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B．  DonorManagement   

l．  PlateletCount   

・Youshouldcollectapre－donationsamplefromthedonorforaplateletcount． 
Thedeviceoperatorshouldenterthatplateletcount，Ortheoneobtained   
immediatelyfo1lowlnglnitiationofthecollectionprocedure，tOmOre   
accuratelysetthetargetplateletyieldparametersfbreachco11ectionof   
Platelets，Pheresis．Thesestepsshouldbeconsistentwiththeautomated   
bloodcellseparatordevicemanufacturer’sdirectionsforuse．   

・Foranycollectionfacilitythatcannottestapre－donationsampleforaplatelet   
COunt（forexample，amObilecollectionsite），yOumayuSeanaVerageOf   
PrevioushistoricplateletcountS（asspecifiedbythedevicemanufacturer），Or   

adefaultplateletcount（eitherasrecommendedbytheautomatedbloodcell   
SeparatOrdevicemanufacturer，Ordeteminedbyusingbloodcenterspecinc   
Values），tOSetthetargetplateletyield．Youshouldnotcollectatriple   
Platelets，Pheresis丘om坑rst－timedonorswhodonothaveapre－donation   

PlateletcountaVailableeitherpnortoorimmediatelyfo1loⅥ乃nglnitiationof   
theco11ectionprocedure．ConcurrentcomponentsmaybedraⅥmifthedonor   
meetseligibilityrequirementsforthosecomponents．   

・Youshoulddefer丘omdonationdonorswhoseplateletcountSarelessthan   

150，000platelets／uLuntilasubsequentpre－donationplateletcountindicates   
thatthedonor’splateletcountisatleast150，000platelets／uL．   

2． DonationFrequency   

Toprotectthesafbtyofthedonor：   

・adonorshouldundergonomorethan24Platelet，Pheresiscollectionsina   
rolling12－m6nthperiod．  

● theintervalbetweeneachcollectionofPlatelets，Pheresisshouldbeatleast   

twodayswithnomorethantWOPrOCeduresinaseven－daypehod．  
・theintervalbetweencollectionofadoubleortrlplePlatelets，Pheresisandany   

Subsequentco11ectionofPlatelets，Pheresisshouldbeatleastsevendays．  
・theautomatedbloodce11separatordeviceshouldbesetwithapost－donation   
plateletcounttargetOfnolessthan100，000platelets／uL．   

3． RBCLossPriortoaCollectionofPlatelets，Pheresis   

Toprotectthedonor什omslgn浦caJltRBCloss，WereCOmmendthat：   

・yOunOtallowadonorwhohasdonatedaunitofWh01eBlood，aSlngleunit   
OfRedBloodCellsbyapheresis，OraSingleunitofRedBloodCellsby   
apheresisconcurrentwithPlatelets，PheresisorPlasmaintheprevious8  
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WeekstodonatePlatelets，Pheresis，tmiesstheextracorporea）redbloodcell   

VOlumeduringthePlatelets，Pheresiscollectionisexpectedtobelessthan   
100mL（Ref3）．   

・yOunOtPerformanycollectionprocedureonadonorwhohasdonatedtwo   
unitsofRedBloodCellsbyapheresiswithintheprevious16weeks（Ref3），   

4．  TotalP）asmaVolumeLossPerCollectionProcedure   

Thetotalplasmavo）ume（excludinganticoagulant）ofal1bloodcomponents  
retainedpercollectionofPlatelets，Pheresisshouldnotexceed：   

・500mL（600mi．fordonorsweighing1751bsorgreater），Or  

・thevolumedescribedinthelabelingfortheautomatedbloodcellseparator   
device（thisvolumemaybemoreorlessthanthe500mLor600mLvo）ume   
Statedintheabovebullet）．  

IV． mFORMATIONPROVIDEDTOTHEI）ONOR   

Under21CFR640．22（C），thecollectionproceduremustbeasdegcribedinthebiologicslicense  
applicationorsupplement．AspartOfthecollectionprocedure，Platelets，Pheresisdonorsshould  
receiveinformationaboutthecollectionprocedureanditsassociatedrisks．Youshouldprovide  
3 Platelets，PheresisdonorswiththesameinformationthatisprovidedtoaWholeBlooddonor，  
Plusthefbllowlnginfbrmationspeci丘ctotheplateletcollection：   

・adescnpt10nOftheprocedureforco11ectionofPlatelets，Pheresisanditsassociatedrisks．  
・informationaboutpotentialsideeffbctsoftheprocedureiTicludingpossiblee蝕ctsasa  
resultofsolutionsand／ortreatmenttoreducesideeffbctssuchastreatmentwithacalcium   

replacement．Examplesofsideef鞄ctsincludeanticoagulanteffbcts（tingling 
nausea），hypovolemia（decreasedbloodvolume），fainting，andanyothersideeffbctas   
describedbytheautomatedbloodce11separatordevicemanufacturer．  
・informationindicatingthattherearelimitationstothenumberandtypesofcomponentsthat   
CaJlbedonatedperyear．  

V．  COMPONENTCOLLECTION   

ImprovementsincollectionofPlatelets，Pheresishaveenabledbloodestablishmentstoobtain  
斤omasinglecollectionprocedureone，tWO，OrthreePlatelets，Pheresiscomponent（S）（and  
COnCurrentCOllectionofPlasma，SourcePlasmaand／orRBCcomponents）．  

3RefbrtoFDAregulationsandguidanCedevelopedbyFDAonthistopICandavailableontheFDAwebsite  
http二〟www，fda．gov／cber／bloodA）1dpubs．htm  
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Under21CFR640．22（C），thecollectionproceduremustbeasdescribedinthebiologicslicense  
applicationorsupplement．Inaddition，thephlebotomymustbeperformedbyaslngle  
uminterruptedvenlpunCtureWithminimaldamageto，andminlmalmanlPulationotthedonorls  
tissue（21CFR640．22（d））．Asteri1econnectingdevicemaybeusedasdescribedinthe  
manufacturer’sdirecdonsfbrtheapheresiscollectionset．Theautomatedbloodcellseparator  
devicemustper知rminthemannerfbrwhichitwasdesigned（21CFR606．60（a））．Accordingly，  

yourcollectionproceduresshouldbeconsistentwiththeOperator’sManual，directionsforuse，  
and／ormanufacturer’sspec摘cations．Specificationsidentifiedbythemanufacturermayinclude，  

butnotbelimitedto，thedonor’splateletcount，Weight，heightorhematocrit；the  

minimum／maximumvolumeofthestoragecontainer；plateletconcentrationperuLinthestorage  
COntainer，OraCtualplateletyield．Inaddition，SuPPliesandreagentsmustbeusedinamanner  
COnSistentwithinstructionsprovidedbythemanufacturer（21CFR606．65（e））．  

Vl． VALIDATIONOFTHECOLLECTlONPROCESS   

TheCurrentGoodManufacturingPractice（CGMP）regulationsdescribedin21CFRParts210  
and211containtheminimumrequlrementSformethodstobeusedin，andthefacilitiesor  
controIstobeusedfbr，themanufacture，prOCeSSing，paCkingorholdingofadrugtOaSSurethat  
thedrugmeetStherequirementsoftheFDCAasto・Safbty，andhastheidentityandstrengthand  
meetsthequalityandpurityCharacteristicsthatitpurportsorisrepresentedtopossess  
（21CFR210．1（a））．TheseCGMPregulationsalsoapplytoWholeBloodandbloodcomponents  
（21CFR210．2（a），211．1（b））andsupplementtheCGMPregulaもonsfbrbloodandblood  

COmPOnentSCOntainedin21CFRPart606．AsanelementofCGMP，PrOCeSSValidation  
“establishesdocuヮentedevidencewhichprovidesahighdegreeofassuranCethataspecinc  
processwi11consIStentlyproduceaproductmeetingltSpre－determinedspec沌cationsand  

qualitycharacteristics”（Refll），4werecommendthatestablishingdocumentationofprocess  
validadoninclude，butnotbelimitedto，Validationprotocoldevelopment，instal1ation  
qual漬cation，prOCeSSOperatOrperformaJICequali蔦cation，andproductperfbrmancecomponent  

qual摘cation（Refll）．   

EachdeviceintendedfortheroutinecollectionofPlatelets，Pheresismustbeclearedor  
approvedbyFDAforthispurpose（旦些21CFR864．9245）．Youshouldconductvalidationof  

thecollectionprocessusingeachtypeOfdeviceusedinyourestablishmentpriorto  
implementlngrOutinecollections．   

haddition，yOurValidationeffbrtsshouldincludethefo1lowlngmanufacturlngStepS：   

cell countingng 
・pHmeasurement：WereCOmmendthatapHmeterorgasanalyzerberoutinelyusedrather   
thanpH（nitrazine）paper．  

component weighingng 

4Therequlrementforprocesscontrolissetfbrthingeneraltermsin21CFR211・100  
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・Steri1ecormectingmethod（Ref12）  

● StOrage  

・Shipping  

A． EquipmentInstallationQuali爪cation  

21CFR606．60（a）requiresthatequipmentbeobserved，Standardizedandcalibratedona  
regularlyscheduledbasisasprescribedintheStandardOperatlngProceduresManual  
andmustperforminthemannerforwhichitwasdesigned・Uponinitialinstal1ation，the  
aAltOmatedbloodcellseparatordeviceshouldbequalifiedasdescribedintheOperator’s  
Manualormanufacturer’sdirectionsfbruse．  

B．  ValidationProtocol  

Anintegralelementoftheperformanceanddocumentationofprocessvalidationisthe  
developmentofavalidationprotocol．YoushouldrefbrtoFDA’s“GuidelineonGeneral  
PrinciplesofProcessValidation”（Ref．11）asanOutlinefordevelopingyourvalidation  
protocol．ThevalidationprotocoIshouldincludeatleastthefbllowing：  

・adescnptlOnOftheequlpmenttObeused  
・minimum／maximumacceptablevaluesforthePlatelets，Pheresiscollectionand／or  
COmPOnentaSSpeC漬edbytheautomatedb）00dcellseparatordevicemanufacturer  
－ tOtalvolume（afterremovalofsamp）esforhematologicaltestingandbacterial  
C？ntaminati？nteSting），includingpercomponent（container）fromdoubleand  

trlPlecollectlOnS  
－ aCtualplateletyield  
－ reSidualWBCcount（ifLeukocytesReduced）fortheco11ectionandcomponents  

（ifmultiplecomponentsarecollected），andpercentplateletretentionwhen  
applicab）e  
－ COnCurrentCOmpOnentVOlume（PlasmaorRBC），ifapplicable  
－ pHmeasurement  
● manufacturer’sspecificationsorre？OmmendadonsforprocessingparameterS（i・e・，  

actualplateletyieldandconcentrat10n，Weightorvolumecollected）  
・descriptionofsuppliesusedinthecollecdon（e．g．，COllection／storagecontainers，  
飢ticoagul肌b，etC．）  

・failur？investlgationcriteria  

・PerSOnneltrainlngCriteria  
・Standardoperat）ngprOCeduresforperformlngeaChelementofthecollectionprocess  

・documentationofthevalidationprotocoIcriteria（alloftheabove）  

C． ProcessPerfbrmanceQualification（Operator）  

Eachpersonengagedintheco）lectionofPlatelets，Pheresismusthaveadequate  
education，train）ng，OreXperiencetoassurecompetentuseoftheautomatedbloodcell  
SeparatOrdevicesinvoIved（21CFR211．25（わ）．Establishmentsmustmaintain  
applicablepro鎖ciencytestresults（21CFR606，160（b）（5）（v））．   
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WerecommendthatpersormeltrairunglnCludethesuccessfu1，COnSeCutive，performance  
undersupervisionofanapPrOpriatenumberofprocedures，aSde丘nedbyyourfacility．  
TheseproceduresshouldresultinthecollectionofPla‡elets，Pheresismeetlngrelevant  
component specifications... 

I）． ProductPerfbrmanceQualificationfbrComponentCoJIectionProcess   

Variousmechanicalandbiologicalfactorsmayinfhencetheplateletpheresiscollection  
process（i．e．，theopticalqualidesofadonor’splasma，thedonor’splateletcountand  
plateletsize，VaSCularaccess，andprocedureduration）（Ref14）．Theobjectiveof  

COllecbonperfbrmancequal沌cationistoverifythattheautomatedbloodcellseparatof  
deviceperformラaCCOrdingtothemanufacturer’sclaimswhenused，andthrough  

approprlateteStlngeStablishescon坑dencethatthennishedproductproducedbythe  
SpeCi坑edprocessmeetsal1releaserequirementsforfunctionalityandsafbty（Refll）．  

AllcomponentscollectedduringthevalidationprocesscanbereleasedfortranSfusion  
providedthattheymeetminimumspeci坑cationsasde且nedbythemanufacturer，are  
labeledappropriately，andaJ．eOtherwisesuitable．   

Processperformancequal摘cationshouldincludetestlngfortheactualplateletyield，pH，  

andvolume；reSidualWBCcountandpercentplateletretention（forLeukocytesReduced  

COmpO？entS）（SeeTablel）・Werecommendthatyouassessthefo1lowingateach  
collecbonsite：   

・aCtuaIplate）etyield（plateletcountmultipliedbythevolume）：   

O determineactualplateletyieldatcollection．   
0 fo1lowtheplateletpre－donationcountreCOmmendadonsinsectionIII．B．1．，and  

SetanaPPrOpriatetargetplateletyieldasrecommendedbytheautomatedblood  
Cellseparatordevicemanufacturertomaximizethelikelihoodthateach  
tranSfusablecomponentcontains≧3・OxlOllplateletsandthetargetcollection  
type（single，double，triple）isachieved．  

・PHasameasurementofqualityafterstorage二   

O determinepHonthedatetheproductisissuedoronthedatetheproductexpires  
（Outdates）．   

0 eaChtranSfusablecomponentshouldhaveapH≧6．2  

percent platelet retentionon 
O PerfbrmwhentheautomatedbloodcellseparatOrdeviceor創trationmethodis  
firstputintouseatanestablishmentand／orasrecommendedbytheautomated  
bloodcellseparatordevicemanufacturer．   
0ifleukocytesarereducedby坑1trationandthereisaccesstobothapre一別tration  
andpost一創trationsample，CalculatepercentplateletretentionuslngPre－and  

post一員ItrationvolumeandcelIcontent．  
● reSidualWBCcount二   

O perfbrmwhentheautomatedbloodce11separatordeviceorⅢtrationmethodis  
firstputintouseataneStablishmentand／orasrecommendedbytheautomated  
bloodcellseparatordevicemanufhcturer．  
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O performwithin48hoursofcollectionorperthemanufacturer’sdirectionsforthe  

CellcountingTlethodologyused（Ref15）・   

O COnducttestlngOnthecollection（parentCOntainer）andontheindividual  
COmpOnentS丘omdoubleandtriplecollections  

● VOlume：   

O determinethevolumeaRerremovalofsamPlesfortesting（i．e．，Cellcount，  
bacterialcontaminationtesting）．   

0 fi11eachstoragecontainerconsistentwiththemanufacturer’s  

minimum／maximumspecincations．   
0 equilibratestoragecontainersfordoubleortriplecollections±10mL，OrPerthe  
manufacturer’sdirectionsifdiffbrent．   

Youalsoshouldqualifydevicesandperformfailureinvestigationsasfo1lows：   

● Devi（：eS：   

O COmpleteproductperformanCequalificationforapheresisdevices丘omdiffbrent  

manufacturers，andforeachmodel．   

0 0btaindata舟omal1automatedbloodcellseparatordevicesateachsitefbrinitial  
PrOductperformanCequalification．Ifadditionaldevicesofthesamemodelare  
addedatthefacilitya魚erquali且cation，includequalincationdatainmonthlyQC  

Only．  
・Fai1ureinvestigation：ConductaninvestlgationforalIcomponentqual沌cation   

failures，andwhenappropriate，initiatecorrectiveactionandfo）low－upmeaSureS（See   
21CFR211．192；606．100（c））．Weunderstandthatsomefailuresmayoccurdueto   

COnditionsnOtreSulting舟omafai1ureoftheprocess（e．gリautOmatedbloodcell   
SeParatOrdevicefai）ures，donorreactions）．Inaddition，yOuShould：   

OinvestlgateaSqualificationfailuresresidualWBCcountsthatexceedthe  
払1loⅦng：  

・Singlecollection：≧5．OxlO6（COllection）  
・doublecollection：≧8．OxlO6（COllection），and≧5．OxlO6（eitherorboth  
COmpOnentS）  
・triplecollection：≧1．2xlO7（collection），and≧5．OxlO6（one，tWOOral1  
threecomponents）．  

0 However，eaChtransfusablecomponent丘omadoubleortriplecollectionof  

Platelets，PheresismaybelabeledasLeukocytesReducedprovidedtheresidual  
WBCcountOnthecomponentisfoundtobe＜5．OxlO6．investlgateCOllections  
thatfailtomeetthepercentplateletretention，ifperformed．However，the  
COmpOnentmaybetransfusediftheactualplateletyieldisdeterminedsubsequent  
to創tradon，andthecomponentislabeledappropnately．   

Variabonintheactualplateletcountmightbeduetotheplateletcounterusedandthe  
typeofplateletcountuSedatthetimeofcollection（pre－donationorhistoricaverage）．  
However，yOuShouldselectastatisdcallysoundsamplesize，basedon95％con坑dence  

that75％ofcomponents（plateletyield）wi11meettherecommendedresults（seeTable  
l）．ForpHandrecommendedresidualWBCcount，yOuShouldselectastatistically  
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SOundsamplesize，basedon95％con鎖dencethat95％ofcomponents（pH）or  
COllections（residualWBCcount）wi1lmeettherecommendedresults．Usingthe  
bin0mialstatisticforrexample，aminimumof60components／collectionsshouldbe  
tested，Withzeroprocessfai）ures（93testedwithoneprocessfai1ure，124testedwithtwo  
proc？SSfailures，etC・）toqualifytheprocess・Determinethesamplesizeselectionbefore  

Startlngthequalincationprocess．Forexample，ifyoutest60samPlesandencountera  

failure，yOuShouldnotcontinuewiththetestlngOfanadditional33components．Ifyou  
Selectasamplesizeof93andencounterafailureduringtestlng，yOumayCOntinueto  
testbutthereshouldbenoadditionalfailures．Simi1arly，ifyouselectasamplesizeof  
124andencountertwofailures，yOumayCOntinuetotest，butthereshouldbeno  
additionalfailureS．  
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Tablel．   ProductPerfbrmanceQualificatioTICriteriafbrthePlateletComI）Onent  

Collection Process 

Test   Re亡OmemdedRe和1ts   Targe－1   AllowablePrtIeeSSFa凱IreS210孔ChieYe  
代∞mendedres山暮s伽rase暮tI†NIest＄ユ   

Ac血alplatelet  ，5％／75％宋   N＝11  ★★ N＝1＄   N＝23  
yield of 

trams伽sable  0   1   2   

COmpOnt！nt   

pH   ≧‘．2   ，5％／，5％   N＝60   N＝93  N＝124  

0   2   

PercemI  ＞＄5％eompoIlml  95％／，5％   N＝后0   N＝，3   N＝124  

COmpOれemt  r¢t¢れtionifIIerfbmed  
★★★★  

t℃temIion  0   2   

Resi血は1WBC  Sin如c011ec山om：   ，5％／，5％   N＝后0   N＝，3、   N＝124   

C01mt   ＜5．0Ⅹ10‘  CO山ecIioms  C011ee偵ons  eollecIioれS  

0   2  

DoubleeoⅡection：   ，5％／，5％   N＝60   N＝タ3   N＝124  

C011eeIion：＜＄．0Ⅹ10‘  coueeIions  c011eedons  c011e亡tioれS  

OrCompoサentS：＜5・0Ⅹ  0   2  

10‘  

Triplee011eeti｛Iれ：   95％／，5％   N＝60   N⇒氾   N＝124  

C011ee暮ioれ：＜1．2Ⅹ1（l7  COueCポons  e011ecdons  e011ee暮ioれS  

OrComponemt5：く5．0Ⅹ  

10‘  

0 ．   2   

1・Z proぐeSS鮎1ⅦⅣS、onけ；nOm－prOeeSS鮎1uresshouldbeexclⅦ血d．   
Correctiveadioms伽rexαedhgalloⅥrableprocess蝕ilⅦⅣS   

●i†y叫Selee暮asamples誌eo†11amd屯ndone払ilure117addiIionalsamplesw0111dm恍dtobe  
暮estedⅥrithnoadditiomal払出ures．  

● 汀yous¢lectasamples紘eo†后Oand丘ndone血ilureI，1additiomalsampleswouldmeedtobe  
testedⅥri仙noadditiomal血nu托S・Ⅰ†yoⅦSelectasamples誌eof，3a爪d月山dIwo血ilu－℃SI157  
addiIionalsamplessho山dbetestedwitllnOぬ仇IreS・Ⅰ†yollSelectasamples泣eo†124and航nd  
暮hI℃e血ilⅦⅣS，127additiona15amplessho山dbe暮estedwitlln（I血濾ⅦⅣS．  

－，5％comtidenee‘hatgt℃如er仙皿75％○－仙e00mpOnem－smoetthestamdard・  
＝ ThesampIeskemumber5Camb㌣u昨dinasamp追mgplam仙atshouldbereprese山aHYeO†products  
COllectedone孔Chmachiれetypeheach蝕eility．  

，5％亡Onfideれee仙乱tgI℃如ertham95％orthe00mpOmemt5meet仙estamdard・  

Orper仙econt血er／automaIedbl00dcellsepa和一ordevieemamu蝕c血rerI5SpeCifkadons  
ThestratifiedrccommendedrestIlt＄ShouldensurethattheindividualIraJISfusableunitswi1）be＜5．0Ⅹ  

10古eYⅢWitha25％errorinequi馳ー良一iono－仙eYOlume伽rdoubleand摘pleぐOueCtioms・  
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E． Ro－qual摘cation／Re－Validation   

・Exceedingtheallowableprocessfhiluresofthecollectionprocessqualincationmay   
indicatethattheprocessisnotincontrol．Youmustinvestlgateandcorrectthe   
SOurCeOfthisfailure（堅婆21CFR211．192，606．100（c））andshouldrepeatvalidation．   

・Themanufacturermayprovidere－quali坑cationrequlrementSfortheautomatedblood   
CellseparatOrdevicetobefo1lowed．  

VII．QUALrrYASSURANCEANDMONITORmG   

QualityassuranCe（QA）isthesumofactivitiesplarLnedandperlbrmedtopro扇decon蔦dence  
thatallsystemsandsystemelementsthatinnuencethequalityofthecomponentarefunctioning  
asexpected（Ref・13）・Whenthisisdempnstrated，theprocessisconsideredtobeinastateof  

COntrOl．WhetheraprocessisoperatlnglnaStateOfcontrolisdeterminedbyanalyzlngtheday－  

to－dayprocessaJldthedataforconformancewiththemaJlufacturer’sspeci鎖cationsandfor  
Vamibility．   

Youmusthaveaqualitycontrol（QC）tmitthathastherespopsibilityandauthoritytoapproveor  
rqecta11components，COntainers，Closures，in－prOCeSSmaterlals，paCkaglngmaterial，labeling  
anddrugproductsandtheauthoritytoreviewproductionrecordstoassurethatnoerrorshave  
OCCurTedor，iferTOrShaveoccurred，thattheyhavebeenfu11yinvestigated（21CFR211．22（a））．  
Thus，theQCunit’sresponsibilitiesincludethereviewofproductionrecords，andthereviewof  

COmplaintsinvoIvingthepossiblefailureofaproducttomeetitsspeci坑cations．（See，for  

example，21CFR211・22，211・192，211・198，606・100（c））・PleaserefbrtoFDA’s 

、 

prOgram・  

A． StandardOperatingProcedures（SOPs）andRecordkeepi11g  

l． RequlrementSfbrSOPs  

・Anautomatedbloodcellseparatordevicemust”perfbrminthemannerfbr  
Whichitwasdesigned”（21CFR606・60（a））duringthecollectioTOr  

processingofapheresiscomponents．WrittenSOPsmustbemalntainedand  
mustincludeal1stepstobefbllowedintheco11ection，prOCeSSlng，  

COmpatibilitytesting，StOrage，anddistribudonofbloodandblood  
COmpOnentS（21CFR606・100（b））・Therefore，yOヰmusthavewrittenSOPs  
foreachstepinthecollectionofPlatelets，PheresIS．  

2． AdditionalProvisionsApplicabletoSOPs  

・Adversereactions：YoumusthaveaⅥ汀ittenSOPfbrinvestlgatlngadverse  

donoramdrecipientreactions（21CFR606．100（b）（9））．Inaddition，yOu  
ShouldhaveawrittenSOPformanaglngaCardiopulmonaryemergencyor  
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anyOtheTadversereactionsaSSOCiatedwithdonation，COntainingstepsfor   
COntaCtlngPhysicianS，ObtainlnganemergenCyreSCueSquadresponse，and   
tranSpOrt）ngthedonortothehospital．   

・Hematocrit：Ifthe茄nalplateletcollectioncontainsmOredlan2mLof   

PaCkedRBCs，yOuShouldattachasampleofdonorbloodtotheplatelet   
StOrageCOntainerforcompatibilitytestingtopreventthepossibilityofan   
adversereactionduringtranSfusion．Inaddition，yOuShouldholdthe   
Platelets，PheresiscollectionprlOrtOdistributingasLeukocytesReduced   
untilaresidualWBCcountOfthetransfusablecomponentcanbedetemined   
andfoundtobe＜5．OxlO6．   

・Componentvolume：Youshoulddescribehowtoprocesscomponentsinthe   
eventthevolumeexceedstheautomatedbloodcellseparatordevice   
manufacturer’sspecincations．Inaddidon，thevolumeinthestorage   
COntainersfromdoubleortnplecollectionsshouldbewithin±10mLofeach   
Otherorperthemanufacturer’sdirectionsifdiffbrent．   

● SampIFSfbrQC：ContaineTSforQCsamplesshouldbeattachedtothe   
COmpOnent／collectionsetuslngaSterileconnectingdevice，tOenSurethe   
maintenanCeOftheclosedsystem．   

・Actualplateletyield：Theplateletyield丘omeachcollectionofPlatelets，   

Pheresisshouldbeavailabletoprovidetothetransfusionfacility．   

・PHmeasurement：AccuratepHmeasurementistimedependent，and   

Samplesshouldbetestedwithinlhourofsampling，OraSSuggeStedbythe   
manufacturerofthepHmeasurementsystem．WerecommendthatapH   
meterorgasanalシzerberoutinelyusedratherthanpH（nitrazine）paper．   

However，ifyou－ChoosetodeterminepHmeasurementswithnitrazinep叩er，  
theselectedpapershouldreadinincrementsofone－tenthunits，Oritmay   

provideinaccuratemeasurements．   

・RBCloss：Youmusthaveawr山enSOPforyourcollectionprocedure，   

includingin－prOCeSSPreCautionstomeasureaccuratelythequantityofblpod   
removed丘omthedonor（21CFR606．100（b）（5））．Youshouldcalculatethe   
donor’sRBCloss，WhichmaylnCludetheresidualRBCsremainlnglnthe   

apheresiscollectionsetafteracollectionofordiscontinuedcollectionof   
Platelets，Pheresis；theextracorporealRBCsremainlnglneVentOfnoRBC   
rinseback；theRBC）oss丘omcollectionoftubesfortestlng；and／orco11ection  

ofaconcurrentRBC．YoushouldrecordsuchRBClossinthedonor’s   

record；inamannerthatallowstrackingofcumulativeRBClossovertime．  
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・BacteriaJeontaminationtesting：YournuStmaintainwittenSOPsand  
includeallstepstobefo1lowedinthetestlngOfbloodandbloodcomponents  

（21CFR606・100（b））・Bacterialcontaminationtestingshouldbeperformed   

uslngaCulturebasedmethodology，andusingyourestablishedprocedures．  

・QCfailures‥Youmustthoroughlyinvestigateany 
． 

YoushoulddefineapproprlateCriteriaforretestlngOfcomponents，teStlngOf   

additionalcomponents，坑nal1abeling，anddispositionofcomponentsthatfail   

tomeetspecincations．   

● Fai1ur？investigations二（堅追21CFR211・192；606・100（c））Thecriteriato   

assesslntheperformanceofathoroughfailureinvestigation（includingthe   

COnClusionsandfo1lowup）shouldinclude，butnotbelimitedto：donor   

Characteristicsorspecincations；Operadonandorperformanceofthe   

COllectiondevice；adherencetoSOPs；lotnumbersofreagentsorsupplies；   

Sampllecollection，handling，StOrageOrShipplng；OperatOrperformance，   

trainlngOrCOmpetenCy；andcellcountlnglnStrumentperfbrmanCeincluding  
shiftsortrendsincontroIs．   

● Manufhcturer’sperfbrmancespecifications：Youshouldstatethe   

acceptabletolerancespec摘cationsfbrthevolumes，Plateletconcentration，   

and／oractualplateletyieldforeachstoragecontainerasdescribedbythe   
manufacturer・Youshouldhaveaprocedureaddresslngthehandlingof   
COmpOnentSthatdonotmeetthemanufacturer’sperformancespeci茄cations   

（e・g・，uSeinresearchorfurthermanufacture）．   

● Labeling：   

O Thennalcomponentvolumestatedonthelabelshouldbedetermined  
afterremovalofsamplesforplateletcountdetermination，QC，and／or  

bacterialcontaminationtestlng．   
0 Platelets，PheresisfortranSfusionshouldroutinelycontain≧3．OxlO11  

platelets．WhenspecialcircumstanCeSWarranttheiruse，Platelets，  

Pheresiscomponentscontainlnglessthan3・OxlO11plateletsshouldbe  

labeIedwiththeactualplateletcontent．   

・ComponentStorage：   

OIfPlatelets，Pheresisarestoredat20to240c，yOumustmaintaina  

COntinuousgentleagitationthroughoutthestorageperiod（21C  

640・25（a））．Youshoulddescribehowtemperatureandagitationwi11be  

monitored，andthedispositionofplateletcomponentsthatarenotstored  
properly 
0 Youmustfo1lowtheautomatedbloodcellseparatOrdevice  
manufacturer’sdirectionsfbrサSe（21CFR606・60（a））・Ifsteri1e  

COnneCtinganadditionalcontalner（s）isnecessary，uSeaCOntainer（s）  
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designedtoachieveandprotectasteri1econduit．BecauseOfdif托rences  
incohtainerspeC沌cations，yOuShoulduseCOntainersfromthesame  

manufacturer．   

3． Recordkeeplng   

Al1recordkeeplngreqtnrementSOf21CFRPart606，CurrentGood  
ManufacturingPracticeforB）00dandBloodComponents，SubpartI（Recordsand  
Reports）；Part211，CurrentGoodManufacturingPracticeforFinished  
Pharmaceuticals，SubpartJ（RecordsandReports）；andapplicableprovisionsof  

21CFR640．20through640．27，muStbemet．   

Do山OrMollitoring   

l．  PlateletColmtS   

Iftheplateletcountiskn0wn，yOuShouldnotifyyourMedicgDirectorwhena  
donorhasapostcollectionplateletcountlessthan100，000／uL，andyoushould  
deftrthedonorunti1his爪erplateletcounthasretumedtoatleast150，000／uL．   

Transientdecreasesinplateletcountshavebeenreportedindonorsundergoing  
multiplecollectionsofPlatelets，Pheresis（Ref16）．Youshouldperiodical1y  
reviewadonor’srecordstomonitorplateletcountS．   

2．   AdverseReactionsinDonors   

Recordsmustbemaintainedofanyreportsofcomplaintsofadversereactions  
regardingeachunitofbloodorbloodproductanslngaSareSultofblood  
COllectionortranSfusionandathoroughinvestigationofeachreportedadverse  
reactionmustbemade（21CFR606．170（a））．   

3．  RedBloodCellLoss  

● Perc011ection：   

○IfthecollectionprocedureneedstobediscontinuedforanyreaSOnbefbre  
COmPletion，andiftheOperator’sManualallows，yOuShouldattemptto  
retumRBCstothedonor．   
0 DonoreligibilitybasedonRBCloss（withorwithoutRBCrinseback，and  
includingallothertypesofdonation）isdescribedinTable2・  

B．  
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Table2：Recommendationsfbrdonore）igibilitybasedonRBClosspercollection  

within 8 weeks 
Lessthan200mL   No donation or NodefbrralofdonorforpackedRBCloss；  

totalfrominitial  frequencyofdonationofPlatelets，Pheresis  
andsecondloss  asdiscusSedinsectionIII．B．2   
1essthan200mL  

Lessthan200mL   Morethan200mL  Donorisnoteligibletodonatefor8weeks  
butlessthan300  
mLtotal   

More than 200 mL NA Donorisnoteligibletodonatefor8weeks   
butlessthan300mL  丘ominitialloss   

Lessthan200mL   Totalloss丘om   Donorisnoteligibletodonatefor16weeks  
initialandsecond  
lossofmorethan  
300mL   

300mLormore   NA   Donorisnoteligibletodonatefor16weeks  
frominitialloss．  

● Per12months：  

Under21CFR640・3（b），aperSOnmaynOtSerVeaSaSOurCeOfWholeBlood  

morethanoncein8weeks．InanySuChassessment，andinassesslnga  
donor’sRBClossduringthepastrolling12－mOnthperiod，theRBCloss  
associatedwiththeco11ectionofPlatelets，Pheresis，andincludinganyother  

donationtype（i・e・，Wh01eBlood，RBCbyapheresis），Shouldalsobe  
COnSidered．  

● TotaIpIasmavolumelossper12months：  
Themaximumvolume（excludinganticoagulant）collectedfromadonor  
duringarolling12－mOnthperiod，andincludinganyOtherdonationtype（i．e．  

WholeBlood，Plasmapheresis）shouldnotexceed二  

0121iters（12，000mL）fordonorsweighingllO－1751bs  

014．41iters（14，400mL）fordonorsweighingmorethan1751bs  
（Re£2）．   

C． ComponentTesting  

l． ComponentSpecificationCheck  

・Actualplateletyield（volumexplateletcount）mustbedeterminedaf（ereach  

COllection（21CFR211．103）．  

・Weightルolumeconversionisnecessarytodeteminethevolumeofeach  
COllection・ToconYertWeighttovolume，dividetheweightofthecollection  

（thetotalweightmnustheweightofthebag）bythespeciBcgravity（1．03）．  
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・Bacterialcontaminationtestlng：Youshouldper払rmbacterialtest）ngaS   

SpeCiBedbythestoragecontainermanufacturer（i．e．，7－daystorageof   
Platelets，Pheresis，LeukocytesReduced）．   

2． QCMonitoring   

Under21CFR21l．160（b），laboratorycontroIsmustincludetheestablishmentof  
SCientincallysoundandappropriatespec浦cations，Standards，SamplingplanSand  
testprocedurestoassurethatcomponentsandproductsconformtoapproprlate  
Standards．Oneexampleofascienti鎖cal1ysoundstatisticalsamplingand  
analyticplanisbasedonabinomialapproach（SeeTablel：ProductPerformance  
Qual沌cadonCriteriaforthePlateletComponentCollectionProcess）．The  
SamplingsizesdescribedinTablelwi11con且rmwith95％con蔦dencea＜5％  

non－COnformanCerateforpHandresidualWBCcount，andr＜25％non－  
COnformancerateforactualplateletyield．   

However，OtherstatisticalplanSmayalsobeapproprlate，SuChastheuseofscan  
StatlStlCS．   

AspartofyourQCprotocolyoushould：   

● de伽eaplanfornn－Selectivelyidentifyingcollectionstobetested・This   
ShouldensuretestlngOfcomponentscollectedoneachindividualautomated   
bloodcellseparatorddvice，eaChcollectiontype，andeachlocation．  

● de鮎eヲamplingschemesforactualplateletyield（includingvolume   

determ1nation）andpH，andresidualWBC．Werecognizethatthesesampling   
SChemesmaybemutuallyexclusive．However，theplateletyieldofthe   

COllection（anddesignationofsingle，doubleortriple）shouldbemadeprior   
toperfomingtheresidualWBCcountQC．  
● teStチCtualplateletyield（plateletcounttimesthevolume）andpHatthe   

maxlmumallowablestoragetimeforthecontainersystemused（or   
rep†eSentingthedatingperiod）・Title21CFR640・25（b）specinesthatQC   

testlng，lnCludingplateletcountandmeasurementofactualplasmavolume，   
beperformedattheendofthestorageperiod．Webelievethatsuchtestlng   
maybeconducted“atissue”orwithin12hoursa魚erexplration．Inaddition，   

actualplateletyieldandpHtestlngm町beconductedononestorage   
COntainerofadoubleortriplecollection．  
・includetheresidualWBCcount（Ref．1）forLeukocytesReducedcollections，   
ifmanufactunngleukocytesreducedproducts．   
0 PerformtheresidualWBCcountOnthecollectio丘Forthepurposeof  
labelingasLeukocytesReduced（蔓壁21CFR606．121（c）（1）），yOumay  
alsoperformaresidualWBCcountOnthetranSfusabletmitsfbrdouble  
andtriplecollectionsthatfai1thecollectionacceptancecritehalisted（see  
belowinthissection）．  
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O TestfortheresidualWBCcountWithin48hoursaftercollection（Ref  

15），Orperthemanufacturer’sdirectionsforthecellcountin苧  

methodology，tOreduceaberrantreSultsduetocellulardeterlOradonand  
Clumplng．  
0 Testforpercentplateletretention，ifleukocytesreducedby負1tration．  

● describethecriteriafbrinvestigationoffailuresduringQC，includingthe  

factorstoconsiderincategorizlngafailureasprocessornon－prOCeSS．  

● haveamethodtodocumentallcalculationsandtestresults．  

Werecommendthatyouconsiderthefo1lowingQCresultstobeacceptable：  

● PH≧6・2・IfonecomponentfromadoubleortrlPleco11ectionisfoundto  
haveapH＜6．2，thecorrespondingcomponent（s）丘omthecollectionshould  

beretrievedand／orquarantineduntiltheyaretestedandfoundtobe  
acceptable．  
● tranSfusablePlatelets，Pheresiscomponents≧3．OxlOllplatelets．  

● reSidualWBCcount：  

o singleco11ection：＜5．OxlO6wBC  
o Doublecollection：＜8．OxlO6wBC  
Note‥If＞8・OxlO6，buteachtransfusablecomponentis＜5．OxlO6，this  
isnotconsideredacollectionfailure．  

0 Triplecollection：＜1．2xlO7  
Note‥If≧1・2xlO7，hteachtransfusablecomponentis＜5．OxlO6，this  
isnotconsideredacollectionfai1ure．  

・PerCentplateletretentionshouldbe≧85％orperthemanufacturer’s  

SPeCincations・Componentswith＜85％plateletretentionmaybedistributed，  

butafailureinvestlgationshouldbeperformed．  
● negativefbrbacterialcontaminationtestlng，Whenperfbrmed．   

D． Equipmen〟Supplies   

EqulpmentmuStbeobserved，Standardized，aJldcalibratedonaregularlyscheduledbasis  

aspTeSCribedintheStandardOperatingProcedureSManual（21CFR606・60（a））・Such  

equlpmentincludes，butmaynotbelimitedto，theautomatedbloodcellseparator  

device，Cellcountinginstrument（S），pHmeter，SCalesandsterileconnector．   

Allsupplies（includingcontainers）andreagentsmustmeeta1loftherequirements  

describedin21CFR606．65．   

E． OperatorTraining   

Operatorsmusthaveadequatetrainlng，educationandexperience，OrCOmbination  

thereof：toassurecompetentperformanceoftheirasslgnedfunctions  

（21CFR606・20（b））．Werecommendthatassessmentofoperatorsincludescheduled  
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