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］ntroduction  

h1976，aWHOWorkingGroupontheStandardizationofHumanBlood   
ProductsandRelatedSubstaTCeS（1）consideredtheneedforintemational  
requlrementSfortheprocesslngandcontrolofwholehumanbloodand  
bloodproducts・Itemphasizedthat，aSthequalityofthesourcemat  
PlayedanimportantPartindetemimingthequalityofthe丘nalproducts，  
SuChrequlrementSShouldcoveral1thestagesintheprocess，fromthe  
CO11ectionofthesourcematerialstothequalitycontrolofthehalproduct．   
lnresponsetotheWorkingGroupもーecommendations，theRequirements  
fortheConection，ProcessingandQualityControlofHumanB100dand  
BloodProductswerepublishedin1978（D・neSeRequirementswere  
updatedandrevisedin1988（刃，andWHOrecommendationsc9nCerning  
tes血gforamibodiestohumanimmunodeficiencyvirtis任ⅡV4）were  
taken into account．This Annex cont血1S a further revision ofthe  

Requirements，aPPlicable to the quality controlof blood，blood  
COmpOnentSandplasmaderivadves．  

AnumberofodlerWHOpublicationshavedealtwithwholebloodandits  
COmpOnentS，amOng them guidelines intended mainly for blood  
transfusionservices（5）・Guide山1eSOfamoregeneralnature，SuChasthe  
GuidelinesforNationalAnthoritiesonQualityAssuranceforBiologicai  
Products，havealsobeenpublished（句・Thelattercal1for、a quality－  
assuranCeSyStembasedontheexistenceofanationalstruCturethatis   
independentofthemanufacturerandisresponsibleforgrantinghcences  
for biologicalproducts，defiming，PrOCedures for product releaseand  
Settingupapost－marketingsurveulance 
befollowedbyanyCOuntryhavingorwishingtosetupanorganizationfor  
thecollectionandfractionationofbloodandbloodcomponents・   

Thenamesofthemanyexpertswhoprovidedadviceanddatatakeninto  
account in this revision of the Requirements are listed in the 
Acknowledgementssettion，Page96・   
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Genera暮¢OnSiderations  

nesettlng11POfanorganizationforthecollectionandfractionationof  
humanbloodandbloodcomponentscausforagreatdealofexpertiseaLnd  
COnSiderableinvestment・AnycountrycontemplatiJlgtheestablishmentof  
SuChanorganizationshouldcarryoutacarefu1cos卜bene丘tanalysisto  
determinewhethertheinvestmentisJuSt追ed・Alogicaldeveldpmental  
SequenCeforaeomprehensiveorganizationstartswiththeco11ectionand  
distributionofwholeblood，PrOgreSSlnglatertotheseparationofwhole  
bloodintocomponentsandthenthefractionationofplasmapooIs・Itisnot  
always possible to be speci丘c about the details ofthe procedures  
employed，lhein－prOCeSSCOntrOIsorthetestsappliedateachstageof  
PrOdllCtion，1n particular for whole blood and component cells．In  
addition，althoughthegeneralprmcipleoffractionationofplasmaiswell  
estabhshed，thereare血1praCticenumerousvariationsinthedetai1softhe  

Variousproductionsteps・Therefore，anyCOuntrywishingtobeginthe  
COllectionandfractionationofbloodandbloodcomponentsshouldsend  
personnelfortraimngtoaplantthatisoperatlngSuCCeSSfuuy．WHOmay  
beabletohelpinarranglngSuChtraining．  

One ofthebasic questions tobeansweredbyacountryconsidering  
Whethertostartfractionationofplasmaiswhetherthereisasuitabledonor  
POPulationofsu缶cientsizetoguaranteeanadequatesupplyofsource  
material・Itisnotpossible【OSetalo、、，erlimitforthequantityofsource  
materialthatwouldbenecessarytomakesuchanoperahoneconomic  
becausetoomanyfactorsareinvoIved．However，1nOrdertomaintah  

COmPetenCeinproductionandtoavoidcertaincontam血atiorlrisks，itis   

importanttohavesu臨cientsourcematerialtomaintainthefractionation  
facilityincontinuousoperation．  

hacomprehensiveorganization，thegreatestexpenseisthatinvoIvedin  
SettlnguPthefractionationplant，blユtitisalsopossibletoregardthe  
collection of source material and its fractionation as quite separate 
Operations・A eountry may wish to establish collection centres for  

SeParatlngthecellcomponentsandthensendtheplasmatoaneStablished  
fractionationplantinanothercountry；fromwlleretheprod11CtSCOuldbe  
returnedtotheongmalcountnlThecostsofsuchanoperationmightbe   
lessthanthoseinvoIvedinestablishingandoperatmgafractionationplant．  

The generalprevalence ofcertaini7）fectious diseases，SuCh as various  

formsofhepatitisandparasiticdiseases，andofHIVinLectiondiffersso  
markedlyindifferentgeographicalreglOnSthateachnationalauthority  
mustdecideforitself＼l●hetheritiscosトefEectivetoapplythemostsensitive  
testtoeachblooddonationand≠－hetheritisfeasibletoco11ec【suitable  

SOurCematerial．Abriefprotocolforthecollectionofso11rCematerialisin  
anycasemandatory（SeeAppendix）・Greatemphasisshouldbeplacedon  
theproductionoffractionsbyaprocessthatexperiencehasshownreSults  
intheleastriskofcontamination・Forexample，irrmunoglobulinprepared  
bythecoldethanolfrac【ionationmethodofColmha5aWellestablished  
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ClinicalrecordofbeingfreeffomcontaminationwithHIVandhepatitisB  
ViruS（HBV），aShavealbuminproductspreparedbythesamemethod，  

StabilizedandheatedforlOhoursat600C（5）・Nevertheless，eXtremeCare  
isrequiredinmanl血cturetoensurethattheseproductsare仕eefrom  
infectiousviruSeS，anditcammOtbeassumedthatdi飴rentfractionation  
methodswi11be equauy efkctive・When a ffaCtionation processis  
introducedorsi卯通cantmdi6cationsaremadetoanexistingproduction  
process，the process or the modi丘cations should be vahdated or  

revalidatedbyappropnateprocedures，1nC）udingtheuseofmarkerviruSeS  
and，Whereapphcable，SpeCialinviLIDandinvi叩teStlng・  

BloodcanharbouranllmberofdifferentviruSeS，andtheuseofmedicinal  
PrOductsderivedfromhumanbloodhasledtotranSmissionofviruSeSSuCh  
asHBVand肌TheriskofviruStranSmissionbybloodandblood  
PrOductscanbed血血ishedbythetestlngOfal1individualdonations・  
Policiesformandatorytes血gsha11bedeterminedbythenadonalcontrol  
auth0rity，andshouldbereviewedregularlyandmodiLedaccordingtothe  
CllrrentStateOfknowledge．  

Specialcareandappropnatemeasuresapprovedbythenationalcontrol  
rOteCtthehealthofthestaffofbloodcouection  

Thetransportofsourcematerialsfro血blood collectingcentresand  
hospitals to fractionation facilities requlreS SpeCialconsideration・  
Refrigeradonatthetemperaturerangeappropnatefortheproductmust  
beefficientand reliableandノPrOVedtobeso．bymonitoring・Thermal  
insulationmtlStprOvideanadequatesafeguardagainstatemporaryfailure  
Ofrefrigeration．Containersofliquidsourcematerialshouldbe丘11edsoas  
tominimizefrothingduetoshaking・Beca11SeOfthepotential1yinfective  
natureofthesebiologicalmaterials；Suitableprotectionshouldbeprovided  
againstbreakage，SPulageandleakageofcontainers・  

IntheseR£quirements，theword“human，Thas 
namesofproductsderivedfromhumanblood・Productsofanimal0rigin  
areimmunOgenic，andtheiradministrationtohumanSShouldbeavoided  
WheneverequivalentproductsofhumanOngmCanbeusedinstead・ne  
propernameOfanybloodproductofnon－humanoriginshouldincludethe  
species of origin. 

TheseRequirementsconsistoffourparts：  

・PartA．Requirementsfortheco11ectionofsourcematerials  
● PartB．Requirementsforslngle－donorandsmall－pOOIproducts  
● PartC．Requirementsforlarge－pOOIproducts  
● PartD．Nadonalcontrolrequuements．  

EachdealswithaseparateチSpeCtOfco11ection，prOCeSSingandqtlality  

COntrOl，butal1thepartsarelntendedtobetakentogethertoconstitutea  
Singledocument．Itwi1lnotbepossibletorelyonanybloodproductunless  
therelevantrequrementsforeachsteparecompliedwith，andanyattemPt   
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tomakethemlessstnngentmavhaveseriousconsequencesforthesafety  
Ofthe血alproduct．  

Parts A－D are dividedinto sections，eaCh of which constitutes a  

recommendation・Thepartsofeachsectionprintedinnormal（ypehave  
beenwrittenintheformofrequlrementS，SOthat．ifahealthadmi血stration  
SO desires，theymaybe adopted asthey stand as de丘nidvenational  
requirements・nepartSOfeachsectionprintedinsmalltypearecomments  
OrreCOmmendationsforguidance・  

ShouldhldividualcountrieswishtoadopttheseRequlrementSaSthebasis  
fortheir nationalregulations concemiJlg blood products and related  
Substances，1tis recommended that modi五cations be made only on  
COnditionthatthemodi丘edrequlrementSenSureatleastanequaldegreeof  
Safetyandpotencyoftheproducts・ItisdesirablethattheWorldHealth  
Organizationshouldbeinformedofanysuchchanges．  

Increaslng demand for blood produc【sis resultinginthe extensive  
movementofsuchproductsfromonecountrytOan0ther、Intemadonal1y  
acceptedreq111rementSarethereforel】eCeSSarySOthatcountrieswithout  
anyregulationsonbloodproductsandrelatedsubstancesmayreferto  
themwhenimportmgsuchproducts．  

lnternationa18ioI09i¢alStandardsand  
ReterenceRea寧e鵬S  

RapidtechnologicaldevelopmentsinthemeasurementofthebiologlCal  
activityofbloodproductsandrelatedsub5tanCeSfequiretheestablislment  
Ofinternadonalbiologicalreferencematerials．The丘rsttwosuchmaterials   

（forami－Aandanti－Bblood－tyPingsera）wereestablishedin1950，and  
further reference materials have beeJ］eStablished since．A number of  

materialsarecurTendyunderinvestigationforuseinthepreparationof  
newstandards．  

TheactivityofbloodproductsmustbeexpressedinhtemationalUnits  
WhereanhternationalStandardexists．WHO pubushesalistofsuch   
Standards（revisedfromtimetotinモeandmostrecentlyin1990）underthe  
titleβわわがCαJ∫エ血招′？Cg∫・■加励77〝〃♂朋／ふ〟J～広一′め〝〃d月密佗〃Ce月eβge〃路．  

PeIinitions  

nefollowingdeanidonsareintendedforuseinthisdocumentandare  
notnecessari］yvalidbrotherpurposes．  

Bloodcollection：aPrOCedurewherebya smgle donation ofbloodis  
COllectedinananticoagulantand／orstabilizingsolution．  

PTDCe5Slng：anyPrOCedurethattakesplaceafterthebloodisco11ected．  
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Phzsm呼hens亘qphensLsand碑heTVLs：PrOCedureswherebywhole  
bloodisseparatedbyphysicalmeansintocomponentsandoneormoreof  
themreturnedtothedonor．  

Cbsedbbod－COllecLionandpn，CeSSlng甲tem：aSyStemforcol】ectlngand  
PrOCeSSingbloodincontainersthathavebeenconnectedtogetherbythe  
manufacturerbeforesteri1ization，SOthatthereisnopossibnityofbacterial  
Orviralcontam血1ationfrom outside after co11ection ofblood fromthe  

donor．  

DonoT：aPerSOnWhogivesbloodoroneofitscomponents・  

Singl＆donormaterials  

Ⅵ伽IebLood（SOmetimesreferred10aS“blood”）：bloodcollectedinan  

anticoagulantsolutionwithorwithouttheadditionofnutrientssuchas  
glucoseoradenine．Wholebloodisco11ectedinunitsof450mi．  

BloodcoTT甲Onent：anyPartOfbloodseparatedfromtherestbymeanSOf  
Physicalprocedures．  

伽ma：theliquid portion remalrung af（er separation ofthece11ular  
elementsfrombloodcollectedinareceptaclecontainingananticoagulant，  
OrSeparatedbycontinuous丘1tradonorcentrifugationofanticoagulated  
bloodinanapheresISPrOCedure．  

伽ma，PDZen：aPlasmaseparatedmorethan8hafterco11ectionofthe  
bloodandstoredbelow－200C．  

蝕JM，陶h伽zen：aPlasmasepar串edwithin8hofdonadon，frozen  

rapidlyandstoredbelow－200C（andpreferablybelow－300C）．  

肋ma，Plbtele（－rich：aPlasmaconta）nlngatleast70％oftheplateletsof  
山eodgh山wholeblood．   

PhlSma・庫eze－dHed：any？neOftheaboveformsofplasmathathasbeen  

freeze－driedforpreservatlOn．  

Phzsma，feCO膵Ted：Plasmarecoveredfromawholeblooddonation．  

CbりPnC画tatedPcLoryWacrudepreparationcontainingfactorVⅢthat   
isobtainedfromsinglellnits（OrSmal1pooIs）ofplasmaderivedeitherfrom  
Wholeblood or byplasmapheresis，bymeans ofaprocessinvoIving  
freezing，thawingandprecipitation．  

Se7um：theliquidpartofcoagulatedbloodorplasma．  

RedcelLs：Wholebloodh）mWhichmostoftheplasmahasbeenremoved   
andhavinganerythrocytevoll皿efractiongreat占rthan0．7．  

RedcelL”uPendedinaddititesohLtion：redce丑stowhichapreservative  
SOlution，forexamplecontainingade山ne，glucoseandmanmitol，isadded  
to permitstoragefbrlongerperiods；theresultingsuspenSionhasan  
erythrocytevolume紐■aCtionofapproximatelyO．6－0．7．   
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Redce恥，棚∫hed：redce11sfromwhichmostoftheplasmahasbeen   
removedbvoneormorestagesofwashing雨thanisotonicsolution・  

Redce恥，leukoqte－dqpkLed・aunitofared－Ce11preparationcontalm－g   
fewer than 1.2 X 109 leukocytes. 

RedcelLf，h？ukoqtej）001∵a unit ofa red－Cellpreparation contauulg  
fewerthan5×1061eukocytes・  

RedceLLy，♪vzen：redce11sthathavebeenstoredcontinuouslyat－650Cor  
below，andtowhichacryoprotectiveagentsuchasglycerolhasbeenadded  
beforefre占zing．  

Redce恥degb7CerOlized：frozenTedcellsthathavebeenthawedandfrom  
Whichglycerolhasbeenremovedbywashing・   

PhzLeleLs：plateletsobtainedeidlerbysヲParationofwholeblood，buaycoat  

OrPlatelet－richplasmaorbyapheresISandsuspendedinasmallvolume  
Ofplasmafromthesamedonation．  

LeukoqEes：1eukocytesobtainedeitherbytheseparationofwholebloodor  
byapheresisandsuspendedinasmallvolumeofplasmafromthesame  
donation．   

Large－POO）products  

BuLkmateriaL・PlaLSma，POWder，paSteOrliquidmaterialpreparedbythe  
fractionationofpooledplasma・  

Finalbulk：aSteri1esolutionpreparedfrombulkmaterialandbearingthe  
COrreSpOndingbatchmLmber．Itisusedto丘11the丘nalcontainers．  

ln some countries－ the finaIbu［k盲s distributedinto containers through a  
Steri［iz［ng filter．ffthetota（finaibulkis notdist（ibutedintocontainersin one  
SeSSion，eaChofthef曲ng［otsisgIVenaSubhbatchnumbe「   

PiZLinglot伊7alわ0：aCO11ection ofsealed血alcontainersthatチre  
homogeneouswithrespecttocompositionandtheriskofcontaminatlOn  
duringBningand（Whereappropriate）dryingorotherfurtherprocessing  
SuChasheattreatment．A丘11inglotmustthereforehavebeen丘uedand   
（Whereappropriate）driedinoneworkingsession・  

PartA．FteqLuirementsforthecollectionof  
SOur¢ematerials  

l． Premises 

The premises shallbe of suitable size，COnStruCtion andlocation to  
facilitatetheirproperoperation，elea血1Bandmaintenanceinaccordance  
Withacceptedrulesofhygiene．ThevshaucomplywiththerequlrementSOf   
GoodManufacturingPracticesfor 
Productsandinadditionprovideadequatespace，lightingandventilation  
forthefollowingactivitieswhereapplicable：  
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・Themedicalexaminadonqfindividuaisinpnvatetodeterminetheir   
丘tnessasdonorsofbloodand／orbloodcomponentsandtoprovidean   
OppOrtunityforthecon丘dentialse掛exclllSionofunsuitablepotential   
donors．  

● newithdrawalofblood from donors and，Where applicable，the   
re－infusionofbloodcomponentswithminimumriskofcontamination   
andemrs．  

・Thecareofdonors，includingthetreatmentofthosewhosufFeradverse   
reac也ons．  

● Thestorageofwholebloodandbloodcomponentsinquarantine   
pendingcompledonofprocesslngandtestlng・  

● Thelaboratorytestingofbloodandbloodcomponents・  
● Theprocesslnganddistributionofwholebloodandbloodcomponents   

inamannerthatpreventscontam血tionandlossofpotency・  
● Theperformanceofal1steps皿aPheresISPrOCedures，ifapplicable・  
・Theperformanceoflabelling，PaCkagingandother丘nishingoperations   

inamannerthatpreventserrors・  
● PnleStOrageOfequlpment・  
● Theseparatestorageofquarantinedand丘山shedproducts・  
● Thedocumentation，reCOrdingandstorageofdataonthedonor，the   

donated blood and the ultimate recipient. 

Mobileteamscanbeusedforthecollectionofb100d．AIthoughthepremises  

USedbysuchteanSrnaynOtCOmPlywiththemorestringentrequirementsfor  
CentreSbuillspecJaJlyforthepurpose．1heymustbeadequatetoensurethe  
Safetyofthedon叫theCoHectedb100dorb100dcomponentsandlhesta付  
Participatingin bIoodcotJection．Thesafetyofthesubsequentusersofthe  

PremisesshouldaJsonotbeforgotten．  

Equipment  

TheequlPmentuSedinthecollection，prOCeSSlng，StOrageanddistrib－1tion  
ofbloodandbloodcomponentsshallbecalibrated，teStedandvalidated  
beforeinitialuse，andshal1bekeptcleanandmaintainedandchecked 
regularly．The requlrementS Of Good Manufacturing Pracdces for  
PhaモmaCeutical（7）andBiological（句Productsshal1applyinevery  

p訂tlCular．  

Theequlpmentemployedtosterni2：ematerialsusedintheco11ectionof  
bloodorbloodcomponentsorfbrthedisposalofcontaminatedproducts  
Shal1ensurethatcontaminatingmicroorganismsaredestroyedandshal1be  
Validatedforthispurpose．meeffecdvenessofthesteri1izationprocedure  
shallbenotlessthanthatachievedbyatemperatureof121・5OCmain－  
tainedfor20minbymeansofsaturatedsteamatapressureoflO3kPa  
（1LO5kgUcm20r151bf／in2）orbyatemperatureof1700Cmaintained  
br2hw仙dryheaL  

Allcontaminated materialshould be made safe before disposaI．Disposal  
Shourdcompfywiththerelevant10Callaws・  
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lbsts for sterility are gJVenin the revised RequirenlentS for BioIogJCal  
Substances No・6（GeneralRequirements for the Ster＝ity of BioJogical  
Substances）（Rpp．40－61）．  

3． PersonneJ  

Anorganizationfc．rthecollec－ionofbloodorbloodcomponentssha11be  
underthedirectionofadesignatedandappropnatelyquali丘edperson  
Whoshallberesponsiblefore】一Suringthatalloperationsarecarriedout  

PrOPerlyar）dcompetentl、㌧Thedirectorshauhaveadequatekn0wiedge  
andexperienceofthescientificandmedicalpnnciplesinvoIvedinthe  
PrOCurement Of bloodand，if applicable，the separation of blood  
COmPOnentSandthecouectionofsuchcomponentsbyapheresis．  

The director shau be respo】一Sible for ensunngthat employees are  
adequatelytrainedaJld acqulre praCticalexperienceandthattheyare  
awareoftheapplicationofacceptedgoodpracticetotheirrespeCtive  
hnctions．  

The director should have the authority to enforce or to delegate the  

enforcementofdiscipl暮neamOngrelevantemployees．  

The persons responsible for（he collection of the bloodand blood  
COmPOnentS Shal1be supervisedbylicensed physicians血o shal1be  
responsibleforaumedicaldecisions，forreviewoftheproceduresmanual  
andforthequality－COntrOlprogramme，includingteclmiques，equlpment，  
PrOCeduresandstaff・  

Thepersormelresponsiblefortheprocesslng，StOrage，distributionand   
9ualitycontrolofblood；bloodcomponentsandplasmasha11beadequate   

in number and each member of the personnel shail have a suitable 
educationalbackgro11nd and trah血g or experience that wi11ensure  
COmpetentperformanceofasslgnedfunctionssothat血e蝕lalproducthas  
therequiredsafeり1Purity，POtenCyandefBcacy．  

4． Donors   

4．1 β○〃OrぶeJec〟○〃  

Theprovisionofblood，bloodcomponentsandplasmaderivativesfrom  
VOluntary，nO11－remunerateddonorsshouldbetheaimofal1countries．   

In selectlTlgindividuals for blood donation，itis mostimportant to  
determinewhetherthepersonisingoodhealth，inordertoprotect也e  
donoragainstdamagetohisorherownhealthandtoprotecttherecipient  
agalnSteXPOSuretOdiseasesortomedicinalproductsfromthebloodor  
bloodproducts・Itshouldberecognizedthatthedonorselectionprocess  
COntributessigni丘cantlytothesafetyofbloodproductsderivedfromlarge  
PlasmapooIs・ThefollowiJlgPrOvisionsapplytodonationsofbloodor  
bloodcomponentsnotintendedforautologoususe．  
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ThehealthofadonorshaubedeteminedbyalicensedphysicianOra  
personunderthedirectsupervisionofalicensedphysician，aJldthedonor  
Shallbefreefromanydiseasetransmissiblebybloodtransfusioninsofar  
ascanbedeterminedbyhistory－takingandexamination（SeeSeCtion4・3）・  
DonorsshallbehealthypersonsofeithersexbetweendleageSOf18and  
65years・  

lnsomecountries，thereisnoupperlimittotheageoflhedonoLWithparental  

COnSenttheminirnumagemaybeLoweredto16years．  

Red blood cells from donors wjth glucose－6－Phosphate dehydrogenase  

deficiency；Sickle－Ce＝traitorotherinherited erythrocyte abnorma［ities may  
gJVe rise to trans†usion reactions under certain circurnstances・Decisions  

regardingthesuitabilityofsuchdonorsshouldbemadebythenationalcontrof  
autho「ity  

A donor should be considered for plasmapheresis only where the 
proceduresinvoIvedresultinproductsorservicesshowntoserveaCCepted  
medicalpurposes，including prophylaxIS，therapy and diagnosIS，aS  
Verifiedbyvalidscienti丘cevidence・Alldonorsshouldbecerti丘edas  
acceptable，atthetimeofeachplasmapheresisprocedure，byareglStered  
physicianorbytrainedpersonnelunderthedirectsupervisionofthe  
Physician・  

noseeligibleforapheresisdonationinclude：（a）healthypersonswho  
fulGlthegeneralcriteriaforblooddonors；仲）personswithantibodylevels  
thathavebeenincreased，eithernatural1yorbyimmunization；（C）subject  
to（a）above，perSOnSwithplasmathatis ofvaluefordiagnostic or  
referenc？purPOSeS； 

． 

WhenapotentiaJdonordoesnotfu）fiLthegeneralcriteriaforbJooddonation．  

theacceptanceofherorhimasadonorforaspecificcomponentofblood  
ShouIdbeatthediscretionoftheresponsiblephysician．Whereappropriate，  

thephysicianshouldhaveaccesstoanethjcaJcommittee・  

Donor educationand selection programmes areintended to prevent  
potential1yinfecdousunitsofbloodandplasmafrombeingcollected・Itis  
essentialthatsuchprogrammeSareCOmprehensibleandreadilyaccessible  
toallpotentialdonors・  

Tbreducethehkelihoodoftransmittinginfections，al1potentialdonors  
Shouldbeinformed offactorsintheirhistoryorbehaviourthatmay  
increasetheirriskofbeinginLected．Thenationalcontrolauthoritymust  
determinetheappropnateexclusioncriteriaforthecountryconcerned・  

Personsinthefollowingcategories shal1beextluded from acting as  
donors：  

－ thosewithclinicalorlaboratoryevidenceofinfectiousdisease，e・g・   
infectionwithhepatitisviruSeS，HIVlorfrrVL2；  

－ PaStOrPreSentintravenousdrugabusers；  
一 menWhohavehadasexualrelationshipwithanotherman；  
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ー menandwomenwhohaveengagedinprostitution；  
－those with haemophilia or o（her clottlng－factor defects who have  

receivedclotting－factorprepara（ions；  

－ SeXualpartnersofanyoftheabo＼′e・  

Insomecountries，thesexuaLpartrlerSOflhosealrisko＝ransnlittingjnfections  

areexcIudedfromactingasdonorsloronlyoneyear．  

Personswhohavereceivedblood transfusiollSShouldbeexcludedfrom  
actmgasdonorsforatleastoneyear．  

Donorsshouldbemadeawarebeforedonatingbloodthatitw止1betested  

forthepresenceofserologicalmarkersofinfection・Itisadvisablethatthe  
rightto tes†donations and thelegalimphcationsoftestingdonations  
Shouldbec）arifiedbytheappropriateauthority・  

4．2 β○〃a〟○〃加que〃り′a〃dyo／u〝le  

4．2．1仙竹0／e上〉／00d  ゝ、  

Thefrequencyofwhole－blooddonations shallnotexceedonceevery   
twomonths，withamaximumvolumeinanyconsecutive12－mOnthperiod  

of31，  

Astandarddonationshouldnotbeco）lectedfrompersonsweigl血gless  
也an50kg．  

Astandarddonaれ）nis450rnl；anOPtimumbk）Od／anticoagu［antratiois7toIL  

Thefrequencyofdonationmayhavetobemodifiedonanindividua＝〕aSis．ln  
generaJ，PremenOPauSa）women should notdonate bJood as frequent（y as  

men．  

4．2．2 Pねgma  

Plasmadonorscanbedividedintothreegroups‥tho5eWhodonateata  
frequencycomparabletothata1loⅥ・Ledfor、rholeTblooddonations；those  
WhodonatetwototbeetimesasfrequentlYa5＼、▼hole－blooddonors；and  
thosewhodonateatama衰mumoftwiceaweek．The伽stgroupsha11be  
acceptedonthebasisofthegeneralcriteriaforblooddonors・  

ThemaximumvolllmeOfplasmathatmal▼be removedfrom adonor  
duringoneplasmaphere5isprocedureshaubedetermiJledbythenational  
healthauthority，andshal1dependonwhethertheplasmaisobtainedby  
manualorautomatedplasmapheresis．  

1nsomecountries，thevolumeofplasmacoEJectedduringamanualprocedure  

isthequantityobtainedfroml．0－1．2lofwholebEood．ThevoIumeofpIasma  

COllecledduringanautomatedproceduredependsontheequlPmentuSed・  

ltisdifficulltospecifythemaximumvolumesofplasnlathatcanbesafely  
COllected†romdonorsuntiImoredefinitivedataareavai）abJeontheeffecIsOf  
Plasmapheresisondonors．Thelimitsimposedindifferenlcountriesvaryand  

dependonthenutritionaJstatusofthedono「   

1faplasmadonordonatesaunitofwholebloodoriftheredbloodcellsare  
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notretumedinanapheresISprOCedure，thenextdonationshallbedeferred  
byeightweeks unlessspecialcircumstanceswarrantapPrOValbythe  
responsiblephysicianofplasmapheresisatanearlierdate・  

Ingeneral，Plasmacollectedbytherapeuticplasmapheresisshaunotbe  
usedforfractionation．  

4．3 肋J始わけ  

4．3．1Ge〃e√∂／  

Beforeeachdonation，queStionsshallbeaskedsoastoensurethatthe  
donorisinnormalhealthandhasnotsuffered，Orisnotsuffering，fromany  
seriousilhess．  

Adonorwhoappearstobesufferingfromsymptomsof牟CuteOrChronic  
disease or whois recelVlng Oralor parenteralmedication，with・the  
exception ofvitamins，POStmenOpauSal hormone therapy or oral  
COntraCeptlVeS，Shal1notbeaccepted11nlessapprovedbyaphysician，  

Adonorwhoappearstobeundertheinfluenceofanydrugincluding  
alcoholorwhodoesnotappeartobeprovidingrdiableanswerstomedical  
historyquestionsshallnotbeaccepted，   

4．3．2J〃ぬcIわ〟5d怨eaぶeぶ  

Potentialdonbrswithahistory thatplacesthem atincreasedrisk of  
transmittlnginfectionshaunotdonatebloodorplasmaforanappropriate  
timeperiod．Adonorsha11bepermanentlyexcludedifoneofhisorher  
PreViousblooddonationswasbelievedtoberesponsiblefortranSmttmg  
disease．  

ln most countries，queStions concerning the slgnS and symptoms of HtV  

infection wiJ［be part of the routine assessment of rnedicalhistory and  
appropriatemonitonngforHJVasdefinedbythenationalcontro］authoritywil）  

beinc）uded．As a result of this assessment．a potentialdonor may be  

disqualified，  

Donors shal1nothaveahistoryof：POSitivelaboratorytestresultsfor  
hepadtisorcorrespondingsymptorhsandsigns；ClosecontaQtwithan   
individualwithhepatitiswithinthe previous year；reCeiptwithinthe  
Previousyearofhumanbloodoranybloodcomponentorfractionthat  
might be a source oftranSmission ofinLectio11S agentS；Or tattOOing，   
SCariBcationoてearpiercing（unlessperformedundersteri1econditions）  
withintheprev10uSyear．  

Acupuncturewithinthepreviousyearmayalsopresentariskifnotcarriedout  

UnderslerileGOnditions．  

1n somecountries，POtentialdonorswith ahistoryofvira＝1ePatitisorofa  

P？SitivelestforhepatitisBsurfaceantigen（HBsAg）orantjbodiestohepatitisC  

VJrUS（anti－HCV）are permanentJy exc［uded．1n others，SUCh dono（S are  

acceptedprovidingthatrecoveryoccurredmorethanoneyearpreviousIyand  

thatthereactionforHBsAgandanti－HCVinasensitivetestisnegative・  
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The requlrementS COnCerningviralhepatitis may be varied，atthe  
discredon ofthe nadonalcontrolauthority，aCCOrding tothelocal  
epidemi0loglCalcircumStanCeS．  

The coi）ection both of single－donor products（WhoJe bIood andits  
COmPOnentS）andofpIasmaforpoolingforthemanulactureofpTasrnafractions  
CaPabreoftransmittinghepa仙sorHIVshouldbeavoidedifagroupofpotentiaJ  
donorssho＼VSaP（eVaienceofacuteorchronichepatitisB，hepatitisCorHN  

infection hig卜erthan that foしndin the generaIdonor popu）ation，Specific  
app「OValrTlaybegivenDynationalcoTttrOlauthoritiesfortheuseofdonations  

fromsuch popufationstc・PrO＼′ic：e P；asmaforthemanufactureofhepa輔sB  
VaCCineorhepatitjs∋盲mrTl．LinOgiobuき：n．  

1naTeaSWitha10＼Vi「ciderlCeOftransfusion－tranSmitteddisease，WholebIood  

Or b100d components should not be usedlor transfusionif obtained from  

SOUrCe materlalco‖ectedin an a「ea where thereis a highincidence of  

b10Od－borneinfectiousdisease．  

Bloodandplasmasha11betestedforthepresenceofHBsAg，and－ⅠⅡVand  

anti－HCVbvthemethodsdescribedinPartB，SeCdon7．2；thetestsused ノ  

SholユIdbeapprovedbythenationalcontrolauthorityorotherappropriate  

authoritv．   

Anyonewhosebloodhasbeenshowntobereactiveforinfectiousdisease  
markers by approved screenmg tests shallbe excluded as a donor．  
Selectionasadonormaylaterbepermittedifsu岱cientdataareavailable  

fromtestsapprovedbythenationalcontrolauth0ritytoindicatethatthe  
Originalresultswerenon－SPeCific■  

Natiollalhealthauthoritiesshaudeveloppoliciesdesignedtopreventthe  
transmis5ion ofinfectious diseases based on theprevalence ofthese  
diseasesinthedonorpopulationandthesusceptibihtyofrecipientsto  
山cnl．  

Incountries＼Vheremalariaisnotendemic！donorsofce＝ufaTb）00dproducts  
Should have anegative history ofmaIariaexposureduring the previousstx  
months and a negatiソe history of cLinicalmalaria．or a history of ma（aria  

PrOPhylaxisiftheyha＼一ereSidedin，OrVisited，anendemicareawithinthethree  
years preceding the donation．Such（eStriclions may belessimportantin  

COUntrieswheretheprevaIenceofendemicmalariaishighamongbothdonors  

and recipients，eXCePt When bLood products are required by visitors from  

non－endernicareas．MatariahistorylS nOtPertinentto plasmadonation for  

SOUrCematerTaJthatw川befractionated．  

Particularattentionshouldbepaidtoskindecontaminationproced11reS  
beforebloodco11ection．  

Many parasitic，bacteria‡and viraldiseases，inctuding trypanosomiasis．  

toxopJasmosis，SyPhjIis aTld bruceJ10Sis，Can be transmitted by b100d．  

Precautions shoud be taken to avoid bJood corlection durfng theviraemic  
Phaseofviraldiseases欣e meastesand rube＝a．Potentia】donorswhohave  

livedinorrecentlytraveJLedtoareaswherehumanT－CelHymphotropICVirus  
infections and haemorrhagjc fever are endemic should beinvestigated for  
evidenceofsuchinleclions．  
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Anyonewhohasreceivedpituitaryhormonesoflmmanoriginshouldbe   
permanentJyexcludedasadonorbecauseofpossibleinLtctioz）withthe  
agentcausingCreutzfeldtJakobdisease，althoughtransmissionofthis  
agentthroughbloodproductshasnotbeenproved・   

4．3．3〟伽Or∫UJ9ery  

Donorssha】1nothaveulldergonetoothextractjonorotherminorsurgery  
duringaperiodof72hbeforedonation．   

4．3．4P／e9〝a〃Cγ∂〃d由cIafわJI  

Pregnantwomen shal1be excluded froniblood donation・In general，  
mothersshallalsobeexcludedduringlactationandforatleastsixmonths  
afterfull－termdelivery．  

Theinterva＝〕efore b100d donatjonis permissible after pregnancy may be  

Shorterin some cases．e．g．six weeks after an abortion during the first  
trimesleL  

lnsomecountries，donorsareacceptedwhenpregnantorduringtheperiodof  

lactationiftheirb100dcontainscertainblood－grOuPantibodiesorisneededfor  
auto10gOuStranSfusion・Thevolumetobetakenshouldbedeterminedbythe  
PhysicianresponsibZe．   

4．3．5PJ叩わyねc〟cよmmun仕aぬ〃  

SymptOm－free donors who have recently beenimmunized may be  
acceptedwiththefo1lowlngeXCeptlOnS：  

● ThoserecelVmgattenuatedvaccinesfbrmeasles，mumpS，ye封owfever  
or poliomyelitis shall be excluded until two weeks after the last 
immunizationorlnJeCtion．  

● Thosereceivingattenuatedrubeua（GermanmeaSles）vaccineshal1be  
excludedtmti1fourweeksafterthelastlqeCtion．   

・ThoserecelVlngrabiesvatcineforpost－eXPOSuretreatmentShallbe  
excludeduntiloneyearafterthelastinjection．  

● ThoserecelVlngpaSSiveimmunizationwithanimalserumprOducts  
Shal1beexcludedun山fourweeksafterdlelastlqeCtion．  

● ThosereceivinghepatitisBvaccineneednotbeexcludedlmiessthe  
VaCCineisbeingglVenbecauseofexposuretoaspeciAcrisk，inwhich  
CaSethedonorshal1bedisquali5edforatleast12monthsa血erthelast  
SuChexposure．IfhepatitisBimmunoglobulinhasbeenadmimistered，  
theperiodofdeferralshanbeatleast12monthsbecausediseaseonset  
maybedelayed．   

4．4 〃画e∬a爪わ∂批I〃  

Asdeterminedbythena山）nalcontrolauth0rity，physicalexaminadt）nOf  
donorsmayincludemeasurementofweight，b）00dpressure，Pulserateand  
temperature．Ifthesearemeasuredandtheresultslieoutsidetheranges  
recommended below，the donor concemed shallbe accepted onlyif  
approvedbythelicensedphysicianincharge・   

48  

－40－  

● 汀   




