
tomakethemlessstringentmayhaveseriousconsequencesforthesafety  
Ofthe血alproduct・  

Parts A－D are divided into sections，eaCh of which constitutes a  
recommendation．Thepartsofeachsectionprintqdinnormaltypehave  
beenwrittenintheformofrequlrementS，SOthat，ifahealthadminlstration  
SO desires，theymaybeadopted asthey stand asde丘nitivenational  
requirements・ThepartsofeachsectionprintedillSma11typearecorrments  
OrreCOmmendationsforguidanee．  

Shouldindivid11alcountriesllishtoadopttheseRequirement占asthebasis  

fortheir nationalregulations concemingblood products、and related  
Substances，1tis recoⅡ1mendedthat modi五cadons be made only on  
COnditionthatthemodi丘edrequlrementSenSureatleastanequaldegreeof  
Safetyandpotencyoftheproducts．1tisdesirablethattheWorldHealth  
Orga血zationshouldbeinfomedofanys11Chchanges．  

hcreasmg demand for blood productsis resultinginthe extensive  
movementofsuchproductsfromonecountrytoanother・Internationally  
accd）tedrequirementsarethereforenecessarysothatcountrieswithout 、  

ul 
：三こ；きご；  

atiorlSOnb）00dproductsandrelatedsubstancesmayreferto  
themwhenimportlngSuChproducts．  

Internationa［Bi0109ical＄tandardsand  
Retoren¢eRoagents  
Rapidteclm0logicaldevelopmentsinthemeasurementofthebiological  
activityofbloodproductsandrdlatedsubstanCeS－requiretheestablislment  
Ofinternationalbiolo由Calreferencematerials．The血sttwosuchmaterials   
（foranti－Aandanti－Bblood－tyPingsera）wereestablishedin1950，and  
further reference materials have beLen established since．A number of  
materialsarecurrentlyunderinvestlgationforuseinthepreparationof  
newstandards．  

TheactivityofbloodprodtlCtSmuStbeexpressedinlnternationalUnits  
WhereanInternationalStandard exists．WHOpublishes alistofsuch   
Standards（revisedfromtimetotiI㌍andmostrecentlyin1990）underthe  

t氾eβfoわがc〟J∫上血招J7Ce∫．・加肋77〝〃0朋Jふ〟J！血ノめ〟J7d月∈桓柁J7Ce月eβ㌍門お・  

DoIinition＄  

Tbefonowingde丘山tionsareintendedforuseinthisdocumentandare  
notnecessarilyvalidforotherpurpose5・   

BloodcoIZbction：aprOCedurewherebyasingledonationofbloodis  
COllectedinananticoagulantand／orstabilizingsolution・  

PTVCeSSing：anyPrOCedurethattakesplacea駄erthebloodiscollected・  
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PhzsmqpheTeS亘qpheTVねandqEapheTeSLs：prOCedureswherebywhole  
bloodisseparatedbyphysicalmeansintocomponentsandoneormoreof  
themretumedtothedonor．  

Ck）Sedblood－COllectionandpTVCeSSlngq＄tem：aSyStemforco11ectlngand  
processingbloodincontainersthathavebeenconnectedtogetherbythe  
manufacturerbeforesteri1ization，SOthatthereisnopossibuityofbacterial  
orviralcontaminationfrom outside a仕er collection ofblood fromthe  

donor．  

Donor：aPerSOrlWhogivesbloodoroneofitscomponents・  

SingIe－donormateriar＄  

Wholbblood（SOmedmesreferredtoas“blood”）＝bloodcollectedinan  
anticoagulantsol11tionwithorwithouttheadditionofnutrientssuchas  
glucoseoradenine・Wholebloodiscol）ectedinunitsof450ml．  

BloodcoT7POnent：anyPartOfbloodseparatedfromtherestbymeansof  
physicalprocedures・  

Pkzsma：dleliquid portion remainlng after separation ofthe ceuular  
elementsfrombloodcollectedinareceptaclecontalnlngananticoagulant，  
OrSeparatedbycontinuous丘1trationorcentrifugationofanticoagulated  
blood in an apheresis procedure. 

Ph7Sma，♪vzen：aplasmaseparatedmorethan8haftercollectionofthe  
bloodandstoredbelow－20OC．  

蝕ma，Jねshこわzen：aPlasmaseparafedwithin8hofdonation，frozen  
rapidlyandstoredbelow－200C（andpreferablybelow－300C）・  

Phzsma，Ph2telel－rich：aPlasmacontainingatleast70％oftheplateletsof  
the original whole blood. 

PLbsma，如eze－driedany？neOftheaboveformSOfplasmathathasbeen  

freeze－driedforpreservatlOn・  

Plbsma，feCOWTed：Plasmarecoveredfromawholeblooddonation・  

CbppTeC桓itaiedカctorl／独acrudepreparationcontainingfactorVⅡIthat   
isobtainedfromsingleunits（OrSma11pooIs）ofplasmaderivedeitherfrom  
Whole blood or byplasmapheresis，by means ofaprocessinvoIving  
freczlng，thawingandprecipitation・  

SeTum．・theliquidpartofcoagulatedbloodorplasma・  

RedcelLf：Wholebloodfromwhichmostoftheplasmahasbeenremoved   
andhavinganerythrocytevolumefractiongreat占rthan0．7．  

RedceLLfSu4）endedinadditi膵SO）ution：redcellstowhichapreservative  
SOlution，forexamplecohtaimingadenine，glucoseandmannitol，isadded  
topermitstorageforlongerperiods；theresultingsuspensionhasan  
erythrocytevolumefractionofapproximatelyO・6－0・7・   
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Redcelb，仰Shed：，redcellsfromwhichmostoftheplasmahasbeen   
removedbvoneormorestagesofwashingwithanisotonicsolution・   

Redcelb，Zeukoqte－dqpねted：aunitofared－Cdlpreparationcontaining   
fewerthanl・2×1091eukocytes・  

Red ce恥lelLkoり′teザ007∵a unit ofa red－Ce11preparation containlng   
fewerthan5×106leukocytes・   

RedcelhPDZen：redcellsthathavebeenstoredcontinuouslyat－650Cor   
below，andtowhichacryoprotectiveagentsuchasglycerolhasbeenadded  
beforefre6zing．  

RedceZLf，degb7CeTOlized：frozenredcdlsthathavebeenthawedandfrom  
Whichglycerolhasbeenremovedbywashing・   

PhzteleLS：Plateletsobtainedeitherbyspparationofwholeblood，buqycoat  

Orplatelet－richplasmaorbyapheresISandsuspendedinasmallvolume  
Ofplasmafromthesamedonation・  

L，eukocyies：1eukocytesobtainedeitherbytheseparationofwholebloodor  
byapheresisandsuspendedinasma11volumeofplas山afromthesame  
donation．   

Large－P001product＄  

BuLkmateTiaL・Plasma，POWder，PaSteOrliquidmaterialpr与Paredbythe  
fractionationofpooledplasma・  

nnalbulk：aSteri1esolutionpreparedfrombulkmaterialandbe・aringthe  
COrreSPOndingbatchnumber・Itisusedto丘uthefinalcontainers・  

En some countries，the fina，bulkis distribut6dinto containers through a  
SteririzingfilteLlfthetota【finaEbulkisnotdistributedintocontainersinone  
SeSSion，eaCho†the†il】ingiotsisgivenasub－batcllnumber 

月Zlinglot炉′7alわ0：a CO11ection of sealed血alcontainersthat are  
homogeneouswithrespecttocompositionandtheriskofcontamination  
duringfillingand（Whereappropriate）dryingorotherfurtherprocessing  
suchasheattreatment．A丘u血g10tmuStthereforehavebeenfilledand  
Ovhereappropriate）driedinoneworkingsession・   

PartA．Ftequirement＄forthec01）ectionof  
＄Our¢Omat色rials  

l． Premi由s 

The premises shau be of suitable size，COnStruCtion andlocation to  
facihtatetheirproperoperation＝eleaningandnaintenanceinaccordance  
withacceptedrulesofhygiene．Thevsha11complywiththerequlrementSOf   
GoodManufacturingPracticesfo；pharmaceulical（7）andBiological（句  
Productsandinadditionprovideadequatespace，艮ghtingandventilation  
forthefollowingacti）itieswhereapplicable‥  
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● ThemedicalexaminadonofindividualsinprlVatetOdeterminetheir   
fitnessasdonorsofbloodand／orbloodcomponentsandtoprovide？n   
OPPOrtumityfortheconBdenbalself－eXClusionofunsuitablepotential   
donors．  
● Thewithdrawalofbloodfrom donorsand，Where applicable，the   
re－infusionofbloodcomponentswithmimimumriskofcontamination   
anderrors．  
● Thecareofdonors，includingthetreatmentofthosewhosufferadverse   
reactions．  
● The storage ofwholebloodand blood componentsinquarantine   
Pendingcompletionofprocesslngandtestmg．  
● Thelaboratorytestingofbloodandbloodcomponents．  
● Theprocesslnganddistributionofwholebloodandbloodcomponents  
inamannerthatpreventscontaminationandlossofpotency．  
● TheperformanceofallstepslnaPheresisprocedures，ifapplicable．  
● Theperformanceoflabelling，PaCkagingandother負nishingoperations   
inamannerthatpreventserrors・  
The storage of equipment.t. 
● Theseparatestorageofquarantinedand五nishedproducts．  
● medocumenta也on，reCOrdingandstorageofdataonthedonor，the   
donated blood and the ultimate recipient. 

Mobileteamscanbeusedforthecollectionofb100d．AIthoughthepremises  

USedbysuchteamsmaynotcompEywiththemorestringentrequlrementSfor  
CentreSbuirtspeciaJlyforthepurpose，theymustbeadequateloensurethe  

Safetyofthedonor，thecolfected bFood or bloodcomponentsandthestaff  

ParticipatIngin b100dcollection．Thesa†etyoFthesubsequentusers ofthe  
Premisesshouldalsonotbeforgotten 

Equipment  

rneequlPmentuSedinthecollection，prOCeSSmg，StOrageanddistribution  
OfbloodandbloodcomponentsshaⅡbecalibrated，teStedandvalidated  
beforeinltialuse，andshallbekeptcleanandmaintainedandchecked  
regularly．The requlfementS Of Good Manufacturing Practices for  
PharmaCe11tical（りand Biological（りProducts shallapplyin every  
Particular．  

Theeq111PmentemPloyedtosteri1izematerials11Sedinthecollecdonof  
bloodorbloodcomponentsorforthedisposalofcontaminatedproducts  
Sha11erLSurethatcontaminatingmicroorganismsaredestroyedandshallbe  
Validatedbrthispurpose・Theeffectivenessofthesteri1izationprocedure  
Sha11benotlessthanthatachievedbyatemperatureof121．50Cmain－  
tainedfor20minbymeansofsaturatedsteamatapressureoflO3kPa  
（1．05kgf／cm20r151bUin2）orbyatemperatureof1700Cmaintained  

for 2 h with dry heat. 

A‖contaminated materiaIshould be made safe before disposal．DisposaI  

ShouIdcomplywiththereIevant10Ca＝aws．  
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Tests for sterility are given in the revised Requirements for Biological 
Substances No・6（GeneraIRequirements for the Sterility of BioJogicaI  
Substances）（8pp．4（ト61）．  

3． Per＄Onnel   

Anorganizationforthecouectionofbloodorbloodcomponentsshanbe  
tmderthedirectionofadesignatedandappropriatelyqualiBedperson  
Whoshaubere5POnSibleforensuringthatalloperationsareCarriedout  
properlyandcompetentlyThedirectorshal1havead与quateknowledge  
andexpedenceofthescienti丘candmedicalpnnciplesinvoIvedinthe  
procurement of bloodand，if applicable，the separation of blood  
COmPOnentSandtheco11ectionofsuchcomponent5byapheresis・  

The director shal1be responsible for ensurmgthat employees are   
adequatelytrainedandacqulrePraCticalexperienceandthattheyar？  

awareoftheapplicationofacceptedgoodpracticetotheirrespective  
functions．  

The director shouJd have the authorjty to enforce orlo delegate the  

enforcementofdiscipILneamOngrelevantemp10yeeS 

ne persons responsible for the co11ection of the blood and blood  
components shall be supervised by licensed physicians who shall be 
responsibleforaumedicaldecisions，forreviewoftheproceduresmamal  
andforthequality－COntrOlprograrrme，includingteclmiques，equipment，  
PrOCeduresandsta任．   

ThepersonnelresponsiblefortheprocesslngミStOrage，distributionand  

qualitycontrolofblood，bloodcomponentsandplasmasha11beadequate  
innlユmberand each member ofthe personnelshallhave a sllitable  
edtlCationalbackground and traini11g Or eXPerienceth．atwi11ensure  
COmpetentperformanceofasslgnedfunctionssothatthe丘nalproducthas  
therequiredsafet）1purity，pOteTicyande伍cacy．  

4． Donors   

4．1 β○〃Orざぬ伽n  

Theprovisionofblood，bloodcomponentsandplasmaderivativesfrom  
VOluntary，nOn－remunerateddonorsshouldbetheaimofa11countries．   

In seleqtlngindividuals for blood donation，itis mostimportant to  
determinewhetherthepersonisingoodhealth，inordertoprotectthe  
donoragalnStdamagetohisorherownhealthandtoprotecttherecIPlent  
agalnSteXpOSuretOdiseasesortomedicinalproductsfromthebloodor   
bloodproducts・Itshouldberecognizedthatthedonorselectionprocess   

COntributessigni6cantlytothesafetyofbloodproductsderivedfromlarge  
PlasmapooIs・Thefollowingprovisionsapplytodonationsofbloodor  
bloodcomponentsnotintendedforautologoususe．  
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Thehealthofadonorshallbedeteminedbyalicensedphysicianora  
personunderthedirectsupervisionofahcensedphysician，andthedonor  
shallbefreefromanydiseasetranSmissiblebybloodtransfusioninsofar  
ascanbedeterminedbyhistolytakingandexamination（SeeSeCtion4・3）・  
Donorssha11behealthypersonsofeithersexbetweentheagesof18and  
65years・  

lnsomecountries，thereisnoupperlimittotheageofthedonoLWithparental  
COnS6nttheminimumagemaybe10Weredto16years・  

Red bLood cells from donors with gIucose－6－Phosphate dehydrogenase  
deficiency；Sickle－C釧traitorotherinheritederythrocyteabnormalitiesmay  
glVe rise to transfusion reactions under certain circumstances・Decisions  
regardingthesuitabilityofsuchdonorsshou［dbemadebythenationatcontrol  
autho「ily  

A donor should be considered for plasmapheresis only where the 
proceduresinvoIvedresultinproductsorscrvicesshowntoserveaCCepted  
medicalpurpo＄eS，lnCluding prophylaxis，therapy and diagnosIS，aS  
veriBedbyvalidscientificevidence・AlldonorsshouldbecertiBedas  
acceptable，atthetimeofeachplasmapheresISprOCedure，byareglStered  
physicianorbytrainedpersonnelunderthedirectsupervisionofthe  
physician・  

Thoseeligibleforapheresisdonationinclude：（a）healthypersonswho  
fulGlthegeneralcriteriaforblooddonors；仲）personswithantibodylevels  
thathavebeenincreased，eithernatura11yorbyimmunization；（C）subject  
to（a）above，perSOnSWithplasmathatis ofvaluefordiagnostic or  

referenc？PurPOSeS； 

． 

WhenapotentialdonordoesnotfulfiFthegeneraIcriteriaforbLooddonation，  
theacceptanceofherorhimasadonorforaspecificcomponentofb100d  
shouldbeatthediscretionoftheresponsibIephysician．Whereappropriate，  
thephysicianshouIdhaveaccesstoanethicaJcommittee・  

Donor educationand selection programmeS areintended to prevent  
potentiallyinfectiousllnitsofbloodandplasmafrombeingcollected・Itis  
essentialthatsuchprogrammesarecomprehensibleandreadilyaccessible  
toal1potentialdonors・  

Tbreducethehkelihoodoftransmittinginfections，anPOtentialdonors  
shouldbeinformed offactorsintheirhistory orbehaviourthatmay  
increasetheirriskofbeinginfected・Thenationalcontrolauth0ritymuSt  
determinetheappropriateexclusioncriteriaforthecountryconcerned・  

PersonsinthefollowlngCategOries sha山beexcluded from actingas  
donors：  

－thosewithchnicalorlaboratoryevidenceofinfectiousdisease，e・g・   
infectionwithhepatitisviruSeS，HIV－lorHIV－2；  
－PaStOrPreSentintravenousdr喝abusers；  

－ menWhohavehadasenlalrelalionshipwithan0therman；  
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－menandwomenwhohaveengagedinprostitution；  
－ those with haemophiLia or other clotting－factor defects who have  
receivedclotting－factorpreparations；  
－ SeXualpartnersofanyOftheaboveL  

Insomecountries，thesexualpartrlerSO＝hoseatriskoftransmittinginfections  

areexch」dedfromactingasdono（SloronIyoneyear ＼  

Personswhohavereceivedblo（）dtransfusionsshouldbeexcludedfrom  
actmgasdonorsforatleastoneyear・  

Donorsshouldbemadeawarebeforedonatingbloodthatitwi11betested  
forthepresenceofserologicalmarkersofinfection．Itisadvisablethatthe  
righttote5tdonalions andthelegalimplicadons oftestlngdonations  
Shouldbeclarifiedbytheappropriateauthority．  

4，21）○〃aぬ〃呵〃enq「arIdvo山川e  

4．2．1帆竹OJeb／00d  

Thefrequencyofwhole⊥blood donations shallnotexceed onceevery  
twomonths，WithamaximumvolumeinanyCOnSeCutive12－mOnthperiod  
of3l．   

Astandarddonationshouldnotbecollectedfromperso竺SWeighingless  
than50kg．  

Astandard’donationis450ml；anOPtimumb）00d／anticoagutantratiois7tol 

Thefrequencyofdonationmayhavetobemodifjedonanindividuarbasis，ln  
generaI，PremenOPauSalwomen shouLd not donate brood as frequentlyas  

men 

4．2．2 PJa5m8  

Plasmadonorscanbedividedintothreegroups：thosewhodonateata  
frequeneycomparabletothata1loll∴edforll－hole－blooddonations；those  
Whodonatetwotothreetimesasfrequentlvas、、▼hole－blooddonors；and  
thosewhodonateatamaximumoft“iceaweek・Thefirstgroupsha11be  
acceptedonthebasisofthegeneralcriteriaforblooddonors．  

Themaximumvolumeofplasmathatmalこberemovedfromadonor  
duringoneplasmaphere51SPrOCedureshallbedeterminedbythenational  
healthauth0rity，andsha11dependonwhethertheplasmaisobtainedby  
manllalorautomatedplasmapheresis・  

lnsomecountries，thevo［umeofplasmacollecledduringamanualprocedure  

isthequantityobtainedfroml．0－1．210†whofebEood．Thevdumeofplasma  

COHectedduringanautomatedproceduredependsontheequ［PmentuSed 

Jtisdi用CulttospecifythemaximumvoZumesofp‡asmathatcan be sa†eFy  

COllectedfrom donorsuntilmoredefinitivedataareavaiIableontheeffectsof  

PJasrnapheresisondonors．The】imitsimposedindifferentcountriesvaryand  

dependonthenutritionaIstatusofthedonoL   

Ifaplasmadonordonatesaunitofwholebloodoriftheredbloodce11sare  
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notreturnedinanapheresISPrOCedure，thenextdonationshal1bedefbrred  
byeightweeksunlessspecialcircu望StanCeSWarrantaPprOValbythe  
responsiblephysicianofplasmapheresISatanearlierdate．  

Ingeneral，plasmacollectedbytherapeuticplasmapheresisshaunotbe  
usedbrfractionation．  

4．3 肋Jわ由叫  

4．3．1Ge〃e′aJ  

Beforeeachdonation，queStionsshallbeaskedsoastoensurethatthe  
donorisinnormalhealthandhasnotsufFered，Orisnotsu鮎ring，fromany  
seriousillness．  

AdonorwhoappearStObesufferingfromsymptomsofacuteorchronic  
disease or whois recelVlng Oralor parenteralmedication，withthe  
exception of vitamins，pOStmenOPauSal hormone therapy or oral  
COntraCeptlVeS，Shal1notbeacceptedunlessapprovedbyaphysician・  

Adonorwhoappearstobeundertheinfluenceofanydrugincluding  
alcoholorwhodoesnotappeartobeprovidingreliablea皿SWerStOmedical  
historyquestionsshallnotbeaccepted．   

4．3．2J〃ねC打OUSd飴ea5eぶ  

Potentialdonorswithahistory that places them atincreasedrisk of  
transmlttlngiLlfectionshallnotdonatebJoodorplasmaforanappropriate  
timeperiod．AdonorshallbepermaLnentlyexcludedifoneofhisorher  
PreViousblooddonationswasbelievedtoberesponsiblefortransmittlng  
disease．  

Ln most countries，queStions concernlng the slgnS and symptorns of HIV  

infection willbe part of the routine assessment of medicaJhistory and  
appropriatemoni10ringforHJVasdefinedbythenationalcontrolauthoritywiIl  

beincIuded．As a result of this assessment，a POtentialdonor may be  

disqual摘ed．  

Donorssha11nothaveahistoryof：pOSitivelaboratorytestresultsfor  
hepatitisorcorresponding symPtOmS andsigns；Closecontactwithan   
individllalwith hepatitis withinthe previous year；reCe！Pt Withinthe  
Previousyearofhumanbloodoranybloodcomponentorfractionthat   
mightbeasourceof聖nSmissionofinbchousagents；OrtattOOing，   

SCariBcationotearpierclng（unlessperformedundersteri1econditions）  
withintheprev10uSyear・  

Acupuncturewithinthepreviousyearmayalsopresentariskifnotcarriedout  

understerileconditions．  

In some countries，POtentiaJdonors with a historyofviraL hepatitis or of a  

P？SitivetestforhepatitisBsurfaceantigen（HBsAg）orantLbodiestohepatitisC  

V上ruS（antj－HCV）are permanently excEuded．［n others，SUCh donors are  

acceptedprovidingthatrecoveryoccurredmorethanoneyearpreviouslyand  
thatthereaction†orHBsAgandanti－HCVinasensLtivetestisnegative・  
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The requlrementS COnCern1ng Viralhepatitis may be varied，atthe  
discredon ofthe nationalcontrolauthority；aCCOrding tothe）ocal  
epidemi0logicalcircumstances・  

llle COIIection both o†single－donor products 
COrnPOnentS）andofpJasmaforpoo＝ngforthemanufactureotplasmafractions  

CaPabJeo＝ransmittinghepatitisor川VshouldbeavoidedifagroupofpotentiaJ  
donorsshowsapr飢・aienceofacuteoTChronichepalitisB，hepatitisCorHN  
infection hig巨er th2n that foしndin the genera）donor populatjon．Specific  
approvalmayノbegEVenbynationa】corTtrOlauthoritiesfortheuseofdonatjons  

fromsuchpopufationst〇PrO＼′ic5ep二asmaforthemanufactureofhepatitis B  
VaCCineorhepat7t5s3imrTTUnOgiobujrn．  

1nareaswitha10＼Vhcider？CeO‖ransfusion－tranSmitteddisease，Wholeblood  

Or b（00d components shouEd not be used for transfusionif obtained from  

SOUrCe materia】co‖ec！edin an area where thereis a highincidence of  

b10Od－bornpinfectiousdisease．  

BloodandplasmashallbetestedforthepresenceofHBsAg，and－HIVand  
anti－HCVbythemethodsdescribedinPartB，SeCtion7．2；thetestsused  
Shouldbeapprovedbythenationalcontrolauthorityorotherappropriate  
authority. 

Anyonewhosebloodhasbeenshowntobereactivefori11fectiousdisease  
markers by approved screemng tests shau be excluded as a donor．  
Selectionasadonormaylaterbepermittedifsufficientdataareavai1able  
fromt9StSaPPrOVedbythenationalcontrolauthoritytoindicatethatthe  
Originalresultswerenon－SPeCi丘c・  

Nationalhealthauth0ritiesshal1developpohciesdesignedtopreventthe  
transmission ofinfectious diseases based on‘the prevalence ofthese  
diseasesinthedonorpopulationandthesusceptibilityofrecipientsto  
them．  

（ncountries＼Vheremalariaisnotendemic，donorso†cef［uJarbIoodproducts  
Shoutd haveane9alivehistoryo†malariaexposureduringthe previoussix  

months and a negati、ノe histoTy Of clinicalmalaria，Or a history of malaria  

PrOPhytaxisiftheyh乱′eresidedin，OrVisited，anendemicareawithinthethree  

・ 

；．・・ 
and recIPients！eXCePt When btood products are required by visitors from  

non－endemicareas．Malariahistoryis not pertjnentto p］asmadonation for  

SOurCemateTiaIthatw川befractionated，  

Par也cularattentionsho111dbepaidtoskindecontaminationprocedures  
beforebloodcouection．  

Many parasitic，b元teriaIand viraldiseases，incIuding tTyPanOSOmiasis，  
toxopJasmosis，SyPhiJis and brucellosis，Can be transmitted by b100d．  

Precautions shoud be taken to avoid blood cotlectioh during theviraemic  
Phaseofv汀aldiseases Like measlesand rube‖a．Potentialdonorswho have  

livedinorrecenttytr2NeltedtoareaswheIehumanTceI＝ymphotropicvirus  
in†ectionsand haemorrhagic fever are endemic shouId beinvestigated for  
evidenceofsuchin†ections．  
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AnyonewhohasreceivedpituitaryhormonesofhtlmanOriginshouldbe  
permanentlyexcludedasadonorbecauseofpossibleinfectionwiththe  
agentcausingCreutzfeldt」akobdisease，althoughtransmissionofthis  
agentthroughbloodprodllCtShasnotbeenproved・   

4．33〃血0′5U噂eγ  

Donorsshallnothaveundergonetoothextractionorotherminorsurgery  
duringaperiodof72hbeforedonation．   

4．3．4P／e9〃a〃Cγ∂ハdJ∂Cね〟0〃  

Pregnant women sha11be excluded from blood donation・In general，  
mothersshallalsobeexcludedduringlactationandforatleastsixmonths  
afterfull－termdelivery．  

Theintervalbefore b100d donationis permissible after pregnancy may be  

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

trimester＿  

lnsomecountries，donorsareacceptedwhenpregnantorduringtheperiodof  

lactationi†theirb100dcontainscertainbfood，grOUPantibodiesorisneededfor  

autologoustransfusion．ThevoIumett〉betakenshouldbedeterminedbythe  

Physicianresponsib厄 

4t3・5P叩わγねC〟c／mmリノl夜∂打0〃  

Symptom－free donors who have recently beenirrununized may be  
acceptedwiththefollowhgexcept10nS：  

● ThoserecelVlngattenuatedvaccinesformeasles，mumpS，yellowfever  
Or POliomyelitis shallbe excluded untiltwo weeks afterthelast  
imm11nizationorhjection．   
●Thosereceivingattenuatedrube11a（German 

． 

● ThoserecelVlngrabiesvaccineforpost－eXPOSuretreatmentSha11be  
excludeduntiloneyearafterthelastinjection．  
● ThoserecelVlngPaSSiveimmunizationwith animalserumproducts  
Shallbeexcludedunti1fourweeksafterthelastlqeCtion，  
● ThosereceivinghepatitisBvaccineneednotbeexcl11dedtlnlessthe  
VaCCineisbeingglVenbecauseofexposuretoaspeCiBcrisk，inwhich  
CaSethedonorshallbedisqualiBedforatleast12monthsa此erthelast  
SuChexposure．ⅡhepatidsBimmt）nOglobulinhasbeenadmimistered，  
theperiodofdeferralshallbeatleast12monthsbecausediseaseonset  
maybedelayed．   

4．4J叩叫喀血Je相川加a軸〃  

Asdeterminedbythenationalcontrolat）thority，Physicalexaminadonof  
donorsmayincludemeasurementofweight，bloodpressure，pulserateand  
temperature．IfthesearemeasuredandtheresultsJieoutsidetheranges  
recommended below，the donor concerned sha11be accepted onlyif  
approvedbythelicensedphysicianincharge・   
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● Bk）OdpleSSLIle：SyStOlicbloodpressurebetween12and24kPa（90and  
180niniHg）；diastohcbloodpressurebetween6・67and13．3kPa  
（50andlOOm血Hg）・  
● Pube：between50andllObeatsperminuteandregular．Lowervalues   
maybeacceptedinhealthvathleteswithendurancetraining． ノ  
● 7t／叩emtu7e：Oraltemperaturenotexceeding37．50C．  
● Ⅶ兎如・donorsweighinglessthan50kgmaydonateavolumeofblood   
proportional1yless than450 miin an appropnate volume of   
amicoagulant，PrOlうdedthatallotherdonorrequlrementSaremet．  

Donorsshal1befreefromanyinfeetiousskindiseaseatthevenepuncture  
Siteandofskinpuncturesorscarsindicativeofabuseofintravenousdrugs・  

4・5 月仇ガIわ〃aJ作qU血即お仰肋沼b鹿わdo〃○作わ′p血£m叩わ〝eざ鹿  

AllphasesofapheresIS，1nCludingexplainingtodonorswhatisinvoIvedin  
theprocessandobtainingtheirinformedconsent，Shouldbeperformed  
underthe direct supervision of alicensed physician or by trained  
PerSOnnelreportlngtOSuChaphysician．   

4息1触亡一触ep／a5爪ado／TOJ苫  

Whenprospectiveplasmadonorspresentthemselvestoacentreforthe  
Brst time，initialscreen血g shallbegin only afterthe procedure of  
plasmapheresishasbeenexplainedandthedonorhasglVenCOnSent．  

Thefo1lowinginLormationshaubepermanentlyrecorded：  

● Personalinformationandidenti6cation．If，thedonoristoparticipate  
inanOngOlng prOgramme，an effective means ofidenti丘cadonis  
especiallyimportant・Theuseofidentitvnumbers，Photographs or  
Otherequa11yeffectivemeasuresshouldbeconsidered．  
● Apreliminarymedicalhistoryasrequiredforblooddonors，COVenng  
infectiousdiseasesandthedonor’sgeneralstateofhealth．  

tftherearenocontraindicationstoplasmapheresis，Preliminarylaboratory  
tests shallbe carried out，namely reading ofthe erythrocyte volume  
fraction or haemoglobin concentration，determination oftotalserum  
PrOteinandscreeningforproteinandsllgarintheurihe．Thehaemoglobin  
COnCentrationorerythrocytevolumefractionoftlledonor’sbloodshallbe  
withinnormallimits，aSde血edbythenationalcontrolauthorityOrthe  
nationalbloodtransfusionauth0ritv．  

ManycountriesspeF：ifyminirnurTlhaemog：Obinconcentrationsof125g／Jfor  

WOmenand135g／rformen，Or，formicrohaemato〇ritdelerminatjons．minimum  

erythrocytevoIumefractionsofO．38†orv」lOmenandO．41formen 

Ifnormalvaiuesarealsoobtainedintheotherlaboratorytests，eValuation  
Ofthepotentialdonorbythephysicianbegins．  

Jnsomecountries．speciauytrainednon－Physiciansareperm冊edtoconduct  
lheseroutineexaminationsunderthesupervisionofaphysician 
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DonorsparticipatinglnaPrOgrammeinwhichplasmapheresisismore  
frequentthanis blood donation for those eligible for whole－blood  
CO11ectionshaubeexaminedbyalicensedphysicianon血edayoftheBrst  
donadon，Or nOt mOrethan one week beforethat donation．This  

examination shallincludc measurement of temperature aJld blood  
pressure，auSCultationoftheheartandlungs，Palpationoftheabdomen，  
assessmentofneurologicalsigns，urineanalysisandbloodsamplingfor  
testsrequiredbythenationalcontrola11th0rity・Liverfunctiontests（e・g・for  
alanineaminotranSferase），teStSforHBsAg，anti－HIVandanti－HCV，and  
quantiRcationofplasmaproteinsbyelectrophoresisoran0thersuitable  
method shallalso beincluded．The physician shallobtaininformed  
COnSentafterexplainlngtheprocedureofplasmapheresisanddescribing  
thehazardsandadversereactionsthatmayoccur．Atthisstage，donors  
Shal）begivenanopportunltytorefuseparticipation・lftheyconsen（，it  
mustbeontheconditionthattheirlegalrightstorecoverda汀IageSarenOt  
Waived．  

，n sorne countries，the first pJasmapheresjs procedure may be performed  

beforetheresultsareavailablefortheLiverfunctiontests，thesero10gicaltests  
for syphilis（if required by the nationalcontrolauthority）and the tests for  

HBsAg，antirHCVandanti－HIVTheresuLtsofthetestsforquantJfyingplasma  

PrOteins shouJd be revjewed bythe physjcian before subsequent plasma－  

Pheresisprocedures 

4．5．2Do〃OJ等Wわ0／ほVeUnde咽0〃epねsm∂pわe佗5短pJ℃Vわu5Jyわ納es∂me  
p叩招／乃爪e  

FordonorswhohavealreadytakenpartinaplasmapheresISPrOgramme：   

●Thereceptionistsha11notethedateofthe 
． 

Shallbepermittedwithinasevcn－dayperiod．  
● Themedicalhistoryandweightofthedonorshallberecorded；blood  
PreSSure，temperature，Pulserateandhaemoglobinconcentrationshal1  
bemeasuredbytrainedpersonnel．Onthedayofeachdonation，in  
addition to meetlng the generalrequlrementS for donors，plasma  
donorsshal1beshovmtohaveatotalserumprOteinconcentratio∫10f  
notlessthan60g／1・  

Themedicalevaluationofplasmadonorsshal1berepeatedatregular  
intervals，aSSPeCifiedbythenadonalcontrolauth0rity，andtestscarried  
OutaSSPeCi五edinsection4・5・3・  

Wheneverthe result of alaboratory testis found to be outsidethe  
estabhshednormal1imitsoradonorexhibitsanylmPOrtantabnormalities  
Ofhistoryoronphysicalexamination，thedonorshallbeexcludedfromthe  
PrOgramme・Thedonorshal1notbereadmittedtotheprogrammeuntilthe  
res111ts ofrelevant tests have returned to normalandthe responsible  
physicianhasgivenapprovalinwriting・Itistheresponsibilityofnational  
healthauthoridestode丘nenormalrangesandstandarddeviadonsoflest  
resultsonthebasisofdatafromasu伍cientlylargesampleofhealthy   
individualsnotundergolngPlasmapheresis・   
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InthecaseofhepatitisC，theresultsofliverfunctiontests鉦equentlyreturn  
tonormalbeforerislngagain・Tbstresults obtainedoveraperiodof  
adequatelengthmustthereforebeevaluatedbythephysicianbeforethe  
donortanbereadmittedtotheprogramme・   

4．5・3丁由給わrpJa∫ma血〃OJ苫   

Thefo1lowingtestsshallbeperformedateachdonation：   

●MeaヲurementOfhaemoglobinconcentrationorerythrocytevolume  
什actlOn．  

● DeterminationoftotalserumPrOteinconcentration，Whidhshallbeat  
least60g／1t  

● AnapprovedtestforI｛BsAg，Whichshal1benegative・  

● Anapprovedtestforami－HIV；whichshallbenegative．  

● Anapprovedtestforanti－HCVwhichihallbenegative．   

Thefollowmgtestsshal1beperformedinitia11yandtheneveryfourmonths  
Ora鮎reverylOdonations，WhidleVertimeintervalislonger：   

●Ifrequiredbythenationalcontrolauth0rity，aSerOlogicaltestfor  

SyPhilis，Whichshdlbenegative．   

● Urineahalysisforglucoseandprotein，Whichsha11benegative．   

● Serumわroteinelectrophoresis‥thisshallbenormal（unusualchangesin  
adonor’sresl11tsmaybemoresiyli丘cantthanabsolutevalues）．The  
albumin andglobulinconcentrations may be calculated from the  
knowntotalproteinval11e，andshaube：albumin，hinimum35g／l；IgM，  
mi∫limumO・5gA；IgG，between5and20g／1二  

● Liverfunctiontests，  

When determination of serum alanine aminotransferaseis required，the  
enzyme concentration measuTed photometrica］1y us■ng aPPrOVed reagents  
ShalJbe no morethantwoslandarddeviations above an established norma‡  
mean 

4・6 β○〃○侶ね′pねね始Ia〃dJe山わq／始印加旧怨  

hgeneral，plateletandleukocytedonorsshal1meetthegeneralcriteriafor  
donorsandthespeciBccriteriaforplasmadonors（SeCtions4．1T4．5）．   
In addition，Platelet donors should not have taken asplrln Or Other  
platelet－aCtivedrugSforatleast72hbeforedonation．  

TherequlrementStObesatisfiedintheperformanceofpIateIetpheresjsand  

Leukapheresisinordertoensuretha＝hereisnodangertodonorsandthalthe  
PrOductsobtainedareofsatisfactoryqua‖tyareunderactiveinvestigationin  
manycounlries・ThefoIIowlngreCOmmendationsmaybeusefulasgujdance．  

On the dayofeach donation．donors for plateletpheresis shouId have an  
． absoJutepJateIetnumber 
anddonorsforleukapheresisshoutdhaveanabsolutegTanUlocytenumber  
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COnCentrationofnotlessthan3×109／・，Both†ypeSOfdonorshouId havea  
normaJdifferentialIeukocytecountandhaemogrobinLeveJ．  

ALthoughIevels ofcirculating plateletsandleukbcytes recoverpromptlyin  
donors，dataarenotatpresentavaiLablefromvvhichthemaximumnumbersof  
Platelets and Leukocytes that can be safeIy cotlected from donors can be  
defined．The10ng－termefFectsoftherepeatedremovalofceEIuIare．ementsare  
notknown．  

Leukapheresis may entail the administration of drugs to donors and their 
exposuretocolfoidaiagentstoenhancetheyieldofgranufocytes・Appropriate  
PreCaUtionsshouldbetakentoprotectdonors，SuChasinvestigationforEatent  
djabetes by means of a glucose tolerance testif a donoris to be given  
COrticosteroids．  

Leukapheresisshou［dbeperformedaspartofthetreatmentofapatientwLth  
Chronic mye10idleukaemia onlyif approved by the patient’s attending  
Physician．1tisjnadvisabletousetheleukocytesfromsuchpatients．  

4．71）01IO′血ImUn由伽a〃dp向きmaわr印e¢由Jp〟Jp05eS  

4．71PねS爪印他作S由血dono侶〝肋〃a山伯〟y∂CqUねd∂〃地Odf郎a〃do納e「  
抑郎0′medfca／／yu5e／uJp血sma  

Plasma may be collected by plasmapheresis from donors who have  
acquiredimmunitythroughnaturalinfectionorthroughactiveimmuni－  
Zationwithapprovedvaccinesfortheirownprotection，andfromdonors  
withplasma11Sefulfordiagnosticpurposesasaresultofa9quiredorcon－  
genitalunderlyingconditions・  

Donorswithmedicauyusefu1plasmamaybeidentiBedbyscreerungwhole  
blooddonationsaJldbyexammmgpatientsconvalescmgfromspeCi丘c  
diseases or vaccinatedindividuals，e．g．Vet占rinary students who have  
receivedrabiesvaccineormi1itaryrecmitswhohavebeenimmunizedwith  
tetanus toxoid．Unnecessarylmmumizations can be avoided by山is  
approach・  

Thefol10WlngareeXamPreSOfmedicallyusefu［pIasma：  

● AntIbodyィichplasmaforcontrolreagentsindiagnostictests，SuChasthose  
for anli－H（V hepatitis A and B．cytomegalovirus，rube”a，meaSIes and  

uncommonin†ectiousagents；Plasmashouldbeco＝ectedinappropnateIy  
isolatedpremiseswhenproductsareberngpreparedthatareknowntobe  

CaPabJeo＝ransmittinginfection．  

● Plasma containlng antibodies to human celFular and serum antrgens of  

diagnostic use，for examplein HLA（humanIeukocyte antigen）typing  
reagents，erythrocyte typlng reagentS andimmunogLobuLin a”otyplng  
reagents．  

● PIasma containlng reagentS USefuIfor diagnostic tests，SuCh as reagln．  
rheumatoidfactors，heterophiteantibodyandC－reaCtiveprotein．  

● Factor－deficient plasma for specific assays，SUCh as factorTV‖－deficient  

PIasma．Donors who have received factor V＝are atincreased risk of  

transmittinghepatitisB，hepatitisCandHlV；theirplasmashouldtherefore  

becoHectedinappropriateIylSOlatedpremises．  
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4．72P佗C∂〟fわ〃ぶめbe由ね〃〝加〃舶〃d伽gb／00dorb／00dpmducね  
COJlぬ仙∩9わねCffous89e／鳴   

．1J／〃（抽ノー川（／J，山∫〃MJJ叫Vぐl）〃血〃…沃JJ小l・Jパ／申、Jわぃ・‘WJ旧〟川ノ／川川／－ぐ  
handledaccoTdingかInaddition，SPeCialprecautionsm11Stbetakenwhen  
handlinginfecteddonorsahdbloodproductskn0wntOCOr）taininfectious  
agents・Theprecautionstobetakenmightinclude：  

－isolation by means of the、aPPrOPnatetiming orlocation of the  
procedures，SpeCiallabellingandquarantineoftheproductscollected，  
useofprotectivepacka由ng、Vithdoublewrapplnglnimperviousplastic；   
－disinfectionofallふorksurfacesandequlPmentWithadisinfectantof  

knowne組cacy，SuChasfreshlypreparedO・25％sodiumhypochlorite  
SOlulion；  
－PrOteCtionofstaffbymeansofadequatetralmng，aVOidanceofaerosoIs  
and use ofgloves，gOⅥ－nS，maSk5and eyeprotection；itisstrongly  
recommendedthatsuchstaffalsobeprotectedbyimnizationwith  
hepatitisBVaCCine；  
一 fulfilmentofthelabelling，shippingandwaste－disposalreq111rementS  
appropnatetotheetiologlCalagentsinquestiont   

4．73Jmmu〃た∂批〉〃Ofdo〃0／S  

Thereisaclinicallyvalidneedforspecificimmunoglobulinsandplasma  
fortherapeutic，prOphylacticanddiagnosticllSeS・Deliberateimmuniza－  
tion ofhealthyvolunteers may benecessaryln addition to collection  
Ofplasmafromconvalescentpatientsanddonorsselectedbyscreemng  
forhighlevelsofspecificantibodies・Theimmunizationofdonorsre－   

qtllreSinformed consentinll－ntlng and shalltakeinto consideration  
alltherequlrementSOftheprevioussections．  

Donorssha11beimmunizedwithanIlgenSOnlvwhensufBcientsuppliesof  
materialofsuitablequalitvcannOtbeobtainedfromotherappl’OPnate  
donors，fromdonationsselectedbvscreeIling，Orintheformofsafeand  
e伍caciouslicensed monoclonal antibodie5．Donors must be fuuy  

informed oftherisk ofany PrOpOSedimmunization procedure，and  
PreSSureShallnotbebro11ghttobearonadonortoagreetoimmunization・  
Womencapableofchild－bearingshallnotbeimmunizedwitherythrocytes  
OrOtherantlgenSthatmayproduceantibodiesharmfultothefetus・Donors  
Ofbloodandthoseundergolngplasmapheresissha11，ifnecessary，undergo   
investigati6nsthatcanrevealhypersensitivitytoaproposedantigen（See  
alsoPartB，SeCtion6）・  

Anapprovedscheduleofimmunizationshallbeused．Everye仇）rtSha11  
bemadetousetheminimumdoseofantlgenandnumberofinjections．  
h anyimmunization programme．the following shallbe takeninto   
considerationasaminimum：（a）the 
Ofantibodyrequired；（C）datashowingthatthedose，theintervalsbefTeen   

lqeCtionsandthetotaldosageproposedforeachantlgenareapPrOPrlate；   
and（d）thecr！teriaforconsideringaprospectivedonoranon－reSPOndeT  

foraglVenantlgen・Nodonorshallbehyperlmmunizedwithmorethanone  
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immunizingpreparationunlessthesafetyofthemultipleprocedureis  
demonstrated．  

PotentiaIdonorsshouldbe：  

－informed byalicensed physicianoftheprocedures，risksand possibIe  
Sequelaeandhowtoreportanyadverseeffects，andencouragedtotake  
par＝nafreediscussion（Which，insomecountries，isachievedinsrnalI  
groupsofpotentialdonors）；  

－ enCOUragedtoseekadvicefromtheirfamilydoctorbeforeagreeing to  
immunization；  
－informedthatanylicensed physicianoftheirchoicewiltbesenta”the  
informationabouttheproposedimmunizationprocedure：  
⊥informedthattheyarefreetowithdrawconsentatanytime・   

A11vaccinesusedforimmunizingdonorsshallbereglSteredorrecognized   
bythenationalhealthauth0rity，butmaybeadministeredatdosesandwith   
schedulesdifferingfromthoserecommendedforroutineprophylactic   
immumization・ErythrocyteandothercellularantigensshaJlbeobtained   
fromanestablishmentapprovedbythenationalcontrolauthority・  

Donors shal1be observed for approximately30min followingany   
immunizadoninordertodeterminewhetheranadversereactionhastaken  
．place・B∝auSereaCtionsoftenoccur2－3hafterimmunization，donors  
shal1beadvisedofthispossibuityandinstruCtedtocontactthefacility’s   
physicianifareactionissuspectedinthefirst12hafterimmunization・   
Reactions may belocalor systemic・Localreactions，Whichmay be   
immediateordelayed，taketheformofredness，SWellingorpalnatthe   
injection site．Systemic reactions maylnClude fev9r，Chills，malaise，  
arthralgia，anOreXia，Shortnessofbreathandwheezing・  

4．74Jmm〟〃反∂鱒〃〝肋仙ma〃eryrわ仰Cyねざ   

Eryth”qte donors・A donor of erythrocytes for the purposes of   
immmizationshal1meetal1thegeneralhealthcriteriafordonors（SeC   
sections4．3and4・4）・Inaddition，thedonorsha11nothavehadablood  
transfusion at any time. 

ThevolumeOferythrocytes drawnfromadonorshould potexceed  
450－500miofwholebloodinanyeight－Weekperiod・  

Ateachdonationthedonorshallbefoundtobenegativeforsyphilis，   
IiBsAg，anti－HIV，antibodytohepatitisB coreanti！en（anti－HBc），  
anti－HCVand antibodiestohumanT－Ce111ymPhotropICViruSeS（anti－   
HTIN）．Theserumlevelofaminotransferasesshouldbewithinnormal   
limitsasestablishedbythenationalcontrolauthority・  

Erythrocytephenotypingshal1bedoneforABOasweuasforC，D，E，C，e，  
KellandFya・Phenotypingforotherspecificitiesisoftendesirableandis  
recommendedespeciallyforJka，Jkb，Fyb，Sands・   

Idea11yerythrocytesobtainedforimmunizationpurposesshouldbefrozen  
foratleast12monthsbeforeuseandthedonorshouldberecal1edand  
retestedforanti－HIVanti－HCV，anti－HBc，HBsAgandanti－HTLVbefore  
thestoredcellsare11Sedforimmunization．  
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