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医薬品一研究報告調査報告書  

識別番号・報告回数  
報告日   新医   総合機構処理欄   

「般的名称  新鮮凍結人血猥   GubemotD，LuceyC，LeeK，  公表国  

ConleyG，HolnessL，WiseR．  

新鮮凍結血腫「日赤」（日本赤十字社）  研究報告の公表状況    AABBAnnualMeeting8ndTXPO  
販売名（企業名）    新鮮凍結血妖一しRr日赤j（日本赤十字社）   2008：20080ct4－7；Montreal．  米国  

○輸血を介したバベシア症の伝播：FDAに届けられた最近の死亡報告  
背景：バべシア症は輸血を介した伝播リスクが知られているか、認可されたスクリーニング法は存在しない。本試験は、FDAに報  使用上の注意記載状況・  
告されたバベシア関連輸血事象の重症度と特徴について、最近の輸血関連／くべシア症死亡報告と生物学的製品逸脱報告サ  その他参考事項等  
マリー（8PDRs）に焦点を当て検討した。  新鮮凍結血濃「日赤」  
新鮮凍結血躾－LR「日赤」   方法：過去10年間にFDAに報告された3つのF】〕A調査システム（採血および輸血死亡報告こMedWatchプログラム、BPDRs）の   デ∵タを収集した 

研 究  

報 月こ ⊂コ  
；概  結論：最近の死亡報告は、増加中のBPDRsと合わせて、稀な輸血後合併症である／くべシア症のリスク増大を明らかにした。発熱   
要  を呈した受血者にはバべシア症の可能性があることを医師が認識することにより、効果的治療のための迅速な診断を容易にし、  

また、残存する血液製剤を差止める検査の実施が促進されると考える。バべシナ症供血者および輸血関連事象の報告は、FDA  
によるリスク範囲り評価、公衆衛生上の感染制御対策の一助となる。   

報告企業の意見 今後の対応   
FDAに報告されたバべシア関連輸血事象の重症度と特徴につ    今後も引き続き、新興・再興感染症の発生状況等に関する情報の収   
いて、最近の輸血関連バベシテ症死亡報告と生物学的製品逸  
脱鞭告サマリ∵に焦点を当て検討した結果、近年、当該寄生虫  
による輸血関連リスクが増加していることを示しているとの報告  
である。  
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InthlSlePOrtWedescribetheba5Clineriskofsep5】S  
assochted、Vlthtransfusiol－OFWBPs・aSmeaSuredbythe  
rateofseptic（ransfus†onreactionsrepor（ed【otheAmeri－  
CanRedCrossHcmovLgilzLnCeProgranlin2003山［Ough  
2006・5〟tersucces5fuliInplementationofPSPs atfour  
AJnericanRedCrossregionalb】oodcell【ers．weassessthe  

ilTIPaCtOfsample山versionontheriskorcontamilla【joll  

duringcnllection anddocu】nentthe abi．ityofcultu∫e  
te5日ngtoideI－【ifycontaminatedproductsal－dpre、rent  
山eirre】easeintoinvel－tOⅣ  

MATER［ALSAND METHODS  

Wl10lebloodwELS COuCCtCdilltO COlIcctjo】1SelS＼崩  

両tl－OutaSal叩Iediversjol－SyS－em（kukotrap－－tCPL．1）a】1  
Medical）rrom rou血re bIood d（〕nOrS hわurAITlerican  

Red（：rnssB）00dServicesReg】OnS（＾－D）．Thetj（rIeh・ame  
forthe細心OductionorPSPsandwhoIcbloodcollccti（】n  

UtulZi■一g SalnP】e diversion stEategleS OVerlapped，SuCh  
Lha【the tirst5211PSPs＼Vere rnanufactured wjlhWBP  

山atlackedsan－plediversiol－・Tbeph】ebotomys】tew8S  
PrePared by our sta■1dard，FDA－reCOmmendcd，Skin  

disil－fectiorlPr口tOCnIしItl比ingpovi血ne－jndiIleSCrubs（Or  

Chlorhexidinegluconatein70％isopropylalcohoIscrubs  
fordol－OrSa】lergictoiodine）lthrougl10utthestl－dyLeu－  
koreducedWBPconcentraleswerepre］）aredarldstored  
at20一口24q（二・∧托era minimuIl10r24l10urS．Rve八Bロー  

identjcalW8Pco＝CCn【l・atcswcrcpooIcdintoal，5．LCLX  
StOragebag（Acl・OdosePLSystem・PallMedical）bymeaTIS  
Ofmul（iplesteriJt！COn11eCtlons（T5CDorSCDsterjlettlbe  

lVelder5．ⅦrunlOMe（1icalCoTP．，Elkton．MD）．PのnlsIVere  

labelcdD＋汀thcre＼VaSOneOrrnOreD＋WBPunitin也e  

POOl．  

ん一8－mLsample［orbacterialtesting、VaS（emOVed  

rrom山estol・age b‘lguSinga p】atelet（P甘）sampu叩  
device（SampLoksaTnPlillgkit．rT－L．Rcston，Ⅶ；OraCCeS－  

S口rySamPlingasscmb）y，GanlbroBCllLakewood．CO）．An  

add山onaJl・5to2nlLvほSuSedねrproductqua⊥漬cation  
testjng（PIJcount．pli）．PLTy】eIdlVaSCalculatedhrom†he  

PtJcon〔eTltrationarldthevoLumeohhePSPs．  

At ttlC Start Orthc cva］uatioI10f仇c Acrodose PL  

SyStemtprOCeSSCOnt∫ロ1tesdng、VaSPerfomed・PIJ）づdd，  

COnCen【ra【io！1Nldprodu⊂tVOlu川e．SteriJiり′bybacterial  

C11】lure．andがTwヒredelerminedandsuccesswast霊eバned  

by（一UrSLa11diir（lprocessconLroIprocEdures・Thisentaile（1  

t亡Sting（t－C日rst60pooIs、血h－10ra血resor91【）00Is岬th  
One al】owablefallure・PH（es【jl－gWaSPerformedfor60  

POOユ5bydeterlTljIl＝一gthepHof40PSPsatissue，10PSPs  

OnDay5．andlOPSPsatoutdate；for90pooIs：bvdeteト  

miI皿gpHoF61PSPsatissuel15PSPsonDay5and15   
PSPsatoutdate・After5uCCeSS氏dIycornpletingprocess   
COn110Ⅰ．mon【uyqC【eSlingoF】percentofPSPswas  
iniliaIed．  

DetectionofbacterねIcontamlnat盲on  

An汁utOrrLJtedmicrobialdetectionsystem（BacT／ALERT  
3D．bioM‘deux）was11Sed如aerobiccul山一萬．雨山botde  
＝10CUIationpe巾ー－－－edj－－a】aminar一円OWhood■aSpre、づ－  
OuSlydescribed16・8pspswerere］easedintoinventoryfoT  
distributiona鮎ratleast12hourswithnegativec山ure  
res血s′肌d cu帆汀e5Ⅵre mOnitored un1月produc1  
0utdateonDay5・＾）lcomponents8SSOCiatedwithposit3ve  
iniUaIc山山reresul【swere quara皿血ed orre江ievedif  
a】readydisldbuledto江amがu扇onさerⅥce5．A5eCOnd8－mL  
SampI¢WaStakenh■ロmtheiniddlypositivepSpさand／or  
COCOmpOr】entSandinoc山atedhtoanewaerobicbottle  

ror00n鮎mat叩Culture・Theinjti818nd占ub紀qUentpO£i－  
【ivectJlttJrebo（tleswcrcscnttojl－dcpendentmicrDbiol－  
0訂Iaboratoriesrorb；lCterialisolalionalldideIl雌catjon．  

Bacte血Ⅲ1【uretestresu11swereclassinedaccordingto  
AA8BBuUetino小079w仙如rther訂ubcategorizaliona5  
follows：A co－1爪med－pOSjtive result k a－川かpOSitive  
resultwiththegrow【hofdleSaTneO聯TlisT71intheinitial  
md con丘rmatoⅣ5an－p】e；a raI古かpOS摘ve re古山【is a  
posit一昭bo一郎sign8】butanega【ivere5uIto∫】さubs¢quellt  
Cultl此・向Ise－pOSidveresuIbwerehr山erdlaraCteri乙ed  
as e他訂pOS5il）le引”¶Pling conta】血11a伽m．．irbacteria  
We－edelecledin鵬in臨1bo相ebutno仙econか－れatOⅣ  
Cl血1re，Or血s甘Umenterr叫肌heini餉1cl山Ilrebo州ewas  
foundtobesterile・8ⅣplJcomponentswerenotavailable  
forcon鮎mat叩Culturel）eCauSe山eywere【raれSfu占edor  
des仕Oyeddwing山emanuねcturlngprOCeSS，山eini祀－  
positivesign山couldnotberesoIvedandtllereSultswere  

ClussiEiedas’lindeteTminiIte：．Occasionswht！re欄niniLial．  

posi血en血rewasde【ec【edbu＝九e軋bs叩】en【c叩Rト  
matorycl山wereveaJedadi鮎rentbacteri山isolatewere  

labeled〟dscrepal－【・”1n tlle人ABB da5S氾cauon．these  
Ca5eS、VOu】dbei♪C】udedinthe“true・pOSidve・・category   

Sep軌＝柑nS仙sion reactlons  

仙sepdcmn血sionreac【tOnSrepOrtedto山e35托かnal  
AmericaJIRedCrossbloodcenterswereinYeS厄gatedand  
COmpi）ediT”CentralizeddatabasethroughtheAmericarl  
Red Cross Hel¶0Ⅵぢihnce Prograln－ aS p【eⅥous－y  
descdbed・5clinicalcr血riafbrapos5ibleseptictran血－  
Sionl℃aC血ntoapllereSisPI烏、VereanyOrtlleわ此whg  
S），mp【omsw仙in4hoursoftrallSfusjon：知rer（）f390Cor  

greaterorachangeof2．CornlOrefrompre（ransfusion  
Val購∴鴫0∫S・Iachycardia greater than120bp汀10r a  
Changeof40bpmormorefrompretransft］Sionvalue，Ora  
Changeofmorethal130mmHgirlSyStOJicordiastolic  
bloodpressure・lnA de且nitesepticlransfusion TeaCtion  

VoIume48．November2008 TRAN＄FUS10N 2349   

Eulhllcd山echnicalcritcriaand〉TIC王dcdtllCSamCbacterial  
5peCies丘‘01n山eresidualPSPconlPOllell（and山epatlent．  
Aprobablesep【iclransfusionreactionrulf）11ed（hec［inica】  
Criteriabutwasassociatetlwithapositivecultureontlle  
rcsidualcomponcntwithoutamatcllZngPOSjtzveblood  
CulturcrcsultintllerCCIPICnt．TransfusjDnreaCtionsthat  
didnotmeet the criteriaofprobable orde貧血eseptic  
reactionsヽVeree〉こCトuded．  

Statist】calan8丹SIs  

Odds ratios（ORs）and95percent conndence血eⅣals  
（Cts）wefeCOrr）pUtedtocompareしheodds ofcor）tamiT  
nationbefore a11d afterthei】nPlelnetltation of5引叩1e  
山version sヒategleS・11Di鮎rencesbcnveell許OupS Were  
Siglll負canla【p value orless Ulan O．05，The血Ieljcan  
Red CrossIns【itu【ionalIleview Bo乙1rd detelT再ned that  

the operationaltrialwas exempt under 45C‡：R46．  
21CFR5（l．  

RESULTS  

Base‖neriskotbacterIalsepsts什omWBPs  
beforl∋imp旭mentattono†PSPs  

Weassessedthebaselineriskofbacterialsepsisw仙WBPs  
asreportedto【heA皿e【icaflRedCros5．Hemovigilance  
ProgralTl，bebre山ein仕Odt】C也on ofPSP＄and samp】e  
山version．BetweenJanua叩1．2003．and DeceTnber31，  
2OO6，山e35＾mencanRedCrossbloodreglOnSdistribu【ed  
乙535月431仰P units and ZO septlC reaCtionsIVere  
reported．山chJdlng2fatali【ies，ForanoveraIlrateoF7．9  
Ⅰ）er mi王1ioIl（1：126．752）reactioIIS and O．79perlnillion  

（1：1－267．522）fata皿cs pcr distrlbutcd componcnt  
（TabIel），ProductsinvoIvedin septlC reaCtlOnS Were  
pooledatthe加nsfusわ11SerⅥceinamedianpooIsizeof  
5c【jmpOnen15（lnean．4・75ニraIlge．2－8componenLs）∴rhe  
media11Calculatcdriskpertransfusedproduct．assuming  
山at5products were pooled．、VaS山ererore39，4per  
nlilIion（l：25，350）わr sepsis and 3．94 per million  
（1こZ53，504）forfa【alit），．  

Eightoftherep（1rtedreactionsful別】ed山ecriteriafor  
defl山【esepticreactionsand12wcreprobablesepdcreac－  
tions，becau5eし11eincnminaてedorganism was nDtCul－  
ttlredfmlnthepa†ient，eitherdtユe†olackoFbloodctllture  
testing（5cases）Dr due to negative c山tuTe reSul（S fo（  
Patjents on antibiotic tllerapy（7 cases）．The most  
COmrl10n bacteri扇contamjnant5ヽl・ereli女elvcomlne11Saユ  
SklnOrganisms（16cases；80％）：ヰ（20％いVerellkelyenteric  
O「ga11islnS（nbIeり・¶e componen【5that comprised  
eachpoolo川唱Ps＼VereOfuniformstorageage．an（115  
reactionsoccurredonDay5（75％），30nDay4（15％），10n  
Day3（5％）．andloIIDay2（5％）aEteTCOllection．Thenvo  
ねて山iesimpllCated∫rd〆りイococcu∫∩比re山肌d色c／7erfニ  

C九i〝COJねndweretransrusedonI〕a）r50fstorage．   

2350 TRANSFUS10N Vo山川e48，NDVember2008  

TABしEl．日acleri∂lmPllCatedin sepいC  
transfusion reactlons to WBPs【〕jslrlbuted  

1．2003，and Decembe「31，2006  betwe引1Januar  

Number of  

88Ct8∩∂」†so】ate  sept」CreaCt■OnS  

Co8gUlasかnegat【Ve Sf∂′）坤ロCOCCUぶ  

S一∂UJせUS●  

S／叩わ〆OCOCCU5叩P．（mXedc山u「叶「  

β∂CJ仙ざSPP．  

Coγneb∂CJe「ルmSPP   

しrk8【yskJncontam】nanls（SUb101ar）  

∫．bロリJr5  

ど．co／′  

Mu】tlP≦8（〝／eb引e侮戸口8Um（血∂．己cこ）／′）   

Lke】yenlencロ「；）an【S■TIS（SUbl01aり   

Toほ＝■8aCtlOnS   
Numb8r Of VJBP units dlStnbut8d  

SeptlCr88Ct】DnS，ra18P8rlOd  
Fata帥es，ra18PerlOる  

’Assoc－aledv招ha†∂t∂l卑．  

†Coagu…ase・negalいノeandcoagu【as針PDS加ノe SJ8Ph′・ロC（）CCU5▼  

Operationallrialandimp；ementationo†PSPs  

f3ecilUSヒOrしhe potenしialsafeLy bent｝Liiu［QC bユCLerial  
de（ection aIld D血er operaしionala山7a【ltageS．ヽVei∫mPle－  

mcntcdLheAcrodosePLPSPsystem．王naninitlaloperユー  
tionaltrial，four reglDnS Of thc AmerlCallRed Cross  
ma爪uFac【しげed7628PSP ulit5．Or＼、心ich5211wercpro－  
ducedbeforeaJld24】7a王てertheiユ1叩1emcntaし】OnOrV血01e  
bl（10d∽】lectlOnSe【s両山hitia】samp】ediversio11．八POOI  
Sizeof5unitswa．sneccssarytopTOduceaco；ュSis【cntcomT  

ponerltCOnlainingnlDre山an3×10‖pLn－aSlossesdue  

topoolinga11dsJi叩1ingror（）Ctc5tSan〔1bi化しCr最cultu∫C  
amounled．DJ〕aヽ′e】age．tO16・t PerCent（range．8．39ら・  
31．5％）or山ePIT）’岳eld一丁l】ePOOlhgaIldsaln】〕1i【柑PrOCC【  

durcwasaccomplishcdo【一a、′CragClll1715Tninutes（range，  
13ふ21・31¶in）once stn汀、Ve▲e rullytrained and rarru山上  
“「（hlhetecl一刀】quC  

ノ川rollrreE10nSSuCCeS5hl】1′CUrl叩IeleJしileiつh‘1SCOF  
PrOCeSS COntrOltcs山1g．T加O rCg10n5had no raiIuesirl  
【11ei一日rst60pooIs山一dtⅥ′OrCg▲りIIS王－adoncraih∬einし11eir  

nrst91pooIs（SじeGJ血加聞♪両加血明川／ld且1＝マビレIe仙  
5J（げ CoJJecr10〃 げ♪JdfeJビ臼 占γ 一触rom‘コエビd 八イビ班0血  

December2007forcurrcTltCritcria】2）．（）ne［allurcwasduc  

toahighPLTcoll⊂entlatioll騨eate∫ulan2300：く1∩】pビrい⊥．  

md山eotherバOPIJlう巳1dless山an2・ZxlOllperpool．  
0nceprocesscon【rOIwasestabllShed．mon山丹QCtesdng  
WaS thenlnitiated．inl′0】ⅥngPH（estinE；ben、〉eenDay2  
むIdou【da叱0ねtleastl】）e「CentOfPSpsor4PSPしl山tsper  
1110ntIlifre＼ヤCrthmlヰ00poo】いVerepreParCd ノItntaJor  
131pooIs（山Foい∫「egio！1S）い′ereteStedo、－eヱ2〔06JTlOn山s  

anJlOOpe「cenlゎこ1JpHl▼′aluesロr6．ヱol■grC己ter両丑山＝l  

rangeof6．即＝07．70．   
¶1e＼raSてmaiorlT）rOrPSl⊃shadPLr〉づc】dsequi＼7alen【〔0  

山emln：mUnl）「eldねrpIateletpIleleSis（i，e．と3．0×10I】；  

Tabie2）’rhe Acl■Odose PL5〉′Stemi一一C01■POTユteS＝1CCCr）一  

ほn〔ePrOJucし（lUaItfうcaいCnCriほ「ほthalar∈t（王ctcr一口jnedb）－   
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PRESTORAGEPOOI．EDPLhANDBACTERIALCUロ■URETE＄TINQ  
8∈NJAMIN ETÅし．  

PrDgram PZOvide an estimate derived from2，535，043  
distributed WBP u山〔5berweenJa山一打yl．2003，alュd  
December31．ヱ006．、扇【h20reportsofsepsIS拍crtrans・  
hsion．tncIuding2rata舶es■A5Sumhgameanpoo】siz巳Of  
5WBPcomponcnts，lVeC且1culatedaratepcrdistnbu亡Cd  
PrOductof39・4pcrn一皿on（l‥Z5．350）brsepsisa刀d3．94  
pernl山ion（1＝253．504）ror5epticrataJi吋．AUnlねtionoF  
thisapproachistllaしtheactuaユnumberof【ransfuscdPLT  
dosesis nolknown v血h certaiTlry，The2005Na【ional  
Blood Callection and Distribution Sunrey records that 
ameanof18．1percじn†orlⅥ∋Pswerediscarded before  
u5e，餌Hhersuggestillg山at山eactu山septlCU■剋IS餌sion  
rateperヒanshsion＼、・a5highertllandocし；mentedhere．1S  
Fur山emore．severalslnalt studies卸d a】揖ge SILlがe－  
institu（jon active suⅣeulance stud）′Perr口mled over15  
yearsha、′eeS【abJishcd山atacrlVeSurVei＝ancemaydetect  
COnSiderabIy more contarTunated product5and sep〔ic  
reacぬns仇anpassivesuⅣe肌ance・Supl）Prtlngal－igher  
ac［uajcontaminationrate－Currentlye5日ma【cdatl＝1000  
tol：3000tra11Sfused products・16・L；Forcomparisoll，Our  
pu址shcdestin－ateSOftlleriskoFplatele【pheresissamples  
testedbybac【eria7cu】【ureanddistribu（edbyてhcAmerト  
CanRedCross during仇esame per10d（2DO4▼2006）仏raS  
l：74．807forsept】CreaC【10nS andl：498．711rorrata価es，  
SUggeS山IgdlatWBPsmayllaVebeenassociatedwith a  
greaterbacteridrisk山arlaphere5isPI二nわreachしrans・  
fuseddosc・isimilar】yr the orga］dsmsinvoIvedin these  
【eaC山口sweremo5dysk山orga血sms；hta】i【ie50CCurred  
predomim11tly on Day5 0f storage al－d＆equcntly  
invoIvedmaJOrPa山ogens．16   

ln弧e汀orltOimpro、′e抽esareⅣprOiiteorWBPs∫We  
SUCCe古紙山y血p】emer）【ed and、didated PSPs仏ー旭the  
AcrodosePLs）rSteln∽d8a∫npIediversio11乱Id dcn1011－  
Stra【cdreduced contanlina［ionatthetjmeofcoucction．  

Ou∫preルnlna丹eXperiencesuggested山at山eAclOdose  
PLsystemrequresuslgliL7cunLinvcsLmentinsLair（「最n・  
lJlgandhands・On巳叩erienceto opしimi乙eyleld5and Lo  
血nimJ2＝eQCloses（datanotsho、、′n）・Wcthereforcpcト  
ねrmedanoperation8】山は＝ユーrOurleg10n5血atro血nely  
distributeWT3Ps・ÅrLersuCCeSSftJproduct10TLanddistribu・  
【ionoF7628PSpso、′era5－mOnthpeHod■、Vei－nPlemen（eJ  
PSPs ねr rou【iェIeJnanUfacmre＿1Ve demonstrated 山e  

ability to co11Sisten叫mee一山of山e manuracttl】・ers’  
qualiq・Va石ablesrorPSPs；hdeed．97．6percentco11ほi11ed  

more山肌3×10－－plRmdor山yO．4perccn【（280l’7628  

pooIs）orpoo】srauedQCtes［ing．e眈eron訴eIdo川nPu’  
COnCentrationvaIrablcs．  

For bactcrialculture．we selected the bioM6ricux  

BacT／ALERT 3D system rather 山an the PallelうDS  
SyS【em・because【tle rOmer apprOaCh aUいVS gre∈lter  
C山【u♪巳5en5iti、佃bytes！lng8－mLra血erlhar13－tO4・mr．  
Sa叫⊃1es，aJIo、示s p［Oduct releasei】一tO汀ⅣentOry at12  
hoursra山er山む124to36hoしげS a員el・⊂u】tul・einocしぬ＿  
don・andisconsislen｛wiLhourlaboratoryapproachwllh  
aphef鮎isPtJ5，  
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血eIⅥanuねcttlrerf8rPLr）づeld（2・2×10＝－5．8×10‖per  
poD仇 poolvolume（180－240mL）．PIJ concen灯adon  

（＜2・3×10り什U．pHa‖betimeorissue（≧6．2）．研d6terllity  

（bacteria】c血ure－negative）・ne prOduct qua】i病cation  
SuCCeSS rate WaS99・6percellt fbr pooIs manufach汀ed  

duriI－g山e operationd tri山巾bIe礼¶ヤenW－eight of  
7628pooIsrailed．d11etOaCOnCentra【ionorgrealerthan  
2・3×10bpe－mL（11cases）．a勇eldofle5S仇an2．2〉り011  

PerPOOl（8ca5eS）．oray－etdor－nOre山al15．8×10‖per  

POOl（14cases；5po81sf誠edonnl血坤ecriteri8）．  

Samp］ediversionduringco）lectlonofWBPs  

Tllefirst5ZllPSPu山tsweremaTluEiLCtl．Lredfromc（川ec．  

tionseLSlacklngsれmPlediversloTland21productsyielded  
alliIlitlal－PO5i【jveresult（4030permillion【1：248l；恥ble3ト  

I11eaCll∽Se，山ePSPs弧daユIcocomponents（R8Csa皿d  
pJasma）wereretTievedanddcs［royedif山eyhadnotyet  
beeh山口紙1Sed．ARerthei旭Oductionorsamplediver－  
Sion．20．72S poo15Were manufactured、and tested by  
Culturc（during the opcrationaltrialand subsequent  
roudneproductiDnUll血December31．2007）．O11】y400f  
the20．725PSPsyieldedaniniIiaトpositivecultureresult  

【1930per m川ion【】‥518I）indicaLing a signilicant52  
percen〔redl】ClゴoninLheTaleOEhacterialcon【amina［ion  

（OR．0，4とl；95％Cl．0．28・0．81）．This reductioIlr¢鮎cted8  

Sign流ca11tdecreaseassociatedwi【h声ample鵡versionin  
山erate50rbo血con且rmed－POSi伽ec山urera【es（2111vs．  
965permjllion；0軋0．46；95％Cl．0，2Z・0．95）andfa】se・  

po5idve（∽nta血8七0河＝指te5（960vs．290permimion；  
OR．0・30；℡5％α，0．09－0，99）．bulnotin血emtesofi巧de・  
temlni托Or魚1托－pOS氾Ⅶ5ample5duetom8Chine訂rOr  
恥ble3）・Mo8fOf血！bactedal加Iate8tnCOm負med－  
po5iliv¢C山【u∫鮎WereukeIy舶nロ○柑rmble4）．肌dtlle  
rateofdetccdozIWaSSipi丘can（Iydecreaseda托erimple－  
men18dono【さamplediv餅Sion（17Z7YS．724perm皿on；  
ORル4Z；95％ロ．0・18・○・96）・nerateOfdetモCtion†orlikely  

entericorgm如hさ・bowever■dldnotdほIlgeW他＄mp】e  
出ve柑iom（384v古．Z41perm封Iion；OR．0．関；gS％Clル12－  
3・Z丑山lorga山s汀ISdetectedasr山5e・pO5i酌esmple8due  
to∽ntamlnationwereIikelyskincommens山or冨a血sm  
「ねbIe4）．   

PSPs而thcon点med－POSitNでOrね】se・pOSilivecuト  
tu代1Wer8劇5uCCe∬久山yre－1－0Vedf柑minvento叩and  
notdis出butedfo一価ほhsion．FourpooIs両也inde一打－  
minatecli］ttmJuultsweretran血sedonDay3orDay4  
0fstor8ge．befb托也elnld由一pOSiti叩Culturewasdetected．  
blIt nO占d柁一光托adons to the5e00l－1pOnentS W℃柁  
柁pOr【ed．  

DISCUSS［ON  

Retrospect童ve passive suⅣeiIlance s山dle＄ Per加med  
before血eadventofsαeemngCultur朗′iniddsample  
diwrsion．∽dきt且nda止i次dskinpreparatiollS．reVealed  

血at也e血kofasepdcreaction鵬也廿弧S氏ほiol10rWBPs  
ranged丘oml：lヰ，000tol：95，000．1卯＝medatapre占ented  
he代in丘om血e Amerjcan Red Cross HemoⅥ由1ance  
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PRESTORAGEPOOLED PLT＄ANDBACTERIAしCULTURETESTLNG  
BENJAMIN ETAし．  

Bacteridc山tuleOr5211PSPsbeforeand20．725PSps  

aF〔巳r山ein【rodしICtio110fsalnP】edi＼7erSionat山e【imeor  
CO‖ec＝onre＼realedasign招cant reduc【ionjn【】1eOVera】I  
rateofinilialposjtjvesaml）1es，WhjchvLIaSaCCOuntedfor  
l）1，aSlgn漬cひtdecreasein山eratcorcon貢rmed－pnSi【ive  
andfajsc，POSidvc（COntan血atjorl）⊂ulturcs・1ncontrast．  
山ernteofindetermlnateCuJturesa）ldfalseLPOSitivecul－  
tures due to machine errur were uncharlgedL Similar  
dccreasesin conRrmed－PnSiti＼′e Ctlユt11reS With sa】nPle  
diversio∫1havebeenpreviouslydocumentcdinWBPs・．…  
In ourhands，SamPIc divcr別On rCducedthe con丘rmed  
po5itiveratesby54percent．rrom211ユPermi11ionto965  
PermilljonpooIs（OR，0・46；95（払CI，0・22一口・95）and山e  
ねke－PのSitjve（COntaminadon）ratebv70Ⅰ）erCenほom9帥  
permilliolltO290perlll山ionpooIs（Olミ′0・30；95％C】．  

0．09－0，99；nble3）．   

SamplediversiontechnoIogYIlkelyreducesbacIerlaJ  
COr】tamirlation by skin commensalbactcria mobili2・ed  
during phleboto［ny，3・ヱ8 0ur finding（Tablc4）that  
COnATmed－pOSitiveculLureSderlVCd［romskinco■一ImCnSal  
bacteriade⊂TenSedfrorn1727to724permilliorLafterthe  
implemenration ofsample diversion（OR，0・42；95％Cl，  
D．18．（）．96〕．while Lhe rates ofenteric contaminantswere  

unchangcd（3B4vs．241permilliDn：OR，0・63；95％Cl，0・12・  

3．24）．sup叩rtS山scnncept■me昆nding止atfaJse－pOSidve  

cuILures（COntamiTlation）werealsosignlLicantlyreduced  
supportsourpreviouslypublishedhypothesisthatsome  
fdse－pOSitjvesamp］csa【e】ikelyduetocomponentscon－  
taminatedbylowlevelsofbacteriathatdonotproJiferate  
On PIT5tOrage．ヱ1In this、ヰe叫a trlJy con一肌inated  
PrOdtIC†that glVeS rise†O dninltiaトpositive cu】tureis  
】abeled afalse・POSitive cullure duetoinadeqt】ateSam・  
pJiElgduringreculturcofdleprOducr・SuChthatthcsample  
isstcr此，Fur山ercvjder】CCtOSuPPOrtthellypOdleSisis  
PrOvidedbyan山ytingthetimebetヽVeenCtdtureinocuIa－  
tionaTldtheini山Lposi【ivetes（resu】r・Themostfrequent  
SpeCieslnvoIヽredinfaIse－POSitive（COnlamin飢ion）cuttures  
is5r叩わ〆OCOCCJ∬（coagu】ase・negative）．whicl－tOOksi画角・  

CaTltlyJozlgertO gTOWin faLsc－pOSitivcthan con魚rmed・  
POSitivecultures（mean．27・2hrvs・17・5hr；p＝0・02．ttest；  
Table4）．This（1eIayingrowlhmaybeascribedtolower  
inltialconcentrations．prolonged】agphaseofgrowth．or  
to11gerdoublingtimesiJICultul・e．altllOughthelatterisless  
likel）▼foraglVenSpeCiesorbacterla・  

PSPimplemenTationrequiredapproprlatemanage・  
mcnt ofcocomponcnLs associaled wlthinitial・pOSitive  
cul【ures．directedbydleCulture［CSults・＾氏erirnplemen－  
tat］OnOfsampIcdiversion・thercwere40inida）－POSitivc  
Culturesor20，725pooIsleSted（1930pel■▲llillionrl：518日．  
andthesep（O（lucIsand【heircocomponer）〔swereplaced  
】ntO h口Id quaranti11e：14ローtheinjtiaトpositlVeSaInPteS  
＼VereSllOWntnber山se－POSltivesanlPlesand山ei∫COCOm－  
ponenてSWerereleasedin（Oin、，entOLymeOrhel・POSi【ive  
ctIl【ure resultsIVere aSSC｝Ciated wi【L1130RBCs a11d130  
plasmacocolnPOnelltSlhtvJeTeretrievedanddiscarded  

iftheyhadnotbeentrallSfused・BecauseonlyaslngleWBP  
COmpOnen【1ike）ycolltarl11mated山epoolbutcouldnotbe  
isola【edinretrospectas山esourcebythecurrentproce－  
dure，apprOXimateIy80percento【血edesけOyedcocom－  
ponen【いVereIikelysteri】eandacceptablebrtrallS餌siolヽ，  
ThedjrectandilldilCCtCOStOf山esecomponentlosses  
represenIadisadvantageof血eAcrodosePLsystemand  
ShouldbeaccountedforinthecostanalysisofPSPmanv卜  
facttJrjng．Ofてhe20conRrmed・pOSitive cultures af（Cr  
implementationofsalTlplediversiorl．15（75％）weIe5t山  
Skin commensalorganisms，raisingthe possibilitytllat  
知山Ierimprovementsinskinprepamdonmaybee茸ec・  
t王veatlowerLngCOrLtaminationandmitigatingthe】oss  
OfcocomponentswlthPSP production，Tboof也efour  
elltericorgani5mCOntaminaれbWere5r柁p眈8αMわロリ由，  
aspecies山athasbeerllinkedtocoIoniccarcinoma，and  
the donors of these producls were counseled to seek 
fur【hermedicalinvestigation．迫  

Thc c（1n点rrncd－pOSidve【ate Of 965 pcr million  
【1：1036）bac【erialc山turesofPSPsa氏er山eilllplementa・  
doI10fsaLmplediversionis5．2・bldgreatcrthanourpub→  
lisbedratebraphere6isPIJiof185permi11i（】n（1：5399）  
COllectedberween20O4and2006．hthatrcporいheBacT／  
AlヱRTcultureswereino⊂山atedl扇tl14－mLsamplesand  
Onlyapropor也011ト39％）oftheproductswereco11ected  
而山inletlinesaInplediversionsヒategleS，5We recently  
implem¢nted universalinletlhe saTnPle divcrsion for  
Plateletpherests，doubled the BacTIALERT sample  
VOluTletO8m⊥．mdrepor【acol嘘me心poduveculture  
rate or167per miluon（1：5，922）afほr te8血g431．490  
collections（TゝbIe5and A．E E（1er e（al．，Submitled for  
Pubtication）．   

¶1eSedata＄uggeStthatwhenut此ingastanda∫dized  
protoco10f sk）11PrCpaLation．sample diversion．and  
CuJttue．aunit・per－unitcomparisonofPSPsAndplatelet－  
pllere5iさreVea】sa5．8－bld（OR．5．8；95，もCI．3．5－9．5）grea【er  

riskofcom負med・POSi【jvecontaminationrQrPSPs．sug・  
gestingthatindividualWBParLdplatele中hercsiscollec－  
dons ca∫ⅣaSim］打dsk of∽nt血nadon【由VeIl山e  
POOliI柑Or5W甘Pproduct5inPSPs）・These由tarai5e山e  

POSSibtli呼止atPSPsmaypose孔greaterriskofsepsisto  

transfusioTlreCip】ents due to false・negadve bacterial  
C山揖e工eS山s．a員er poolilTg凸ve colnpOtlentS．D借pi【e  
山is山eoredcaユdskpSP50圧er【osupplemellt山eavailable  
PIJ山Ⅷn10Ⅳatrel8日vdylowco5†抽dmaymitj8ate山e  
risk of some trarlSfusion reactionB（e．g．．tl孔nSfusion・  
re】ated acutelunginjuⅣ如mlule tleInO】叩is），due to  
lowerplasmavoluRlederivcdh■Omindividualdo110rS・nlC  
COuntera∫gument山at山ere may be greater risk丘om  
increaseddo爪OreXPOSureWil】needcarefulevaluation．  

Direct compaHson of absolute PIJc（）れtaⅢinatlon  
ratesasscssedbydユ鮎【entilュSdtutionsisnotpossible，duc  
tova∫iationsinsampling亡inle，VOlume or百ample．and  
COnditiorLSOfcullure（e．g．．aerobic／anaerobiccondit】OnS）．  
Never血eless．in thoseirlStitutions wllere WBP and  
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Plaてeletphere封S C01lecd（つ11SIVer巳 aSSCSSed uし山zing a  

51andard protoco】．止e relative coIltanllnaい011rateSこu■e  

inro－¶anVe，Otlrnndlngしhatindjv】dl】d＼～℃Ps arelikely  
COnほmLnated at sjm王1ar raてes as plat巳1巳叩heresis  
COllcctユOnSis5Ubsta11tiatedb＼，山erepo「torKIclnmanaJ沌  
COlleagues，7、VhotestcdiudivldualV爬Pandplatcletphcr・  
e5is products usillg山e BacT／A⊥ERT s）「5ten一 犯1d by  
Yom【oVian剋1d coworkerslへ′ho t巳Sted poo】ヒ（】Ⅵ唱P a爪d  

Plateletph巳reSis prodL）C【s atissue usingplale cu圧uTeSlT  
〔ねbIe5）．tnaJ】threecases．止e＼VちPswereJ¶anUねctし】red  

usin岩山ePLトIichp】aslnamethodLThesercsultsaJein  

COnt∫ぴttOlhoserepor【edfroln王tlrOPe．、VilCre＼ⅥミPsare  

PrOducedusingthebu汗ycoattechniqし1e：ln山esercporls，  
PreStOragC－POOled bu丘v coat PIユihavc ule Same  
COnムー工ned－pOSiLll′eCOntajnulado】lrateaSSimila∫lvLes【ed  

Plateletpheresis（Thblc5）．】8・ZコユーThis di∬erencc has beeIl  

ascrlbedtothe（JVernightholdpTOCeSSinthernanu「acture  
OFbu庁ycoa【PIJs．小雨ch口1ayaJ】0、′VSOmebacteria【obe  
inacdvatcdbywhiteccllsbeforelcLLkoreductj＝1．ユJ  

Wc remain a＼Va∫e O仁山e con止11ued，rC5iduaj hsk of  

SePSi5缶01Tlbacteri山1ycontaminatedWBPull】は．h2007，  
theAmericanRedCrus5disldbuted381．884，SinglelⅥうP  
COmpOnentS and reccIVed one repor【ofa scvere sel）tic  
p巳aC【jon【oasingleWちPunitt∫anSruSedtoan Lnrant，ill  
W山cbcoagulase－nega七ve∫Jd〆ッ70C8CC【ぷ＼VaSimpIICated  
a烏erp山5Cd一月eldgeleIecしrophoresisdemonsLratediden－  
t］Calisolatesfromboth（hepa〔ientandrcsiduaJprDdu⊂L  
WereceivednoreportsoFseptjcreactionstol）Sp5h2006  
0r2007．山血oughaf山se・11ega【ive（）Ccuユmrercsdtil110f  
5ヰ3 PSPs tested was detected bv a t＝aJISfusion servICe  
u飢ngaC山ure－basedpoint－Or－js5tlelest．Int上11SCaSe．【he  

PSPun止＼VaStranSfusedonDa）′4wi山outrcac（inn．buta  

l－tO2－mLsaLmPIcofthcPSPscouectcda【thctlnlCOrissuc  
訂eヽVCOa訃11a5e－negatlVe5rαP互γわcocc【ぴO11Platec山し1re  

atat】terOf2×10．colony－rOl’mingunitspcrmL【M．TacDbs  

aLldR．Yom【ov7an，PerSOnalcomrnunication，200軋L6   
【nsu∫n工na∫y．【hesucces5hユ＝1nPlemenLa110nOrAc川－  

dosePLPL指byt加Amel■1CanユIeJCrossnowproⅥde5an  
記tematユⅤ巳SOurCe OrQC－Cu圧u代d PIJs fo＝ransFusioll．  
PSPs17ndoubtcdJypresentlov／erbacterialrisk［opaしien【S  
thanlVBPsdlataTePOOledat〔hepoin［ofisst】eandtested  

W止h nonTFDA－aPPrOVed surrogate tcsts，SUC†laS PH or  

giucoscccntent．Ongoinghemovlgllanccforsepし1CtranS－  
fusionr巳aCdons．however．ヽⅥtlbercquired to do⊂U∫nent  
山erelabvesaJe叩OfPSPs∽nSidering血ei∫aPPrOXユmately  
5．8－fold higher ratein dete⊂table contamina【io【1COm・  
Paredtothatorplateletl）llereSis．   

ACKNOWLEDGMENTS   

Wel＼・Ou】dliketo山ilnkT．Dunato．＾mencan Rcd⊂ros5，Pcnn一  

丁erseyReg－qn：ト†・Gaughスn．八一Tler▲Ca－1Red⊂rn～S．トロ一丁l－CentraI  

Reg10n：G・Foしnik′Alnerica＝RedCross■Nor山ernOhioReど一日n：  

md PSu爪d∬a．Åれ－Cricnn Red ClOSS．Co【－neCtlCUt Reかlr．rnr  

止eirbard“■Orkine爪Suring山esucccssor【h巳∧crodosepLopしra・  

rional口1aI 

2354 TRANSFUS王ON Vo＝」me48．November200〔；  

186  185  



ト
眈
帰
 
 

t
・
N
醒
棺
蟹
墨
芯
 
 

脂 加ユ  

口  

＋  

革  
封  
或  

部 密  
な  堅  
朝  
敏  ど．ト一こ用＝しレ岳威圧J邸宅吏岩□廿冨り三三 
虫  トロrヽトg簑米く書計  史櫛望  

・  朝刃地  

凶 eJ 静頁   

窟還 幽  

e 鮮 く「    ． 
振  

強出・ぺ刃 冨′ l．」つ  
リ 
1J・さ腐  
りィp蓮  

虹甲  将噂 
． lQIや■∂  

≠ 
リ£レ  丁 ！・・、≡  在中J」  

埜灘刃 ○褒吏  
匡＋Fノ」  
ぷ〉＋」監ベ  

巨軽曝   

這．  孟名栗 違讐  

初  
茸  

朝〇十  
回咤．  

′ヽ  

□  
．b  呵 頗  

曝  e  
抹  」く  

（0 ロ〕 E：  

．ゝ  

儲 払 辞   

R円 ．＼l イ÷ 貰…よ慧  
m  

呈≠  
コ トく   ・＝ 

慮 瓦  

枇  

辟  1トPlトミ悪   

政  妄豊吉三冠 ：＼e；＼空談  

彗   
′＼レー＼ミ己G  

海賊敵中官U婁閻  
ヘニヘ卦緋  
n「＼∩よ卓頸 

PRESTORAGEPOOL∈DPLT＄AND BACTモRIALCULTURETESTING  

】3，Pe†eZP．Salm■J■R．FoueaG．SchmiりLdeBaTbeyracB．  

SlldreP．S山allヽαnR．t肌CrHモMG†01JP；F【er－く：11  

H8emO、口許IallCeNetworkDetenllin町■tSOftral－血sioll－  

a6SOCiatedblCted山⊂0【1tamilla山】n：re£uI伍O一山eFr和也  

BACnITミMC8Se－CoIltrOIS餌dy．取組血slon之001；41：86之・  

72．  

14．Ne駆P．BmheH．E山gK．8a汀鮎紬C．閏亡herT．m仙訂ん  

BladesN．5in由e・血nけrplatelebreduce也elねkofseptic  

platdetmn8血sionreactjon6．甘打点山6iom2001；41：857・61・  

15．Wbit血rI】Ⅰ．5山IivmM．Tbe2005r】ado♪Wi血bloodcol－   

lect王on8ndu【lli加Iion仙川8yrepO几Be古山∞dalMD）：  

Dep机nent（■ftl祝仙札ndlhmallS亡【両C郎；之006・  

16．！a∽b与MR．G8DdC8b払MhM．1加ntov如IRんRela一  

也n血ipbetwモenbacteぬIload．sp8d88両川lenc¢むId  

廿an血doll柁孔Ctionw肋仕1n‘航ほ卓onofbact¢hdlycoれ一  

也minaldplalele【占．ClinInfectDiさ卸加；46：1214－20・  

17．Yomto血R人．Pd8VednoEL叩k加A札DowneさKん  

Mor血5甲AM．B可正和u血nS．Poko一山yMん山止且ruふHM．   

Jacob占MR．Ev0lu†jonor8urV¢肌an亡em巳tho加ゎrdetec－  

tionolbadeT撼00n【amin■donorp加d8一旦jn8uniYerSity   

ho5bl一札19gltbou由Z甲・加如don200糾6こ719・30・  

L8、deKort亡D．Cun忙tlJ．deKortWLHoehtrlT．v▲TlderPoeJ  

n8eder＄工人Ma托ell5！H．E鮎c毎Of故山dt8im庇don  

me血od，de山さ血nba8孔ndbacleパ血石Cr眈nj【lgOrldinica】  

さ通年Ofpla【del的m（戚0爪8ln也eNe血e血ndき．取an血一  

点ion2購；46：476－85．  

19．8mneauC．P椚ヱP．q厄収沌igneM．刃lou亡hp．血d∬ierん  

M■nC．JanuさG，BouI訂dG．DeMiccoP．S虹mil．札Noe】  

L五択叩0【8批WCOIlecポonproαdu■e血rp托Ven血g  

b8血d血90n【amlnユ血norwbo】モ・b】00ddonadon5．甘an5・  

血sion200l；41：7l・8l．  

20．血肋佃D．Mむ℃d血JH．1屯rhoevenAJ，＄oete血oekAM．  

D】vモーSl（〉nOffi帽†bl（〉qdvoll】mereSUhsharduc【jomof  

b8Cted山contamln8血nbrwhole・bl00d00llectiot鳩．1わx  

5mg2002；83：13－6．  

2l．8叫Iamin軋Wa伊erS．mere扇du山d止orsep由：n10del・  

bgbaded由de【ec血n】natl㈹boldec山ture叩temmd  

∽8nd咋i80fsむnpungerrOr．取弧血扇onZO07；頼13¢ト9・  

22．H扇mowi也MD．HeTt18ndeヱu．HemrlllMTr．Abl00d  

don【lrWl血bact椚肌k．工AnCet2005；365；159t；．  

23．S血働nmei亡rH．W山dler－WむIk亡G．MderTH．Weillauer  

F．Ybuni6人．H81Ⅰ乱nd・k也T．Gd§G．▲印Iuり，BauE血itld  

U，Burkh叫l．・Deit帥b∝k札F8rstem札nnE，Gモbau巳rW．  

打払止はm郡In8．伽止8おOPOu】05A．Ueb丘dlerUM．S如Iger  

W．SdI¶idtM．Sdlumt町F．Si托b叫一決脆1edE．nacterial  

00nt血aUonorpl且telel00nCentr且t顔こre6ult80raprO・  

叩edvモ爪t血kente一朗udycomp肝bgpooledwh0le  

b100d－derivedplltde†s孔ndaphモー鮎柑platd醸．廿与n血・  

Slol12（】07；47：644・S2．  

24．Mu叩hyWG，宇0leyM．Dohe叩C．TiemeyG．KinsetlaA．  

SdむrliA．C8d【knECo山野P．Screerlingplatelet⊂qnCen・  

江乙†郎rOrbac【er重出con18minatiorl：10Wntlmbersofbac【erね  

arldslowg∫OW血jncontaminユーeduni15ma几dateanaller・  

nadve8pprOadltOprOducl由元町・ⅦxSang2008；95：   

13．9，ロ  

◆vo】um048．Nov8mbo／2008 TRANSFUS10N 2355  

REFERENCES   

l．Swccncyl，KolユuabN．1ioITneS，ChcvcsT．NcIsonE・Jn   

、・itroevalua【ionorpre－StOragepDOIscq∫－SislingofmixedA   

andOplateletcol－Cen甘ateS．T帽几扉usion2UO7；47：1154・6l・  

Z・Sweene）リD．KouttabNM．HolmeS．Kultis】D．Chev巳S恥   

Net50nELI〉re・StOragepOOledwbole－btood－derivedleuko－   

l■educedplatelet5S†oredfor5el℃ndays．p】■ぴerVeaCCepト   

ableql柑I叩aれddonn【showeヽndenceofan一雨d   

】pnpl－OCytereaClion・Tm5血扇on200吊4：1212・9▲  

3．McDoll記dCP．RoyんMahajaれp，Smith札Cll訂1ettA．  

Barba∫aI∧．Relalivevaユuesof山eintetYentionsof山ve朽10n   

andimproveddonor－armdisinねctjontoreduce【hebacte－  

rialriskfmmb】nodtral】血別On．1匂ⅩSang2004；86：178－82・  

4．McD011山dCP．bweP．RoyA．RobbinsS．Ha畑8yS．H8山一   

SOnIF．SIopec山九＼七rtanderN．BalもⅣaJ九Evajua【ionof  

donoraTTndSsinEectiontechnique＄・VoxSaJlg2OOl；80：135・  

41．  

5．EdeTÅF．KennedylM，Dyfl．Nc・【anEP，WeissJW．FangCT．   

WagllerS．DoddRY．8elljminf肌む1dtheAmeric抑Rd   

CrossRegLorLalBloodCcnters・8ac†erlalscreenLngOfaph－   

eresispt8te】etsand山e－eS仙IalI－Skofsep【lcしran血sion  

reactio那・T】1e人口lericanRedCrossexpedence（2DO4一札  

T†ansrusi（1n2007；47：113ヰ・4Z．  

6．FangCr，Chambersu，KerLn’edyJ．S（rupp＾，FucciMC，   

ねn氾JんnngY．HapipG～．bwrencゼTB．Dodd軒．Amed・   

C8nlledCros5恥由011山Bl00dCenler5・Deledtol川rbacfe・   

dalconほm血【hninapherがisp【Oducts：人mencanRed   

Crosse叩e而11Ce．2004．1b爪血s10nZOO5；45：1845・5Z・  

7，柑eiTlma爪SH．K8melm．H叩001DRV∽derp00】5K．   

CしISte∫B．＼嘲IbankT8．Ngu）・enm．Toma5uloPA・恥○づe群   

e叩eriencew火haerobiccultur山名ofapher那加ndwb01e  

blood・d亡l■ivedplateleb．11■m扉u5Io几20（16豆6：1787・94・  

8．SuvaM．Gregory瓜．Cm－GreerM．HolmbergIんKueh－  

nertMl，Breche【ME∴ね5kI：orce．St■mmaけO一山eÅ人8B   

ln†eTOrganim†iona】T鮎kForceonBacleri山CollIamlnatjon   

OfP】qtelels：Fal12004tmpac＝uTVey・Ⅵ且nShlSinn2【氾6；46：  

636・41．  

り．A∧88上h山e汀∩動かト07．Actjorはわuo血ngan血dall）OSi【ive   

testrorpossiblebacterialcontamiれationof8platelモーunlt・  

Be【hesda付利〕）：∧medcanAs50C加ゎ几0柑1（）OdBanb；2004．  

10．mehl】e打Ⅶ．Ro山VR．H4IeyⅣ軋Gregp叩棉．封der町  

Schr巳iberGB．A∫dlⅢ10MJ．HoltSC，CaLSOnI＾ti8neT5ee  

SN．Jar勇sWR．甘msfu封On一打ユnSmit【edbacterjaljnkc血n   

int加UnitedStates．1998山一ひugh2000・nむISfu8ion之001；  

41：1493・9．  

1】．Pez孔山bJC．2－WayC（Hl山geIl甲てahle81】山ysi∫Ico一口l）ute√  

spRwa∫e】．c2006la⊂Ce＄ed2006Decl】．lcitらdMay24．  

2008．】∧yailablerrom：http‥／八州w・古†atpagぴ・Org／  

ctabZ12，hlml  

－2・Foo【la－－11r）rugAdmlnistralio■l・GuidancebrindustryaⅥd  

FDArevjewsta仔cの】1ec血I10rPlatelet5byautomated  

melhods．RochriUe（トID）：FDA；i55ued12／17／2叩7【cited  

May24．ZOO8l．Availablerrol¶－h叩＝／／≠WW・rdatgov／cber／  

guide】ines血m  

仲
㊥
辟
樹
霜
 
敬
啓
獣
医
 
 

唱
法
ど
 
 

嗜
ま
童
槻
由
 
 

咤
繊
凶
 
 

187  



lncreaseinCoccldloldomycosIs－－－Calげorn盲a．2000－－2007  2／7ページ  

During2000一－2007，eStimatedaverageannualincidencewashighestamongadultsaged40－－49years（3，518cascs  
【8．OperlOO，000population〕）versusotheragegroups（址）．AtotaloflO，909（65％）caseswcrereportedinmalc  
・Patients，foranavel‘agealmualrateof7・6perlOO，000population・COmParedwith5，848casヲSinfemales（4・Oper  
lOO，000population）（工出）．Thegre且teStincidenceoccurredinthe，SanJoaquinVaueyreglOn，Where  
COCCidioidomycosisisendemic．Atotalof12，855（76％）ofCalifbmia’s16，970cascs、VeL・ercpOlledrr01ntheSan  
JoaquinValleyduring2000・一2007．Reportedcasesfromthisregionincreasedfrom490（14．7perlOO，000  
POPulation）in2000to2，135（53・9perlOO，000population）in2007・WithinthcreglOn，KemCountyrepolledthc  
highestincidenceeveryyear・RatesofreportedcasesillKemCourltyaVeraged150．OperlOO，000population  
dl血1g2000－T2007（Figure2），Peakingir12004at195．3perlOO，000pop11latlOn．   

hCalifbmia，COCCidioidomycosiscasesrequiringhospitalizationincreasedfrom611in2000（1，8perlOO，000  
population）tol，557h2006（4・3per 

． 

years，aVeraging5，8per10O，000populationdudng2000－－2007（地），Byrace／ethnicity，hosplt且1izationswere  
highestamongnon－Hispanicblacks，COrnparedwithnon－Hispanicwhites，filSPanics，andAsians／PacincIslanders，  
From2OOOto2007，hospitalizationsamongnon－HispanicblacksincreチSedfrom66（3・OperlOO〉000population）to  
169（7．5perlOO，000popuユation）．Hospitalizations．arnongnon－HispanlCWhlteSincrcasedfナom297（1．9per  
lOO，000population）in2000to570（3．5perlOO，000population）in2007；hospitalizationsamongHispanics  
increas9d丘om182（1・6perlOO，000population）to485（3・6per100，000population），andhospitalizationsamong  
Asians／PacincIslandersincreased丘om36（0．9perlOO，000population）to86（1．9perlOO，000population），  

Bygeographicregiop，hospitalizadonsfbrcoccidioidomycosisintheSanJoaquinValleyincr？aSedLiom230（6・9  
perlOO，000populatlOn）h2000to701（17．7perlOO，000population）in2007．WithinthercglOn，KernCounty  
reportedthehighesthospitalizationrates，血creasingftom121（18．2perlOO，OOOpopulation）in2000to285（34．ワ  
perlOO，000population）in2007，andpeakingin2005at353hospitalizations（45．8per10O，000population）．  
Overa11inCalifbmia，during2000一－2007，atOtalof752（8・7％）oftbe8，657pcrsonshospit且1i2，edfbr  
COCCidioidomycosisdied．   

Reportedby：βノれg毎ノ仏D，C研王ee／e′，〟か．gC仇椚椚∫〃g∫，人間Cロ／拘用∫d∂甲／〆fh占〃c〟ed／′／いi〟β用′－，  
β瑚E∬q炉Cer′CβC   

EditorialNote：   

Thisreportdescribesincreasesinreportedcoccidioidomycosiscasesandhospitalizationsduring2000－V2007aIIJ  
thehighestincidencerateinCalifomiasince1995，thefirstyeartllatCMRdatawcreavailableconsisteDtly，Thc  
numberofreportedcasesandhospitalizationsdecreasedin2007，a11dpreliminarydataiIldicatethosedecreases  
mighthavecon血uedin2008．However，rateSOfcoccidioidomycosisinCalifbmiaremainsubstantia11yhjgher旺＝in  
during1995－－2OOO．TheseincreasedfateSlikelyarereal，ratherthansuⅣCi11allCeartifact，bccalユSenOma」OrChaE13e5  
indiagnosisorreportlngOfcoccidioidomycosisinCalifomiaoccurredbefbrcordurillgtllePeIiodstudied・   

hcreasesincoccidioidomycosisinCalifbmiaaresimilartothoseobservedinncighbonngArizonaandinthe  
UnitedStatesoverall・Arizozla，Whichannua11yreportsapproximately60％ofa11coccidioidomycosiscasesinthc  
UnitedStates，rePOitedasubst且ntialincreaseincoccidioidomycosis丘oml，812cases（37pcrlOO，000population）  
in1999to声，535cases（91perlOO，000population）in2006（4）．htheUnitcdStatesoveraLl，thenumberofrcporとCd  
COCCidioidomyposiscasesincreased倉ornl，697（0・64perlOO，000population）in1996to8，917（6，79per100，00D  
populadonin2006）∽・R？aSOnSfbTtheserecentincreasesin 

、 

hypothesizedcauseslnCludeaerosolizationofsporescausedbysoildisturbanceduringperiodsofincreased  
COnStruCtionactivity（4），gT？WingnumbersofpersonswhoareimmunocDmprOmiedorhaveotllerllskfhctorsfbr  
SeVeredisease（7），andimmlgrationofpreviouslyuチeXpOSedperヲOnSfrqmareaswherecoccidioidomycosisisnot  
endemic（2）・RecelltincreasesincoccidioidomγCOSISinCalifbrmaarep左血11yaunbutabletoseveralhundred  
CaSeSrepOrted丘omtwoSanJoaquinValleyprlSOnS（8）withhmates＆omareaswherethedisease 

． 

exposure（9）・草uchexposureishypothesizedtoincreasetheriskforiufection；10Caloutbreakso［  
COCCidioidomycosishavebeennoteda丘erduststorms（1）．   

CoccidioidomycosishospltalizationratesinCalifol－1iawerehiglleS亡alnOugPerSOn5aged60r－79ycこ1rS，Whicllis  
COnSistentwithpreviousrepoltS仏atolderagemightbeariskfbctorfbrsevcrecoccidioidoITiyCOSis（7）．  

1／了ベーミ  ■・・、り－フq－Gil■、ノ）））1Ul）lUU‖けしUbトb  し咤‖‖℃「∩伯，∠UUU‾‾∠UU／  

BENESIS200g－00  

〝ee〟y  

Feb「uary13，2009／58（05）；105－109  

IncreaseinCoccidioidomycosisN－－Calihrnia，2000－－  

2007   

Coccidioidomycosisisaninfectionresulting仕orninhalationofairbornesporesofCoccidioidesim血tisor  
Coccidioidesposadasii，SOil－dwelling氏IngiendemictoCalifbmialsS叫JoaquinVal1ey；SOuthemreglOnSOf  
Adzona，Utah，Nevada，andNewMexico；WeSternTexas；andregionsofMexicoandCentralandSouthAmerica  
（l）・Ofanestimated150，000newihLtctionsannuallyin血UnitedStates（2），apprOkimately60％are  
asymptomatic（1）・PatientswithsymPtOmSuSualIyexperienceaself・timitedinfluenza・likeillness（ILI），although  
SOmedeveloptseverepneumOnia・Fewerthanl％ofpatientsdevelopdisseminateddisease，1n氏ctionusual1y  
produceモimmunitytoreinfbction・During1995→2000，thenu血berofreportedcoccidioidomycosiscasesin  
CalifbmlaaVeraged2・5perlOO，000pop111ationannually．However，丘om200Oto2006，theincidenc6ratemOre  
山antripled，increasing丘om2．4to8．OperlOO，000populadon．Tocharacterizethisi？CreaS8，theCalifomia  
DepartmentofPublicHea】th（CDPH）analyzedcaseandhospit81izationdatafbrtheperiod2000－－2097and  
PrelimlnaryCaSerePOrtdatafor2008・Theresultsindicatedthatlduring2000－・20O6，thenumberofreportedcases  
andhospltaliz？tionsforcoccidioidomycosisinCalifbmiaincreasedeachyear，beforedecreaslngin2007．Annual  
incidenceduring2000－－2007washighestinKemCounty（150．OcasesperlOO，000population），andthe  
hospitalizationratewashighestamongnonqHispanicblacks，increasing仕om3・Oto7．5perlOO，OOOpopulation．  
HealthTCarePrOvidersshouldmaintainheightenedsuspicionforcoicidioidomycosi守inpatientswholiveorhave  
traveledinareaswherethediseaseisendemicandwhohavesignsoflLI，PneumOnla，Ordisseminatedinfbction．  

CoccidioidomycosisミSarePOやblediseaseinCalifbmia・althoughlaborat？riesarenotrequiredtoreportDurhlg  
1991”1995，CalifbmlaeXPerlenCedalargeepidemicofcoccidioidomycosISintheSanJoaquinValley；Since1995，  
CaSeSOfcoccidioidomycosishavebeenreportedconsistentlytolocalhe＆1thdepartmentsinCalibmiausing  
ConfidentialMorbidityReports（CMRs）．Fortheanalysisslユmmarizedinthisreport，CDPHreviewedcaseand  
hospitalizationdatafortheperiod2000－－2007usingCMRsandCalifbmiaPatientDischargeDataSet（CPDDS）  
data・PreliminaryCMRcasedatafor2008alsowereanalyzed・CMRsincludedataonthepatient．scountyof  
residence，SeX，anddatesofbirth，iunessonset，diagnosis，andca占ereport．CPDDSdataincludehpati6ntdischarge  
diagnosesfromallCalifbmianonftderalhospitals．Caseswithcodesfbrcociidioidomycosis（114－－114．5and  
llJ・9）（rom（heh（ビ′▲仇I：．10，tJ／CIJ5Strica（EorlqrDLfeaSeS．NtTtL＾EdtLforLWereSelected．Dlユplicaterecordswer亡  

removedsothattheCMRdatasetretainedonlythefirstreportofacase叩dtheCPDDSretainedonlythe重r＄t  
reportofapatientrshospitauzation・Forthe3％ofreportedCMRcaseswithnodateofi11nessonsetordiagnosis，  
yearofillnessonsetwaspresume｝dtobeyearofcasereport．CMRdatawereusedtocalculateincidenceratesof  
reportedcasesoverallandbyage，SeX，region，andco11nty．Because34％ofreportedCMRcaseshadmissingdata  
onrace，incidenceratesbyracewerenotcalculated．CPDDSdatawereusedtoc＆lculateratesofむst  
hospitalizationoverallandbyage，SeX，raCe／edmicity，region，andcounty．CよIifbmiaDepartmentofFinance  
PPPulationprojections？ereuSedfbrdenominators（3）・Negadvebinomi1regressionwa5uSedtotestfbrstatistical  
Slgn頂canceofcharlgemrateSOfreportedcasesandhospitalizationsdu血g2000T－2006，thep戸riodofanmal  
il－CreaSein・rePOrtedcasesandhospitalizations．Fatalityratesamonghospitalizedpatientswerecalculatedbyusing  
CPDDS datafbr2000－－2007．  ん   

A鮎rremainingstablesince1995，repOrtedcoccidioidomycosiscases’inCalifbmiaincreasedftom816in2OOO L  
（incidenceratチ：2・4perlOO，000population）to2，981in2006（810perlOO・000population）＠＜0・001）（E由ユ），  
beR）redecreasulgin2007to2，791cases（7・4perlOO，000さopulat10n）．Preliminary2008CMRdataindicatedthat  
l，718caseswerereportedillCalifomiaduhngJanuaryl－－December6，2008，COmparedwith2，210and2，426cases  
reporteddurlngtbesameperiodin2006and2007，reSpeCtively．  

http：／／www，Cdc．gov／mmwr／preview／mmwrhtmVmm5805al．htm  
190  
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椚gureト  

FJGUREl・Rate3’ofreportedcasesofcoccidioidomyco＄i＄and   
firstho印ita＝zation＄amOngPerSOnSWithcoccidioidonlyCOSis   
dはgnosed－Ca‖brnia，1995－2007†  

ヽ′／J’ヽ  

HospitalizationratesalsoweresubstantiaIlyhigheramOngnOn－Hispanicblacks，COmparedwi血non－Hiyanic  
Whites，Hispanics，andAsiansnacific工slandgs．Blackracehash光naSSOCiatedpreviouslywithincreasedriskfor  
COCCidioidomycosishospitalization（7）．haddition，blacks如dpersonsofF揖pinoancestryhavebeenrfoundto  
haveincreasedhskfbrdisseminatedcoccidioidomycosis，POSSiblybccatLSeOfunderlyingdi脆renccsinsusceptible  
hostgene牢S（I・10）・Imunocompromisedpersonsandwomenintheir由condandthirdtrinestersofpregnancy  
alsohavelnCreaSedriskfbrdisseminateddisease（1）．   

Thefhdingsinthisreportaresuqecttoatleastthreelimitations．First，becausenotallpersonswi  
COCCidioidomycosisseekmedicalcareandnotal1diagnosedcas㌘arerePOrtedtolocalhealthdepattments，this  
reportlikelyunderestimatestheactualrateofcoccidioidomycosuinCalifbmia・Second，forcasesinwhichp  
Werehospitalized，medicalchartre扇ewwasnotperfbrmedtocon丘mlaboratorydiagnosisorcaLuSeOfdeath丘om  
COCCidioidomycosis，reSultinginpossibleoverestimatiozlofhospitalizadonsanddeathsinpersonswith  
COCCidioidomycosisdiagnosed・Finally，KemCountyspubHchealthlaboratoryperformsmuchofthe  
COCCidioidomycosistestingfbrpatients’inthatcoutyandmightbemoreHkelytoreportciLSeSrOutinelythan  
laborato空SinmostothercountiesintheSanJoaquinValkyregionwherethi＄isnotthepractic＆h2009， 
Califbmlaplanstomakecoccidioidomycosisalaboratory－r甲0止血1ediseasetoi叫PmVeCOmpletenessand 

timelinessofcasereporthganddeliveryoftargetedpublichealthrecommendadonsduringpcriodsofinereased  
disea5e．   

GiventherecentincreasesincoccidioidomycosisinCalifbmia血dAriiona，heighte皿edconsiderationofthis  
diseaseiswarrantedinthedi飴rentiaIdiagnosisofanypatientwithmLpncunbnia，OrSignscfdismited  
inftctionwhohaslivedortraveledinareaSWherecoccidioidomycosisiscndemic，Bccauseintensive；d明teXpOSure  
appearstoincreasetheriskfbri臆ction】CDCr∝ODmendsthatpefSOnSu血鳩OrtraVelinginregionswhere  
COCCidioidomycosisisendemicwhoareatriskforsev訂eOrdisse皿血teddisease（e．g．，01derp叩，Pregnant  
WOmen，immunocompromisedpersons・andpFrSOnSOfblackraceorF坤inoanc甲by）申Oddavoidexposueto 
Outdoordustasmuchaspossible・＊Whensuchexposureistmavoi4ablちmemtOtCducehhaladonofoutdoor  
d叫SuChaswe血gsoilandusing 

． 

VaCCin8fbrthediseaseexistscurrently・Develbpingsuchavaccincappearstobethcbcstoptionfbrpr8Venting  
di5eaSeinthosepersonsatriskfbrcoccidioidomycosis（9）．   
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LncreaseinCoccfdioidomycosZs－”Cafifornia．2000－－2007   

TABL∈．TotaZ number＄andaver8geannua（rates■0†reported   
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FfGURE2・AverageannuaJrate－ofrepqrtedcasesof   
COCCidioidonlyCOSis，bycoun－y－Cafifornia，2000－2007†   
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B 個別症例報告概要  

○ 総括一覧表  

○ 報告リスト  

個別症例報告のまとめ方について   

個別症例報告が添付されているもののうち、個別症例報告の重複  

を除いたものそ一覧表の後に添付した（国内症例については、資料  

3において集積報告を行っているため、添付していない）。  
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