatsomethinglSSuggeStedor  
recommended，butnotrequired・  

ⅠⅠ．  BACKGROUN■D  

A・ EpidemioIogyandI，且thoge皿e5i5  

The2009HINlpandemiciscausedbyanoveIinnuerL2aAYirusofswin¢Origin．On  
Apri126，2009，thenDepartmentofHealthardHumanScrvices（DHHS）Acting  
SecretaryCharlesE・Johnson，purSuanttOSeCtion3190fthcPublicHea他ServiceAct，  
42U・S・C・§247d，declaredapublichealthemergencywhenanovelswine－Origin2009  
infhen2aA（HINl）viruSWaSidentifiedinCalifomia，Texas，Kansas，andNewYotk．  
ThepandemicinnuenzaHINlviruShassinccsprcadquicklytoallnRystatesand  
globally・InJune2009，theWorldHealthOrgan12＆tion（WHO）declaredaPhasc6Level  
OfPandemicInnuen2nAlerL ThisdeclarationwasbaseduporlaStandarddefinition  
renectingworldwidespreadofthepandemic（HINl）2009viruSandtheobserJed  

l  
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infLuenzahaseverbeenreportedintheU．S．orelsewhere，and，tOdate，nOCaSeSOf  
transfusiontransmittedpandemicinfluenzaHINlhavcbeenreported・Atthistime，the  
pandemic（HINl）2009virushasnotbeenisoIatedfrombloodorserumof  
asymptomatic，infbctedindividuals；however，StudiesareOngOlng・FudlermOre，the  
potentialfbrtransmissionofpandemicinfIuenzaHINlthroughbloodtransfusion  
remainsunknown．   

Insomepreviousstudies，OtherInfluenzaAviruseswereisolated丘omblood，andthroat  
secretionsornasopharyngealmucosaofchildrenwithclinicalmanifbstationsofinnuen2a  
（Refiト2）．Theviruswasisolated打ombloodandthroatwashingsofl／29healthy  
asymptOmaticcontactswhobecameil112hoursa鮎rthespecimenswereobtained（Ref  
3），Fromanotherstudy，VirusisolationwasreportedfromIungs，adrenalsaJldmeninges  
（from 

． 

sensitjvecuJturernethods・Symptomsoccurred2daysa鮎rinitialviremiaandon  
patientremainedasymptomaticthroughoutthestudyperiod（22days）Oief；5）・However，  
otherhlVeStlgatOrSWereunabletodetectviremiain27su句ectsuslngaSimi1arviruS  
strainandassaymethods（Ref．6）・   

ThepandemicinfluenzaHINIvirusisalargelipid－enVelopedviruS・Validationstudies  
perfbrmedbyproductmanufacturershaveshownthatviruSeSWi（hsimilarcharacteristics  
tothepandemicinfluenzaHINIvirusareeffectivelyinactivatedand／orremovedduring  
manufacturlngOfplasmaderivatives．   

Duetoitsknownpolentialforrapidspread，Pandemic（HINl）2009YiruShasthe  
potentialtocausedisruPtionsinthebloodsupply．Asignificantnumberofblooddonors，  
bloodestablishmentstafEandvendorsofblood－relatedsupplies（e．g．，manufacturersof  
reagentsandbloodbags）couldbeaffbctedasindividualsbecomeillorneedtocarefbri11  
familymembers．Atthesametime，duringawidespreadoutbreakofdiseasecausedby  
thepandemic（HINl）2009virus，itisanticipatedthatthedemandfbrbloodandblood  
COmPOnentSmaybereducedduetopostponemcntofelectivesurgery，Werethatto  
becomenecessarylnSOmeaffectedhealthcaresettings・   

Inaddition，theusualp五radigmforensuringbloodavailabilityinresponsetolocal  
disasters（i，e，，hurricanes）maynotbeavailableunderseverepandemicscenarios．In  
localdisasters，interregionaltransferofbIood丘omunafrbctedtoafftctedareashasbeen  
anefftctivestrategy．However，1namOreSeVerepandemicscenar10，lnternational，  
national，andregIOnaloutbreaksmayocchrsimultaneouslyandapandemicwavemay  
lastformonths．Therefbre，advancedplannlnglSreaSOnabletopreparefbrthepossible  
needtomitigatetheefftctsofamoreseverepandemicandtohelpensurethatbloodis  
availableinaffcctedareas   

StandardprecautionsfbravoidanceofcontactwithresplratOrySeCretionsmayhelpto  
reducethetransmissionofpandemic（HINl）2009viruSinbloodandpIasmacollection  
establishments．TheCDChasissuedrecommendationsfbrinfbctioncontrolinthe  

ContainsNonbindingRecommendations  
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emciencyofhumantohumantransmission．Importantly，adeclarationofapandemicis  

independentofthcseverityofillnesscausedbythevirusorthedegreeofinfねstructure  
disruption．OnJuly242009，DHHSSecretaTyKathleenSebeliusrenewedDHHS’Apri1  
2009determinationthatapublichealthemergencyexistsnationwideinvoIvlngPandernic  
in仇IenZaHINlthathassignificantpotentialtoafrectnationalsecurity，   

FromApril15，2009toJuly24，2009，StateSrePOrtedtotheCentersfbrDiseaseControl  
andPrevention（CDC）atotalof43，77lconfirmedandprobablecasesofnovelinfluenza  
A（HINl）infbction．OfthesecasesrepoTted，5，O11peoplewerehospitalizedand302  
peop－edied・1・2FromAugust30，2009toOctober24，2009，25，985hosp］talizationsand  
2，916deathsattributedtoinnuenzaandinfluenza－1ikeillnesseshavebeenreportedinthe  
UnitedStates（U．S．）．CDChasdevelopedamodeltoestimatethetruenumberofcasesin  
theU．S．Themodeltookthenurnberofcasesreportedbystatesandadjustedthefigure  

toaccountforknownsourcesofunderestimation（e．g．，nOtallpeoplewithpandemic  
in什uenzaHINIseekmedicalcare，andnotallpeoplewhoseekmedicaJcarehave  
SpeCimenscoIlectedbytheirhealthcareproviders），Usingthisapproach，itisestimated  
thatmorethanonemi11ionpeoplebecameinftctedwithnovelinfIuenzaA（HINl）  
betweenAprilandJune2009intheUrS・3   

Thesymptomsofhumaninfluenzadiseasecausedbypandemic（HINl）2009virusare  

simiIartothesymptornsofseasonalnuandincludeftver，COUgh，SOrethroat，runnyOr  
stufb，nOSe，bodyaches，headache，Chillsandfatigue．Asignificantnumberofpeople  
Whohavebeeninfbctedwithpandemic（HINl）2009viruSalsohavereporteddiarrhea  
andvomitlng・4   

Themostsevereoutcomeshavebeenreportedamongindividualswithunderlylnghealth  
problemsthatareassociatedwithhighriskofinfIuenzacomplications・Pandemic  
（HINl）2009viruscurrentlyremainss？nSitivetooseltamivir（Tamiflu）andzanamivir  
（Relenza），thoughsporadiccasesofresIStanCetOOSeltamivirhavebeenreported・Atthis  
time，thereisinsufncientinfbrmationtopredicthowseverethepandemic（HINl）2009  
ViruSOutbreakwi11beintermsofilInessanddeathorinfrastructuredisruPtlOn，Orhowit  
wi11comparewithseasonalinfluenza・   

B． PotentialImpactoftheHINIPandemicon8lood・ProductSafbtyand  
AY且ilability   

Thereislimitedinformationavailableonpandemic（HINl）2009virusviremia，  
especiallyduringtheasymptomaticperiod・Nocaseoftransfusiontransmittedseasonal  
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COmmunity5，placesofbusiness6，andinhealthcaresettings7・C工）Calsohasissued  
“InterimInftctionControIGuidanceon2009HINlInfluenzafbrPersonnelatBlo。dand  
PlasmaCollectionFaciljtics・＝lwerecognizetheimportanceoftheCDC  
recommendationsforinfictioncontrolinbloodandpJasmacollectionestablishments．  

ⅢⅠ． RECOMMENDATIONS   

FDA，incommunicationwithDHHSOfficeofPubIicHealthandScience，CDC，andtheAABB  
InterorganizationalTa孟kForceonPandemicIn什uenzaandtheB】00dSupply，mOnitorsblood  
availabiljtyclosely・Simi］arJy，WeanticipatethatyouwiIImaintainQ】osecommunicationswith  
yourhospitalcustornerstoanticipatedemandforbloodandb】oodcomponents．  

WhiJeshortagesarenotfbrecastatpresent・Weareremindingyouofregulatorypathwaysand  
PrOVidingregulatoryclariRcationthatmaybehelpfu1toyoubothindealingwiththecurTent  
OutbreakandincontinulngtOStayprePar？d・  

Wewillcontinuetorevi占wanynewscient摘cinformationaboutthepotentia）riskoftransfusion  
transmissionofpandemic（HINl）2009viruS・Wealsowillmonitorcloselytheimpactofthe  
pandemiconbToodavailability・＾sourknowledgebasegrows，WemayreVisethe  
recommendations in this guidance document as appropriate. 

A・ TrainimgorBack一明け叩血肌1  

Under21CFR21l・25and21CFR606・20，PerSOnnelperfbrmingcriticaIfunctionsin  
bloodestablishmentsmustbeadequateinnumber，educationalbackground，trainingand  
experience，incIudingprofbssionaltrainlngaSneCeSSary，OrCOmbinationthereof；to  
assurecompetentperfomlanCeOftheirasslgnedfunctions．Giventheunknownextentof  
thediseasercausedbypandemic（HINl）2009viruS，WereCOmmendthatyouh争Ve  
adequatcback－upPerSOrnCl，intheeventofanticIPatablepersonnelshortages，We  
Rlrtherrecomrnemdthatwherepossib）e，rnbrethanoneback－uPperSOnShouIdbetrained  
foreachcriticaトfunction・Anysuchback－uPperSOnnelshouldbetrainedpursuanttoyour  
existingtrainingprogram・Wealsorecommendthatasprovidedinyourtrainlng  
PrOgram，yOudocumentthistrainlngand／orre－trainlng・  

ContainsNonbiIldingRecommem由一ions  
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B・ BloodI）omorSuitabil吋，DonorDe托rralandI，roductManagem帥t  

βわod加乃Or助血封J吋  

Ingeneral，adonormedicalhistoryisobtainedatthetimeofbloodco11ection．  
However，under21CFR640．3（a）and21CFR640．63（a），thesuitabilityofadonor  
asasourceofWholeBloodorSourcePlasma，muStbemadeonthc卸d  
COILection丘omthedonor．Theseregtllationsdonotexplicitlyde幻nethetenn如  
QTcollection・Occasiona11y，donor’sresponsestothedonorqucstionsp（eSented  
beforecollectionarefoundtobeincompleteuponreviewbytheblood  
establishment．Youmayclarifyadonor’sresponsetothedonorhistory 
questionnaireorobtainomittedresponsestoquestionswithin24hoursofthc  
co11ection．  

βわod加〃Or上）ゆ′rαノ ー  

・UndercurrentFDAregulations，blooddonorsmustbeingoodhcalth，aS  

indicatedinpartbynormaltemperatureandfナeeofacuterespiratory  
diseasesonthedayofcollection（21CFR640．3（a），（b）（1）and（4）and21  

CFR640．63（a），（C）（1）and（7））．  

● Avai1abledatadonotcurrentlysupportdonorde飴汀alforexposuretoor  
COntaCtwithapersonwhohasconfimledorprobablepandemic（HINl）  
2009influenzaorinnucnza－1ikesymptoms．  

● Toensuredonorsareingoodhealthonthedayofdonatidnasrequired  
under21CFR640．3（b）and21CFR640．63（C），donorswithaconnmlCdor  
PrObablecaseofpandemic（HINl）2009virusinfbctionshouldbe  

deftrreduntilatleast24hoursaftertheyare鮎eofftverwithouttheuse  
offbverreducingmedications9andtheyareotherwiseasymPtOmatic・  

● Avai1abledatadonotsupporttheLdefbrralofdonorsfo1lowlngVaCCimtion  
示ith1iveチttenuatedinfluenzavaccines（LAIV）orinactivatcdinnucnza  
VaCCinesagainstpandemic（HINl）2009）irusorfbrprophyIacticuseof  
theantiviralmedicationsoseltamivir（TamⅢu）andzanamivir（RelenLa）．  
However，COnSistentwiththerecommendationabove，donorstakinganti－  
Vir？lmedicationsforcon点rmedorprobablepandemic（ftrNl）2009drus  
inftctionshouldbedefbrreduntilatleast24hoursa鮎rthcyareficeof  
fbverwithouttheuseoffヒverreducingmedications10andtheyare  
Otherwiseasymptomatic．  

）・  

：（▲中仙・ち2009）二  

4  

9Adailydoscofpcdiatricaspirin（8lmg）isnotconsideredfever－reducingmedication． 】O 
A血ilydo5eOfpedia扇c鮎pidn（81mg）isnot00nSid耶d知訂一成ucingmedぬdon．  
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TherecommendationsinthissectionapplytodonationsofWholeBloodand  
bloodcomponentsintendedfortransfusion・Thissectiondoesnotapptytoblood  
COmpOnentSintendedforfbrthermanufacture（recoveredplasn？a，SourcePlasma，  
SourceLeukocytes）sincevalidationstudieshaveshownthatvlruSeSWithsimilar  
Characteristicstopandemic（HINl）2009virusaleeffectivelyinactivatedand／or  
removedduringrnanufactur）ngOfplasmaderivat】VeS．  

・UponrecelPtOfpostdonationinfbrrnationaboutadonorwithconfimled  

OrprObablepandemic（HINl）2009diseaseorinfluenzalikeillnesswithin  

48hoursa且erthedonation，theMedicalDirectorshouldevaluatethe  

Safetyofthepreviouslydonatedproductsconsistentwithexisting  
StandardOperatingProcedures（SOPs）．  

C・ ChangestoanApprovedApplication  

Asprovidedunder21CFR601▲12（C）（5），Wehavedeteminedthatthefol】owingchanges  
toanapprovedapplicationfbrlicensedbloodestablishment5maybesubm汗tedasa  
“Supplement－ChangesBeingEffected”．  

● Useofadifferentoutsidetestlab，prOVidedthetestlabisreglSteredwithFDAand  
hasbeenperformingdonortestlng．  

● TmpJementationofselfladministereddonorhistoryquestionnaires，prOVidedyou  
fbllowthecriticalcontrolpointsdescribedinFDA，sりGuidanceforIndustry：  
StreamlinlngtheDonorInterviewProcess：RecommendatiorlSforSelf－  
AdministeredQuestionnaire去”（July2003），andthesubmissioncontainsthe  
COntentreCOmmendedfbraJJseJf－admfnis［eredproceduresandcomputerassis【ed  
interactiveproceduresoutIinedinthesameguidance．  

TherecommendationssetfbrthabovesupersedetherecommendationsinFDA，s  
”GuidancetbrIndustry：Ch＆T7geS【oanApprovedApplication：BfoJogica）PTOducts＝  

HumanBloodandBloodComponentsIntendedfbrTransfusionorforFurther  
Manufacture”（July2001）atsectionIV・CandFDA’s“GuidanceforIndustry：  
StrearnlinlngtheDonorInterviewProcess：RecommendationsforSelflAdministered  
que5tionnajre5”（抽y2003）at5eCぬnIV．A，re5PeCtive】y（jnbothof血eseguidances，We  
PreViouslyhaddeterminedthatthesechangeswouldrequlreauSupplement－Changes  
BeingEfftctedin30Days”）．  

IV． BIOLOGICPROI）UCTl）EVIATIONANDFATAIJITYREPORTING   

Licensedmanuねcturers，unlicensedregisteredbloodestablishments，andtransfusionservicesare  
SubiecttoreportjngTequlrementSWjthTeSPeCttOthereport】ngOfproductdeviatjonsunder  

Co皿taimsNombimdingRecommendations  
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21CFR606．17l．BIoodestablislm1entSarenOteXpeCtedtosubmitbiologlCalproductdeviation  
reportsforpost－donationinformationrelatedtopandemic（HINl）2009virus・Ifacomplication  
ofbloodtransfusionresultsinthefatalityofarecipient，bloodestablishmentsmustreportthe  
fatalitytoFDAassoonaspossibIe（21CFR606・170（b））・  

V． COLLECTIONANDUSEOFCONVALESCENTPIJASMA   

PlasmaobtainedaRerrecoveryfromanacuteinfection（COnValescentplasma）generallycontains  
highlyrspecificantibodiesdirectedattheinfbctiousagent，andhastheoreticalpotentialtoserve  
asatherapeuticproduct・Inconsiderationthatcircumstancescouldarisewherevaccinesand  
antiviraJdrugsmightnotbesu惰cientlyava‖abZe，OrWhereapatientisno（TeSPOndingto  
approvedtherapleS，tranSfusionofconvalescentplasmahasbeendiscussedasapossible  
empiricaltreatmentduTinganinfluenzapandemic・（Re仁7－8）  

InJ坤2009，theWHOBloodReg山atorsNehvorki5Suedapo5i血paper‖on血co11¢Ctjon  
anduseofconvalescentplasmaasaneIementinpandemicinfluenzaplannlng・Thispaper  
recommendsthatscientificstudiesontheftasibilityandmedicalefftctivenessofthecollection  
anduseofconvalesc6ntplasma，andpossiblyftactionatedimmunoglobulins，ShouldbeexpIored  
throughcJinica＝血】s．FDAencouragesthedevelopmentofnew，SafeandeffectivetherapleSfor  
influenza．Becauseofitsexperimentalnature，CO11ectionandadministrationofconvalescent  
plasmashouldbeconductedonlyunderanInvestlgationalNewDrugApplication・Blood  
establishmentsthatintendtomanufactureconvalescentplasmashouldcontactFDAtodiscuss  
thejrp】ans．  

ⅤⅠ． IMアLE肥NTATION   

Thisguidancehasbeenissuedforcommentpurposesonly・   

“http：〟坤（Accぢ5edNov・2，2009）・   

＼－、、＿ノ  
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2009HINlインフルエンザによる  
血液の安全性及び供給への影響に関するFDA報告  

2009年11月16日～17日に米国メリーランド州で開催されたFD  
Aの血液製剤に関する諮問委員会（BloodProducts＾dvisoryCommittee）にお  
いて、F DA生物製剤研究評価センター（CBER：Center of BioJogics  
EvaluationandResearch）血液研究・審査部（OBRR：OfficeofBlood．Research  
andReview）のアラン・ウィリアムズ氏が、2009HINlインフルエンザ  
による血液の安全性及び供給への影響について報告を行った。その概要は以  
下のとおり。  

0 2009HINlインフルエンザウイルスについては限られた情報しか   
得られていないが、米国その他の地域において、これまで輸血により季節   
性インフルエンザに感染した事例は報告されておらず、同様に、輸血によ   
り2009HINlインフルエンザに感染した事例は報告されていない。   

○ 現時点において、2009HINlインフルエンザに感染した無症候状   
態の者の血液や血清から2009HINlインフルエンザウイルスは分離   
されていないが、研究は継続中である。   

0 2009HINlインフルエンザウイルスは、脂質の膜を持ったエンベ   
ロープ・ウイルスであり、同様の性質を持ったウイルスは血衆分国製剤の   
製造過程において効果的に不活化又は除去されたという報告もなされてい   
ることから、血祭分画製剤は一般的には安全であると考えられる。   

○ 献血の際の問診事項の中には、「今日は健康ですか」や「呼吸器に問題lま   

ありますか」といった項目が含まれており、供血者の中に2009HIN  
lインフルエンザに罷患している者がいないかどうかのスクリーニングは、   
既に適切に行われている。   

O FDAはかねてよりご保健福祉省（HHS：DepartmentofHealthandHuman   
Services）やCDC、AABB（旧米国血液銀行協会（AmericanAssociation   
OfBloodBank8））の／くンデミック・インフルエンザ及び血液供給に係る組   

織横断的タスクフォースと協調して、公衆衛生上の緊急事態における血液   
の安定的な供給の確保のため、献血を呼びかけるメッセージの発出の在り   
方や実際の血液の供給状況の監視体制の整備等に取り組んできている。2   
009HINlインフルエンザが発生した後も、血液供給は堅調に推移し   
ている。  

（同委員会を傍聴した在米大使館からの報告）   
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