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凛のプロが遭んだ『の撫行僧職  

￥ 5．8∝〉 羅楳・ソウル38鞘1万円以下月  
白血病ウイルス感染者108万人 大都市圏で割合増   

母乳を通じて母子感染し、白血病などを引き起こす可能性がある成人丁細胞白血病ウイルス  
（HTLV川こついて厚生労働省研属朋が約20年ぶりに実施した調査で、感染者の地域別割合  

がもともと高かった九州で減少し．関烹や中臥近瞳の大都市圏で増加したことが27日、分かっ  

た．   

国内の感染者凱ま約108万人と推計。旧厚生省研究班が1988－00年動こまとめた調査の  

約120万人と比べ大きな事Hヒはなかった。これまで全国的な対軋ま取られておらず、子供への  

感染を防ぐ取り縮みが急滞となりそうだ．   

研究班班長の山口一成国立感染症研究所客員研究員は大都市圏での割合増加について、感  
染者が多い九州からの人の移動が背景にあると指摘．「妊婦べの抗体桟雇や授乳指導を実施し  

ている自治体は一軌こ限られ・感染者総数もあまり減少していない」と話し≒．  

HTLVlはATLと呼ばれるタイプの白血病や、歩行障宇などが出る脊餞症（HAM）の原EEIとな  

る。ATLの発症率は3－5％。根本的な治療法はなく、年間約千人が亡くなっている。  

今回の調査は、2006－07年に初めて献血した全国の約119万人を対針こ実施、3787人の  
感染が確乾された．   

感染者の地域別割合は、九州が前回粥査の50・9％から41・4％に減少．一方、関東は17・  

3％（前回10・8％）、中部8・2％（同4・8％）、、近慮2亡〉・3％洞17・○％）で．いずれも前回より増  

加した．  

2禍′郎ノヱ71与．03【共同遇憺】  

薄ホーム商7共同ニュース  
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Diagnosticsい∩－housecornplementfixationtestsorEuSA．Reaト  
time poJymerasechain reaction（PCR）testsweTedeveZoped by  
elght medical面crobiologylめor∂tOrjesand the mostsensitlve  
（98％）PCRhasbeenserectedandhasprovenavaFuabFeadditional  
toolforear－ydi∂gnOSisof∂CUleQfeverinthetimewindowbefore  
SerOCOnVe「S10∩．   

Inc［eaSedalertnessofgeneraIpractitjonerstogetherwItheasy  
avaiIabi＝tyofdiagnosticservicescertainryhasanimpactonthe  
numberofnotifications・Thecurrentepidemiccurvebasedonweek  
OfnotjficationreflectsamorerealtimesjtuatiDnthaninprevIous  
years－aS theinte「valbetween date o†川ness onset and date o†  
diagnosjshasdec「easedfromamedねnof77由ysin2007（】QR  
40→121）and29days（lQR19－45）in2008to17由ysin2009  
（lQR12－24days）．  

S8P∂柑†edu8‡e柑血血mu呵）l¢80Umミ  

1tis becoming川Cre∂Slnglyclearthatthe overalloutbreak  
COnSEstsofatleastlOseparatecIusterswithmultiplesources．  
mainFylntheprovinceofNoordBrabant．ForsomecJustersacJear  
epidemiotogic∂川nkcouldbees【ab】ished【osmatいumhantfarms  
Withc＝nicaIQfeveTCaSeSinanima（sp（eSentedasabortionwaves．  
ForothercIusterssuchalinkwaslessobvious．Anexarnpleofthe  
latterisarnediumsizedcity（87－000inhabjtants）thatexperienced  
a second Q feveroutbreakin20D9similartothe onein2008．  
抽2008，∂由irygoatfarmwilh abort柏nSduetoQ†everwas  
SuSPeCted asthesource．butjn2009therewerenoveterinary  
notificationsfromthearea・The73notifiedhumancasesresiding  
inthecitywerecIusteredinthesarnepartofthecityasthecases  
thatwerenotifiedin2008．1tremainsunc（earwhetherthesame  
SOUrCeisinvoIved．whether，thebacteTiahavepersistedandsurYived  
intheloc8】environment，Whethertheprlmarysource－∩2008  
hasresultedin secondarysources jn20O9．orwhetherthereis  

increasedaw那eneSSamOnghe∂加profession∂1s抽thFspa止Ofthe  

Ci吋basedonthe2008experience．  

lnMarch2009，theAnhlla川ealthServicereportedaQfever・  
POSitivefarnlintheprovinceofL血burgwithmorethanathousand  
goats・The place∂lsose「ves8Sa Care fa「m†oryoung people  
With mentaldisabi机ieswhoworkthereaspart・timefarmhands，  
Promptedbythisnotification，themunicipa＝1eaIthservice（MHS）  
South Limbu（gPerformed active［aboratoryscreenjngby ELISA  
Oftheindividuals affiliated tothisgoat farm．The screenFng．  
Which川VOIved a tota［of96people，hasresuftedin28notjfied  
SymPtOm8tjcc8SeStOdate．  

鴨t¢血∂叩S托U∂伽n   

Thetotalnumbero†（egistered smalJruminantfarmsinthe  
Nether［andsis52．OOO，Ofwhich350areprofessicnaldairygoat  
farmswithmorethan200aduItgoatsand40areprofessionaf由iry  
Sheeprarms．1∩2005．Qfeverwasd妻agnosedforthefirsttimeasa  
CaUSeOf∂bor【ion∂tad8巾goatfarm．uslnglmmUnOhistoc他流叫  
OnSeCtionsofplacenta［5］．AsecondcasewasdiagnosedIateTin  
2005．ln2006．2007and2008，S帆seven抑dsevennewcas璽  
atdairygoatfarrTISWereCOnfirmed，reSPeCtively，mainlyInthesame  
areawherehum訓CaSeSOCCUrr軋Inthesameperiod．twoca父SO†  
abo「血nc8USedbyC．bu／庸折WereCOnfirmedatda叫Sheepfarms．  
Oneinthesouthemandonelnthenorthernp∂rtOfthecountrybut  
thesetwocasesdonotseemtobereIatedtohumancases．Analyses  

O†abo止ionoutb「e8ksshowedthatthe8VeragenUmberofgoatsper  

farmwas9000fwhich20％aborted．「抑ging－romlO－60％．The  
averagenumberofsheepcIn bothinfectedsheepfarrnswas400  
∂ndtheabort；0nrateWaS5％．  

Abortion outbreaks beforeJune2008were reported ona  
VOIuntarybasistotheAnimalHealth ServiccandaIsoconfirmed  
byimmunohistochemist≠SinceJune2008．no価c8ttOnOfQf即訂  
ingoatsandsheepismandatoryIntheNetherlands．The（ejsa  
legalrequlrementforfarmersandthei（PnV3teVeteTi洞rySurgeOnS  
tonoLifytheoccurrenceof abortionin snla（lrurninants heldin  
deeplitterhouses．Forla（gefarms（＞100anima［s）thenotificat10n  

SusTAFNED rNTENS（VE TRANSMISS10N OF Q FEVERIN THE  

SOUTH OF THE NETHERLANDS，2009   

BSchlmmer【ba「bara．schimme咽rivrT．．nt】l，FDijkstral，PVeuemaZ，PMSchneeberger）．v【ackert■．RterSchegget5．  
CWljkman§l．Yv卸Dwnhov帥l．Wvさnd～rHoekl  
l．Cent「efopInfectiousDiseaseCDntrOt，（CIb）．NatlDnatln5tltUtefロrPubtlCHeatthandttleEnvirロnment．尺IVM．8itthoven．   

the Nethe凡∂nds  
2．Anlma1日ealthServIce（GDLDeventer．theNethertands  
3．JeroenBDSChHロSPltal．’sHertogenbosch，TheNetherlands  
q・MunicIpatHealthSe「ViceSDuthurnburg．Sittard－Geteen，theNethertands  
5．Municipal，Heatth ServうCe B「ab∂nt－Southeast．Hetmond．theNethertands  
6・MunicipalHeatthService～Hartvoor8rabant”．’sHertogenbosch．theNethertands  

T】leトJetherほnds LS agaHIFaclng a Sharp】11CreaSeln Q fever  
「lOt】化at－OrlS．aftert【「eu叩「eCedell†edoutbreaksof2007∂nd2〔IO8．  
The n「osta什ected prov冊CeO†Noord Bral）anモhasall唱11日ensiり  
ロfla「ge d己1rygo∂lf∂rl¶S、∂Fld f8rnlS Wi†h abo付O11WaVe5llaVe  
beenincri「∩＝1∂†ed．M∂「ld∂†oryvaccina抽［0「Smallruminantshas  

St∂れed8rldshould11∂Ve訓1e打ecl・∩20ユO Ala†gem止血恒cip‖‖a叩  

researc】1PO正子むIiois巳XPeCtedtog巳nerヨtebette†knGW！e（lgeabDUt  
t「訓1S汀l‡s引0n a11d ad（ljt10柑l亡0ntrOlnle∂ミリreS．  

1ntroduction   

Q†everis a zoonosis caused by theロb‖gate川traCe‖ular  
bacterium Coxiel／a burnetii．CattIe．sheep and goats are the  
Pr［maryanjmalreservoiT．butthecausativeagenthasalsobeen  
notedinrnanyotheranimalspecies・】nfectedgoatsandshe甲may  
abort，mainrylnlatep（egnanCy．Thebacteriur711SShedlnu‖ne，  
faeces，miH（and h especia‖yhigh concentrationsln P）acentas  
and biHh fIuids ofin†ected animals．8acteria are transmJtted to  
humansmainlythroughtheaerosoIroute，reSUItingJnSUbcl油cal  
infection，af［uTljkesyndYOTrleWithabruptonsetoffever，PneUrnOnia  
Orhepatitis．afteranincubationperiodoftwotothreeweeks［1】．  
PeopIewithunderJyingconditions．especiaHyheartvaFvelesJOnS．  
aremoresusceptibletodeveloplngChronicQfever，Endocarditis．  
themostcommon†DrmOfchronicQfeverisestimatedtooccurin  
aboutl％of∂CUteQfevercases．  

Since1978，When Q feverin humans became a notlfiabFe  
diseaseintheNetherlands，Un川2006，thenumberofnotifications  
hadranged betweenland32casesannua”y．with an average  
Of17casespe「ye計上2】．However．in2007．Qfeveremergedas  
animportant humanandveterinarypubFicheafthchallengewith  
large ep声demicsinthe southern part ofthe NetherFartds［3】．Ln  
2007，168humancaseswerenotifiedandin2008exactfyl：OOO  
human caseswere（egistered（Figurel）．Notification criteriafor  
acute Qfever are a c＝nicaIpresentation with atIeast fever．or  
PneumOni∂．Orhepatitis帥dconfirmationofthedia即OSisinthe  
Iaboratory．Currently．thelaboratorycriteria areafourfotd risein  
［gGantibodytitreagainstC．bume（i［inpairedseraorthepTeSenCe  
OflgM－antibodies against phasellantigen．1dentifICation of  
C．bumetiijnpatientmaterialwithaPCRtestwillsoonbeadded  

tothenotificationcriteria．Notificationofprobabiecases，defined  
ascEinicalsignswithaslngIehighantibodytjtreisvoIuntary，  

Currents托ua肩On   

FrornApri（2009－aSharpincrea誌IinQfeveTWaSObservedagain，  
and atotalof345cases（inc）uding13p（Obable）were notified  
betweenユJ∂nuaけ卸dllMay20〔I9（Figurel）．Forllcases，  
thedateo一日nessonsetwasin2008∂ndonecase†e‖rllin2007．  
（eSUrtinginatotaEof333caseswithcon付medorpresurTledi＝ness  
OnSetin2009．TheoveralImale－tひ－†em8leratio†orthese333ca父S  
WaSl．7：1with∂medi訓1ageOf49years（伯R38－61years）．  

Theeplde雨ccuⅣefor2009showsan evensteeperhcrease  
in case numbersin ApriトMay．thanin the previous twoyears．  
SUggeStingthat an epidenlicof atJeaslthesarTle magnitude as  
theonein2OO8isimrninent．WhilemDStCaSeSreSideinthesame  

flGU上£  

Q毎ve＝lのIi広田【ion5byweekornori触れ【i叫＝－1nu“TZOO7－11れ†町20帆也eN‘血くlね几血（ヱ007川；1¢ち20帆n；1000，ヱ0ロ9  
ト】e亡kl－≠】eek19】川＝545）  regjonint11ePrOVhceofNoord一日rabantasthec8SeSrePO止ed  ‾－一  

rea￥  2007and2008（See maPjn reference3），thegeog（aPhica  
詑emStObeexpanding（Figu代2〉．  

C加甜摘atu「場叩ddiき伊OS山q   
Pneurnonialsthe predominant clinica‡presentation ofthe  

Qfeve（CaSeSinthe Netherlands．Forthose patients notifiedin  
2008forwhomcEinicaIdetaiIswereavailable，545presentedwith  
PneUmOnia，33withhepatitis，andl15with otherfebrileillness  
（daねnotyeta悶Iysedfndetait）．Ofthe226casesin2009where  
dataregardinghospitaJisationwereava‖able．59（26％）hadbeen  
adrTIEttedt8ahospitaF，aPerCentageCOmParabletofiguresin2008，  
bu＝owerthan theproportion of patients hospitalisedin2OO7  
（49％）．CIhic∂lfoIIow・UPOfpatientsthatwerediagnosedwithacute  
Qfeverin2007，Showsth∂tQfeverisnota】w8汚amilddisease  
Ofshortduration，aSrnanyCaSeSSt”lsuffered frorn persisting  
ratiguesevera［monthsafteTdiseaseonset【4】．Wehavenoclear  
in†ormationabouttheoccurrenceofotherch（OnicsequeFae．such  
asendocarditi5atthi5St∂ge．  

ThemedicaZ microbioloEylabo（atOriesintheaffected reg10n  
have）OintTyformuIateddiagnosticrecornmendation5．Cases8re  
CUrrently diagnosed withimmunofluorescence assays（Focus  
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Criterionis引1abortionwavedefhed asan abortion percentage  
higherth抑5％amongpre即ant8nima】s．Forsmallerholdings．  
acriterionofthr巳eOrrnOreabonionsina30－dayperiodisused．  

Fro【1JanuarytoAp川2009，†his newreguFation hasled to  
notification ofthreeda汗ygoatfarmswith clinica（casesof Q  
fever．OnefarmisIocatedintheprovinceofOverijsseF（notifiedin  
February）．oneinthesouthoftheprovinceoILnlburg（notifiedin  
M∂rCll）．andonejntheprovjnceo†Noord－8rabant（notifiedinAprjけ．  

ThisveterinaTynOtiflCationcanpotentia”yfac＝jtatethedetection  
Ofre］atedhumancasesorch」SterS．Veterinarians．physiciansand  
thepub＝ca［einTormedthroughtargeted rnaiJIngS．PUbHcations  
andthemedia，TheexactIocationofanilTlalfarmswithc＝nicalQ  
feverisnowrepo「tedtothemunicIPa＝1ea州1SerVice．lnFebruary  
2009．anationwidestringenthygienep（OtOCOlbecarnerTlandatory  
fora町PrOfession∂I由irygoatandsheepfarms，independent8rQ  
‘feverst8tUS．  

VさC如a伽nqmpaigni  
】n thefatIo†2008，aVO＝JntaけVaCCi周tion campaign was  

impIementedin theprovinceof Noord Brabant．ln total．aboリー  
36．000sma”ruminantswerevaccinatedinanareawitharadfus  

Of45kiIometer around〕den，a SrTlalltowninthecentre ofthe  
hlgh－riskarea．   

Another，mandatoryvaccinalion campaignled bythe AnimaJ  
Health Service（GD）started on21Ap（i12009．F（Om Aprilt0  
0ctober2009，200，000smallrurninantswi［lbevaccinatedinan  
areawhichincIudestheprovinceof Noord－Brabantand partsof  
theprovincesofGelderland．UtrechtandLimburg，  

Ong0l一喝reSearCh   
Or唱Ding studie5add「e5S the†actors hvoIv試＝n the2008  

epidemicatanationar．regionaland（oca暮Ieve（．theefficacyofthe  
2008vo山nta（yVaCCinationcampaigninsmallruminantsandthe  
nationwideoccurrenceofC，bumetiiantibodiesinthecommuJlity  
andin smat】ruminants．FrQm the human epidenlioIogICal  
PeTSPeCtive，a C8Se COntrDIstudyiscurrently unde（Wayln the  
two main affected MHS regions of2009．’Harlvoo（Brabant●  
∂nd8rabant－Southe8St．Routmely co＝ected sera o†pregnant  
WOmen fromthe affectedregronsove（the periodJune2007to  

f 

f…芸i諾買…ご；e…還ご；貧 
、 database）．Aninteg柑ted human・Ve【e「inarystudywassta「【ed．in  
Whichsmatlruminantねrmersandtheir∂nimalsw＝bescreened  
forpr缶enCeOfC．如mef／／抑tibodies．lnadditiれenvironmental  
SamPlesw川beobta7nedfromasubsetofthesefa（mSandtherole  
OfparticulatematterinreIationtoC．bumetiitransmissionwMbe  
further加est鳩ated．  

C8nCIusion   

ForthethirdconsecutiveyeartheNetherIandsisfaclngalarge  
OUtbreakofQfever．Thenew upsurgeinQlevercasesin2009  
isala「mlng．The爪印datoryv∂CCination camp8Tgn a√れ0ngSma】l  
ruminantsthatwasstartcdinApr‖2009．ifeffective．isexpected  
toreducetheoc⊂U汀enCeOfabo面0nWaVeSandexcretionofC¢ズね仙  
油thelambingseason2010．ThereFsalargeporザoIioofongolng  
mu旧discipnlaryreSearCh．butitwilttakesometimebeforeresults  
becomeavaiFab（ethateventuaJJyw‖1eadtotheirnplemcntation  
Ofe幻endedandimprovedcontrolm朗SUreS，  

柚
㊥
辟
㈲
蕗
如
意
鹿
藍
 
 

FIGURエ ユ  

Noぺ点ettm5モ50ra⊂Ⅵteq‘eYerilllh亡N七山七山alld8毎しkee－digil  
P05一之lcodで1rぐ8．＝厄IUary－11M叩ZO（I9（nごユヰ4つ．Th沌ねdli幻e  
hdjq†弱化e¶l軋nd81“7Vaくdll摘○ロ打餌印Y亡nnglllfPrOYinciof  
No（，rdBrabさnIand†，さ持古ひfd－叩rO、壷∝50rG‘Id亡dand－U涙ぐIlし  
8れdLi】ltbu∫苫．  

増
強
更
 
 

埴
式
韓
條
幽
 
 

咤
繊
幽
 
 R血相  

1．伽H。M．R8。此mqね∨肌n…州。tR軋1g9佃伽B ぎ1㌻？箋  

乙霊だ監禁諾一蕊漂隈認諾鵠盟漂窓黒酢－ノ   
ーAr加u血Du也hいn指頭eヱ1e触n8ulleれZOO】ユ可5tl乃－1花人用山肌亡一門m：  
ht旬：／血w軋巾m・nVh巾c加がe軋e佃∪ⅥjⅥ口付u11㈹5／a「しq也Orb．h加t  

】・S洲mm亡「8．Mo什町軋叩ksひ■仁兄h11亡eb町騨ナPH．W曹亡帽・ね伽打G．¶m帥  

A．etるl．b「geong01ngqねve「0Uu「eaklnひe∽u加0†ひ亡，帖me止さnd5，   

Z8ロ8・Eu「O Su「Vem・2900；u【】1帥1・1朗ヨ9・人相甑帆e f■℃m：h叫ゾルW岬・  
eu柁SurVem帥Ce．0吋Ⅵew人l¶血．8叩l？蛸由Id－18939  

I．Nabuu帽－F一己n5さ即州1．u一口oハal七G．H¢「帽VO他州．W関門－Pロ山8ffG．8es父unk  
R．岬Jkman5L虞札Cunl鎚tねu叩一叫用†teri帥teqfev肛Sd帥d¶cSp「加g  
Me甜爪音of廿－eDリuhS8d吋向「Me朗亡al川椚bl血gy抑dth亡DutchSod吋   
向rMIc相即血g》之0・曇▲p一札肘n細れひeNe伽凡卸ds．Int訂柑u叩瓜加unⅥl   
Of6en閃IandMdl亡CUl訂Ml⊂rO抽】loひZ鍋；951Suppt帥印tll  

ら・ 
。；  

～DD7；1父【z！〉9P8－11．  

m15∂州亡kⅣさSPUb115hed帥1ヰM坤祁Og 

いb血n吋l亡旬「t＝＄椚1む：S血1mm亡r臥叩kstraEV仙emi巳汰hn亡由亡r8訂戸川．  

篭慧ご濫s禁；監ヂb慧…謂結晶P欝芯謂㍑㌫紆詣チ㌫呈認諾  
20朗；1I（柑】・l州－19乙8．∧v山肌～叩Ⅵnモ：h喋pJ／…札eu川路UrV伽快．0「脚騨〝▲畑山．  
さipl？∧帽dモIdtl，aO  

蔓琵憲…崇還還崇≡態憲慧…ぢ宝慰琵軌岬Se  

EUROSqRV【ⅠしLANC【Vol・1斗・纏U219▼1q甘叩200g・……u川§urV蛮Il…き・OPg   3  



BENESIS2009－016  

ContainsNonbindingRecommend8心om5  

‾ ガ 
βr画一肋伊再画面岬血抽  

TABLEOFCONTENTS  Guidance for Industry 
UseofSerologicalTeststoReduc毛＝也6Riskof  
Transmissionofn”anOSOmaαu虚血ftctionin   

WholeBloodandBloodComponentsfbr   

TransfusionandHumanCells，Tissues，and  

CeliもlarandTissue－BasedProducts但CT／Ps）  

－き決  

DRAFTGUIDANCE  

Ⅰ． INTRODUCTION  

ご．…、，…………………．ユ  ⅠⅠ． BACKGROIJN℃   

A． BloodDonorScreeningTestsfbrChagasDisease血f忘U道tedStates．．．・”．．．．．3  
B． 鮎skof7こc川‡fln触tion什omTran血sion．bfWl拍l占 

Compdmem也  
C． 劇SkofTcTuZiInEbctiontoRecipientsofI）otlatedIICT／？s……”t……・・……・”．t4  

JF、‾－ ⅡⅠ． REC8MMENDATIONSFORI）ONORSOFWHOLEJILOODANDJILOOD  
COhtPOⅣENTS【NTENl）EDFORUSEtNTRA些SFUS10N  

A． Bl00dDomorTestingandMamag¢ment  
B・ ProductMan8gement……・………・…・………・・…叩∵・－……㌣・・・・・■・……………・t・・・…・…・7  

1¢  

,10 

叩  
11   

1ヱ  

C． ReportingtheTestImplementation……・・・・・・”・・  

ⅠⅤ． RECO服NDAT10NSFORDONOR50好江CT一骨  

A． DomorSぐreenlmg－R由kFactor50rCondition5  
B．、DonorTes血g  

ThisgⅦidancedoc11mentisforcommentpurposesonly．  
Ⅴ． REFER瓦NCE5  

SubmitcommentsonthisdTaftguidancebythedateprovidedintheFederaLR窄むternotice  
annOunCingtheavailabilityofthedraftguidance・SubmitwrittencommentstotheDivisionof  
DocketsManagement（HFA－305），FoodandDnlgAdministration，5630FishetsLane，Rm．1061  
Rockvi1le，MD20852・Sub叫telectroniccommentstohttp：／／www．reg豆1ations．gov・Youshould  

identifyallcommentswiththedocketnumberlistedinthenoticeofava血bilitythatp一ユblishesin  
血6釣derα7月曙ねJe′．   

AdditionalcopjesofthisdraftguidanCeareaVailableftomtheOfficeofCoⅡununication，  
OutreachandDevelopment（OCOD）（HFM－40），1401RockvillePike，Suite 
MD20852T1448，Orbycallingl－800－S35－47090r301－827－1800，Orfromthehtemetat  
http：〝www．ida．gov／cber／guidelines．htm．   

ForquestionsonthecontentofthisguidanCe，COntaCtOCODatthephonenumbershstedabove．  

U．S．DepartmentofHealthandⅡumanServices  
FoodandI）rugAdmi山5bⅦtion   

Centerねr8iologlcsEvalⅦation8ndResea托h  
Mareh200タ  

88   
87 ■  



ContainiNoTlbindin岳Recommemdations  
ContainsNonbindingRecommenda也ons  

∂呵‡一助りbrム叩Je椚跳ね如円  一 月 
かr研一肋ゆrカタ甲Jeme乃ね如乃  

GuidancefbrIndustry  

UseofSerologicalTeststoReducetheRiskofTransmissionof  
27っ甲anOSOmaCruZiInfbc埠OninWholeBloodandB160dComponents   

forTransfusionandHumanCe11s，Tissues，aI戒£ell111arand  
Tissue－BasedProducts（H（プT／毎）＿： 

Werecommendthatyouimplelnenttherecornmendationsprovidedinthisguidancewithinone  
yeara鮎ra血alguidanceisissued・  

FDA，sguidancedDCumentS，includiJlgtbisguidanCe，donotestablishlegallyenforceable  
responsibilities．Instead，guida71CeSde竜cribeFDA’scurr甲tthinking’onq！oPIC＿卿dshouldbe  
viewedonlyasrecommen申tions，unlessspecificregulatoryorstatutory嘩rez？entSareCited・  
TheuseofthewordshouZdinFDA’sguidancesmeansthatsomet中嶋亘彗ggeStedor  
recommended，butnotrequired・  

ⅠⅠ． BA∈準ROtJND  

Chagasdisease・iscausedbytheprotozoanparasite，Tcruzi・TLediseaseisfoundprinarilyln  
MeKicoandCemtralandSouthA皿erica；thepathogenicagenthasrarelybecn托pOrtedtocause  
humanin鱒tioninth占unitedStatesO］・S・）bynaturalvectortranSmission（Re£2）・Natural  
inLbcdonsare申nsmittedmainlywhenthefbcesofcertainbloodぬc蝿insects匝iatomine  
bugs，COmmOnlyr曲汀edtoaskissingorchinchbugs）thatharbor：鹿◆infktionTerubbedinto註  
bugbite，0therwound，Ordirectlyintotheeyesormucousmembranes・0therprmaryfornsof  
transmissioninclud8COngenital（mothertounbornin血叫，Org鮎rtran甲Iantation，andblood  
tranSfusion．Currentestinatesarethatatleastllmi11ionpersonsinMexicoandCe血aland  
SouthAmericaCarryth叩訂aSitechronical1yand．couldpres印taPOtCntialsourceofihfbction  
shouldtheybccomedonors．Tbepresenc＄OfthepathogmicagentinU・SlandCanadiandonors  
isincrcasingduetoi皿血grationofinfbctedindividuals丘omcndemicare8S・’’sQmeeXpertS  
est血atethattherenaybeasmahyaSlOO，000personsⅦ血owinglyinfbctdwithTcruzLwho  
resideh血色U．S．弧dCanada．   

Ⅴ餌tOrLbom¢i面血由訂emOSdy血Idin也eacutepb那8皿d也皿p耶血血roughoptl血，  
usuanywithputsymptoms・Acute・ihfectioninpatientswithcompromisedim皿tneSySぬns・払r  
exampl8，加mcancerthkapyororgantransplantation，CanbeYerySCPOuS8皿dsometines血tal・  
Treatmentoptionsarelimited，butaremosteffbctive朗∫1yin也ei血tion・Tbelifetimeriskof  
sever¢C呵血complica血s（c如iomeg山y，b吼1鮎加md坤）or加s血山disord耶  
（megacolon，megaeSOpha［guS）ininfbctedindividualsavcragesabout30％¢ang畠oflOto40％  
d甲らndi曙OnaV如叫Of鮎tors）弧dmayoccurm叩yea柑濾er中e坤血1h知鮎n・DⅦ血g  
theacutephaseofvector－bomeαagasdisease，parPite＄amfoundinskinlesions・atthesiteof  
trazISmissibn．Thepamsitesamthenspreadthroughth8blo？dstreamto．variousdssues，  
part）CulaTlyskcletalmuscle（Ref・3）・Du血gthechronicstagcofChg8寧discasc，mOStPerSOnS  
whohatbor也eparasiteareasymptOmaticandtnawa陀Oftheirizlfbction・Duringthisphase，  
parasiteshavebeendemonstratedinmuscle（espccialIycardiacmusc16）！nerVeS，anddigestive 
tract，buttherehasbeenverylittlqinvestigationoftissuedisbibudondpringthatphaseOiぬ3  
tむougb10）．  

乃ぉか巧βg聖辺α乃Ce．Wんe乃メれβJ由edwfJレ甲r郎e乃Jfゐe凡odα〃dβ川g止血f乃ぉかα血刀一軒以り  
C祝r′e乃‖埠互助go乃‘八鹿J甲ゴc〟 

血即〝0′甲平戸Jeわが”dfndβrJ九ep〟抽c・ね〟Cα乃Me00αJ′er乃αかg‘坪rOdC凡打‘んe  

呼prぬcカ∫dJ吋首都血「甲“fr叩占血グJんe明，Jfcα地∫ね血即8〝dr喝γねfわ那．抑ouwα〃Jわ  
ゐc捏∬即αJJgⅢd∫ルe呼prOαCみ，CO〃ねCffんe（坪r甲r加e肋∫櫛二抑0以Cα耶OJfゐ乃′紗g鳥e  

C‘フJJ班e仰r甲rね／β乃肌占erJ如edo乃坤e′f′J野喝ぞげ班お  f工〉」∫山  

l． INTROpVCTION   

We，FDA，arenOtifyiztgyou，eStal，1ishmentsthatmanufactureWh01eBloodandblood  
COmPOnentSintendedfbTサSeintransR）Sion，andestablishmentsthatmakeeligibility 
determinationsfbrdonorsofHCT／Ps，aboutFDAapprovalofaBiologicsLicenseApplication  
（BLA）forazlenZyme・linkdimmunosorbentassay（ELISA）testsystemfbrthedetectiQnOf  
antibodiestoTbpanosomacruzi（Tcruzi）・Thistestisintendedforuscasadonorsc代讐ingtest  
toreducetheriskoftransmissionofTcnLZti血tionbydetectingantibodiestoTcnLZlm  
P】asmaandserumsamples如mindividualhumandonors，includingdonorsofWh01eBloodand  
bloodcomponerltSintmdedforuseintransfusion，andHCTyPdomorsやivingandcadaveric（non・  
heartbeating））・Tbisguidancedocumcntdoesnotapplytoth¢COllectionofSo亘cePlasma：   

Inaddition，WearePrOvidiLlgyOuwithrecorrmemdationsfbrunitanddonormanagement，  
1abelingofⅦoleBloodandbloodcompoIients，andproceduresfbr．reportinglmPlementationof  
aJicensedTcnFZitestatyourfacilityoratyourcontracttestiz）glaboratory，aSrCquiredforblood  
establi芦hmentsunderTitle21CodeofFederalRegulations601・12（21CFR691・12）・For  
establishmentsthatmak8donoreligibilitydeterminationsfbr巧CTyPdonors，Wear8nOd8ring  
youthatwehavedeterminedTcrwitobearelevantcommt）nicablediseasca野nt血der  
21CFR1271・3（r）（2），andarepOVidingyouwithrecomlendationsfortestingandscreening  
donorsforantibodiestoT：qzal．   

TherecommendationsmadeinthisguidancewithrespecttoHCTn｝saTeinaddidonto  
recornmendationsmadeinthedocumente血ded“G11idan9efbrIndustry：Eligibility  
DeterminationforDonorsofHumanCells，Tissues，andCellularandTissue－BasedProducts  
（HCT／Ps），’’datedAugust2007（Re仁1）．  
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A・ DonorScreeniJlgTestsforChagasDiseaseiJ）theUnitedStates  

AttheSeptember1989BloodProductsAdvisoryCorrmittee（8PAC）meeting，the  
COrrunitteerecommendedtestingdonorsofVmol丘Bloodandbloodcomponentsfbr  
Chagasdiseasewhenasuitabletestbecameavailable・血a1995Bp4Cmeeting，the  
COm血托eeconsideredwbethertheper氏）m狐CeCharactedsb？声ご夕f塵e加oFDんapprovd  
teststhe∫1aVailablefbrdiagnosisofChagasdiseasewouldbesuitablefbrbloodd。n。r  
SCreenlng・ThecommitteeconcludedhatthetestsdiscussedWefeもot．suitablefbrblood  
donorscreenug・Furthermore，thecomitteesoughtclariihtionofthecriteriathatFDA  
WOuldusetolicenseaChagasfestfordonorscreenmg・At也eSeptember2002meetug  
OfBPAC，FDApresenteditscurrentconsiderationsontheregulatorypathwayand  
SbnaardsfbrlicenslngadonorscreeningtestfbrChagasdiseaseandencouraged  
m志し血cturerstodeveloptestsbasedontho5eCOnSiderations（Re£11）．  

InDecember2006｝FDAgrantedalicensetoonemanufacturerofanELISAtestsystern  
血‾thedetectionofantibodiestoTcruzihindividua11ivinghloodandHCT伊donors．  
SincetheendofJanuary2007，anumberofbloodceniersrepresentingalargeproportion  
OfU・S・bloodcollectionshavebeentestingdonorsusingthislicensedassay・hFebruary  
2009，FDAlicensedthisEuSAtestsystemfbrthedetectionofantibodiestoTcruziin  
Cadaveric（nonTheartbeating）HCT／Pdonors．  

BlooddonortestingbyanELISAtestsystemidentinesdonorsthatarer甲eatedly  
rcactiveforantibodiestoTcmzi・ThepresenceofantibodiestoTc7Wiisstrong  
evidence仏atadonorishfbctedwiththispansite・MostdonQrSthat．arerepeatedly  
reactivebyanELISAtestsystemfbrantibodiestoTc7Wihavechronic，aSymPtOmatic  
in氏ctionsacquiredyearsearlierduringresidenceinareasendemicfbrTαuZi．  
Therefore，PriordonationsfromadonorwhoisrepeatedlyreactiveonanEuSAtest  
SyStemWere艮kelytob打bor7てcMJparaSites．   

AttheApri12007BPACmeetlng，FDArequestedcommentsonscientincissuesrelated  
tothe血plementationofblooddonortestingforinftctionwithTcruzi匹eL12）．IsstleS  
discussedbytheco血tteeincludedtheneedfbradditionaldataontheincidenceand  
dskoftran5missionofrcn超fbyけ弧S知sion，thes¢Ve旬ofCbaga5dis飽Se，血e  
Performanceoftheantibodytest，and，thelackofalicensedsupplementaltestfbr  
COn血matorytes血g．  

B． RIskofr：c川ガ1nhc且onrromTransfusion（〉fWh01¢Rlot）dandBl00d  
Compone爪tS   

BlooddonationsfbmindividuaIs丘omendemicareasarethepnmaryLsourceofriskfbr  
Tcruzii血tionfromtransfusibn・Stildiesinthemid，1990s’（Re仁t）．es！血atedthatthe  
rateofseropositiveblooddonorsintheU・S．ranged倉omlin54OO曜ユin25，000，  
dependingonwherethestudieswereconducted・However｝Pq！撃す研ntStudiessuggest  
thattheserateshaveincreasedhtheareaswheredonortestinghasbeenI）erfbrmedovera  
periodoftime・Forexample，arateOflin2000wasfotmdrecentlyhtheLosAngcles  
metropolit2ularea（Ref・14）・Trans氏ISiontransrmisioninendemicareashasbeaam毎or  
pub短h甲1thconcern，andmanyCOuntriesconsideredendemicforTcruzLhfbction  
screeirblooddonorsforthepresenceofantibody．Therefore，inresponsetochangeSin  
donordemographics，WearenOWreCOmmendingbloQddonortestingintheU・S・   

IntheU．S．andCanada，Onlysevencasesoftransfusion－tranSm拇edTcruziinfections．  
（Rぬ15血ougb19）弧d餌c郎eSO抽加ion丘om？rg益血忘plan血）沌ぬ20a申  

21）havebeendocumented．However，tranSmissioninzmmbi6competentpadentsisnot  
ukelytobeapparent，andinmanyCaSeS，eVenifsymPtOmSaPPear，infbctionmaynotbe  
recognizd（R£仁22）・   

StudiesinbloodQenterSWhichquestiondonorsabo11tbirthand／orresidenceinaTcfWL－  
emimiccoun叫haveshownsuchquestiozu；tObeincompletelyeflもctiveatidentifying  
theseropositivedonors．Studiesalsohavelookedatthe叫eoftranSfusiontransmission  
如mTcruziantibody－pOSitiveiJldivid11als．PublishedlookbackstudieshthdU・S・and  
inMexicoof22transfusionrecIPlentSOfseropositivedonations，identi鮎dnveofthese  
recipi6ntS（22・7％）wbola土ertestedpoさ桓Ⅴ¢知狐的odiessⅥ野S血gtrmsf血on  

け弧血ssiono汀cr揖7匹e鼠18，23and24）・mS肋皿S血sslOn！ateOf22・7％is  
consistentwiththeliterature食om．LatinAmericaonratesofblood－bometransmissiQn  
丘omseropositivedomorsinMexICOandCentralandSouthAmericaObf・25）・However，  
we，ateaWarethatlookbackstudiesconductedusingthelicenscdELISAtestindic叫ethat  
theriskofTcruzibytransfusionofaseropositiveunitintheU．S・maybemuchlower 
riskthanPreViouslythought．WenotethatthesestudieshaveconLirmedthedemographic  
chancterisdcsofthetypicalseropositivedonor卑Sdescribedin血e知sttwo．pangrq）hsof  
sectionIl．However，thedataalsosuggestthatthereareseroposidveindividualswho  
ac甲ird也eifh氏c也onswi也intbeU．S・（Re£ユq．Despite心snew血a，鮎ra土eof、  
h，anS如siontransmissionofTc77LZiintheU．S．con血estobeuncertainbecauseofthe  
limitednumberofstudiesconductedtodateandthera！eoftransfusiontranSmission  
remahslユnderhvesdgation．   

C． RiskofZ：mLZiInEecdontoRecipientsofDonatedIICTrPs   

BasedonthehskoftranSmission，SeVerityofe飴ct，andavai1abilityofappropriate  
screeningmeaswesandJortests，WehavedeterminedTcnLZi，theagentfbrChagas  
dise貼ちtObeareleva刀tCOmm血cabledise那eagentOrdi5e那eunder 
21CFR12713の（Z）．T最sdetenmitionwasbasedonthefbllowinginfomation．  

Thecormitteealsocommentedonthedesignbfresearchstudiestovalidateastrategy  
fbrselectivetestlngOfrepeatblooddonors・Thecomitteenotedthatapedodof  
tmiversaltestlngOfa11blooddonorswouldgeneratecridcaldataontheprevalenceofT  
mLZiinftctionsindonorsandthatdonorquestionsfbrselectivedonorscre？ningneeded  
Yalidation．  
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2．SevedtyofE脆ct   

Tc7Wiin良ctionscanbefatalorlifb－thmte血g，reSultinpermanentimpalment   
ofabody餌ICtionorp琴鱒mentdamagetOabodys叫Cture，血d／ornecessitate   
medicalorsurglCalinterventiontoprecludepermanentiTe？瞥entOfabody   
functionorpernanentdamagetoabodystructure・   

3．Avai1abHityofAppropriateScrecningand／orTesting・Meahei   

Appropnatescreeningmeasureshavebeendevelopedfor7：cTWi，SuChasthc  
′「もedicalhis10ryinterview．（ScreeningmeasuresfbrTcruziarediscussedin  
ーsectionIV．Å．or血isdocum¢nt．）   

AdonorscreemigtestfbrTcruzihasbeenlicensedandlabeledforusein吟Stmg   
blo占dspecimensfromlivingandcadave正cdonorspf，HgfPs（SeeSeCtionⅣ・B・   
ofthisdocument）・Youmustuseadonorscr㌣ingtgt勒rTcrwithatis   
specifical1ylabeledforcadavericspecimensmsteaJもfamoregenerallylabeled   
donorscre町ngteStWhenapplicableandwhenavai1able  
（21CFR1271．80（c））．CurrentFDA－1icensed，Clearedorapproveddonor   
screeningtestsfbruseintestingHCT／Pdonorsarelistedat   
http：〟ⅣWW・fda・gOV／cber／dssudprod・htm・  

ComtainsNonbimdingRecommemdadons  

βr少－〟0ゆr血〆e〝l飢ぬ如托  

1．RユSkorTransmission  

771ereisariskoftranSmissionofTcnLZtbyHC7yPsindtherehasbeensufncient   
incidenceandJorprevalencetoaf詣ctthepotendaldonorpopulation．  

1「‾l 

Reco餌l血g也eriskofbⅦS血5Sion如mdonat叶鱒∈r〝ち血皿伍e5孤ぬ山cfbr  
γcr氾7h氏ctionbavehst加tedv血ou5praCdce5fo池血mi託心血S血s5ion  
throughtransR）Sionortransplantationincludingstreeningdonorsforthepresence  
OfTcmヱLantibodiesIFurther，Whenhumanleukocyteantigen－matChedbone   

－ marrOWisobtained舟omaninfbctedindividual，thedonorreceivesanti－paraSitic  
て二‾‾treatmentbefbrethebbnemarrOWistakenfbrtranSPlantation．TheWorldHealth  

Organizationrecommendsthat：  

● aheartfromanin危cteddonornotbetranSPlanted；  
● aliver＆omaninfbteddonoronlybetranspl勤edtorecIPlentSalready  

positiveぬrChagasdise＆Se，eXC鴎tinem耶enCyCaSeS；and  
● WhenotherorganSaretranSPlanted丘omiChagas－POSitivedonor，the  

recipientshQuldreceiveprophylactictreatmentfbrChagasdisease（Re£  

3）．  

Publis正eddataregardingthetraLSmissibilityofTcnziindicatethatvertical   
血15血ssion（COngeniblly加mmo伽rto止血1t），Oral仕讐中S5ion（血0叫由  
breastmilkorcontaminatedfbod）andcortiunctivaltransmissIOn（fbmcontact   
withcontaminate坤ands）have 

． 

Peripheralnerve，1iver，SPlecpladrenalgland，braiqadiposetissue，OCulardssue，  
OSt00blasts，Cbondr叫asts，甲狐mp払ges，弧d馳roblas徳（Re臨．27血相竜gb30）．  
Huma皿PlacentalcellsalsohavebeenexperimentallyinftctedwithTc川Zi（Ref．  
31）．Asnotedpreviouslyinthissection，Tcruzihasbeentrans血ittedviablood  
tran5；fusionsandorgantranSplaptation（Refs．20through22，・and32）．  

AttheBPACmeeting‘ofApri126，2007，也e－comitteenotedthat，thoughsome   
HCT伊sarepr9CeSSedinamannerthatmightinactiv？teT：crzLZiinHCT仲s加m  
SerOPOSitivedonors，Currentdataareinsufncienttoidentifyspecifice晩ctive  
PrOCeSSingmethodsthatconsistentlyrenderHCT／Ps倉eeofTmLZi．The  

COmitteeconcludedthat，absentsuchdata，itwouldbeprudemttotestHCTyP  
donorstodecreasetheriskoftransmi血ginftctionwithTcruzi匹e£12）．  

hfornationaboutprevalenceofTcnLZiintheU・S・isprovidedinsectionⅡ・B・Of  
thisdocument 

醇1  

Ⅲ1． RECOMMmAT10NSFORpONORSOpWEOLRBLOODANDlさLOOD  
CONⅣONENTSLNTENDEDFORUSEひJTRANSFUSION  

A． BloodDonorTe5dngamdMan喝ement  

l．DonorTes血g  

Werecommendtestingofalldonationsofallog¢neiclmitsofbloodtLSinga 
1icensedtestfbrantibodies・tOTcwL．YollnuStfo1lowtheregulation5under  
21CFR610．40（d）fbrdeterminingwhenautologousdonationsmustbetested・  

2．DonoTDe免ml  

Werecommendthataudonorswhoarerq，eatedlyreactiveonalicensedtestfor  
TcrzJZiandbodyorwhohaveahistoryofChagasdiseasebeinde血itelydeferrd  
mdnoti丘dof一也eirdeね汀d．  
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2．Lookback（ProductRebうevalalldRecipientNot漬cation）  

Within3calendardaysaRera．donortestsrq？eatedlyreactivebyalicerLSedtestfor   
rcr此fmtibody，yOuSbould：  ′   

・identifyallin－datebloodandbloodcomponent沌晶iaislydonatedby  
suchadonor，gOingbackeither10years（or血de触telywhereelectronic  
recordsareavailable），Orelse12monthspri0出0也emosti6Centtimethat  
thisdonortestednegativewithalicensedtestfbrTcrtLZiantibody，  
Whicheveristhelesserperiod（thelookbackperiod）；  

ご－・甲訂弧tinea11pre血Ⅶ1ycollected山一血ebloodandbloodco叩OnentS  
heldatyourestablishment；and  

ContairLSNonbindiJlgRecommendations  
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3・ConfirmatoryTestingandDonorReentry  

Atthistime，thereisnoFDAlicensedsupp王ementaltestfbrantibQdiestoT：cruzi  
thatcanbeusedforcopfirmationoftruepOSitiv竺SCreening．testres血s・FDAis  
notrecommendingreentrycriteriafbrblooddonorsdeferredinde丘nitelyonthe  
basisofarepeatedlyreactivescreeningtestfbrantibq軸TcmzEduetothe  

absenceofalicensedsupplementaltestfbrantibodiestoT7ru2i 
4・DonorCounselingandPhysicianRefbrral  

Werecommendthatdonorswhoarerepeatedlyreactiveusingalicensedtestfbr  
ユニーantibodiestoTcruzibeinfbrmedaboutthelikelihoodandmedicalsignificance  

Ofin缶ctionwithTcruzi・Additionalmedicaldiagnostictestmgmayprovide  
h払mationus血1血donorcoⅥnSeling・「  

Allrepeatedlyreactivedonorsshouldberefbrredto響hysicianspecialist・Italso  
maybeusefu1tore托rthemtotheirstateandlocalもealthdepartmentsortoother  
appropriatecoIllmtmityre亭OurCeS 

5・FurtherTestingofRepeatedlyReactiveDonorsforCross－ReactingDiseases  

Becausethclicensedtesthasdemonstratedsomereactivityindonorsin免cted  
WithpathogensotherthanTcruzi7WereCOmmendthatmedicalfo11owupbe  
COnSideredfbrdonorswhoarerepeatedlyreactivebythelicensedtestfbr  
antibodiestoTc′好ibutwhohavenoapparentbasisforexppstuetoTcrwior  
Whohavenegativeresultsonmorespecificmedicaldiagnostictests・For  
example，teStlngfbrleishmahiasislnaybeappropriateinlPerSOnSWithgeographic  
riskforexposuretoLeLshmaT7iapansitesand二whQaPpeartOhavea払Isely  
reactivescreenmgtestforantibodiestoTcrwi 

玖  ProduetMamagememt  

l．hdexDonations  

Wereco皿mendthatbloodcomponentsfromrepeatedlyreactiveindexdonations  
bequarantinedanddestroyedorusedforresearch．Componentsdeteminedtobe  
皿Suitablefbr血ns魚1Sionmustbeprom血由tlylabeled：‘刊OTFOR＿  
TRANSFUSlON，”andthelabelmuststatethereasontheunitisconsidered  

uns止め1ら（e・g・，坤ecomponentisposi也vefbr7：cr〟Zf（21CFR606．121（恥  

・nOti＆consigneesofal1previouslycolkctedin－datebloodandb190d   
COmPOnentStOquarantineandrettmtheiblobdcomponentsto・yOuOrtO   
destroy也¢m．  ＿  封  

Inaddition，Whenyouidentifyadonorwhoisr¢pe血1yreacdvebyalicensed  
kst食汀rCr酵豪m仕bodies弧dfbrwbom也ereisaddi仕onalh血血onh血ca血g  
riskofTcnL＝iinfbct）On，SuChasgeographlCalriskfbrexposureinanendemic  
町飽，OTm由ic山diagnostictes血gof血edonor，W¢ー匹OmⅡ1end血atyoⅥ：  

・ 
COmPOnentSCO11ectedduringthelookbackperiod；and   

・ifbloodorb160dco皿pOnentSWeretranSfuscd，enCPurageCOnSigneesto  
notifytherecipient’sphysicianOfrecordofapossibleincreasedriskofT  
cr以Ziin氏cdon．   

We托的m亡nd也atwbcn也訂eisadditional埴ma也on山dica血gdskofr  
Cnβiinf如厄onyoum止esucbnod鮎a叫甲Wi址12we由orobta血g也e  
repeatedly reactive test result. 

Therecurrently．1SnOlicensedTcruzisupplementaltest・Whensuchatestis  
available，apOSitivetestresultwillprovideadditionalinformationindicatingrisk  
of■rc′てβfh克ction．   

RetrospectiveReすiewofRecords   

Ifyouareabloodestal）1ishmentthatimplementedscreen皿gwithalicensedtest  
fora皿tibodiestoT：・CruZiprlOrtOthee脆ctivedateofthisguidance，yOumaywish  
toperfonnaretrospectivereviewofrecordstoidentifydonors：  

・withr甲eatedlyreactivetestresultsbyalicensddtestforTmLZi  
andbodiとs；and   

・fbrwhomthereisadditionalinformationindicatingriskofTcrtei  
hね：tio叫SuCha5g∝唱和p出cddskぬー既pO飢Ⅳeh弧¢md¢micar飽，Or′  
medicaldiagnostictestirlgOfthedonor．TherecumntlyisnolicehsedT  
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FDAguidance，化Guidantcforhdustry‥BiobgicalProductDeviaLionRq）O血g   
forBloodandPlasmaEstablislments，”datedOctober2006（Re仁33）．AIso，When   
acomplicationofbloodcollectionortranS桓ion（c・g．，involvingTcrzLZi）is   
CO血medtobefhtal，y9umuStnOtifyFDAinaccord血CeWith   
21CFR60占．170（b）．  

－■■一■－   

RepordngtheTestImplemetltation  －－ ‾  

1．1ryouarealicensedbloodestablishmentandyoubeginusingalicensed  
serologicaltestfbrthedetectionofandbodiestoTcT7LZiaccordingtothE）  

／∴ manufhcturer’sproductinsertatyowfacility，thenyoumtlStnOtifyusofthe  
、  

tes血gchangeinyourAznualReport（AR），inaccordancewith   
21CFR601．12（d）．IfyoualreadyhaveanapprovedsupplementtoyourBLA  
touseacontractlaboratorytoperfbrminLtctiousdiseasetestingofblood   

画廊如  

（21CFR601．12（d））．  

＼ 
2．Ifyouarealicensedbloodestablishmerltandyouhseanewcontract  

l争boratorytoperformaもerologicaltestfbrantibodiestoT：mLZi（弧dthe   
lめoratoryalreadyperforhsi皿飴c中usdiscasetestingfbrbl00dproducts），  
血enyou甲ⅦtrepOr亡鮎scb弧g8by血b血S或on・Ofa‘℃血ge58血g、  
E率土ed”・SⅦ）1em¢叫hac00d弧由Wi血21CFR601・12（c）（1）皿d（C）（5）∴げ  
yourcontractlaborato7yhasnotpreviouslyperibrnedinLbctiousdisease  
testingforbloodproducts，thenyodmustreportthischBLnge；asamqiorchmge  
inapriorapprovals叩Plement，inaccordancewith21CFR塾／12（b）・ 

Ifadonorisidentほdatriskofinftctionduringtheretrospectivereview，yOu  
maywanttoconsiderperfom血gallthelookbackactiQ？SA9SCribedabove．  

3・AutologousDonations  

Althoughautologoususeofblooddoesnotincreaseapadent，sklonor，sriskof   
illness如m．apre▼eXistinginftction，FDAregulationsunder21CFR610・40（d）  

てニーaLnd（e）requlreteStingofautologousbloodd。n。rS。nde，C。，taizICirc。mStanCeSt。  
preVentinadvertentallogeneicexposurestotmsuitabletnits．  

a・Werecommendthatbloodcomponentsffom哩Ologousdonorsthatare  
repeatedlyreacdv6byalicensedtestfbrT：mLZ．響tibodybereleasedfor  
autologoususeonlywithapprovaloftheautq皇OgOuSdonor，sreftning －  
Physician・Establishmentsshouldprovidetheresultsofadditionaltestlngfbr  
aJltibodiestoTcr7LZi・aSaVai1abletotheautologousdonor，sreftrring  
physician．  

b・Eachautologqusdonationmustbelabeleda5required皿der  
21CFR610・40（d）（4），aSapprOPriate．GiventheseriousnessofTcruzi  
infbctionslaut9logousdonadonsthatarerepeatdlyreactivebyalicensedtest  
fbrT・Cねziantibodymustbearabiohaz訂dhbelasrequiredutlder  
21CFR610．40（d）（4）．  

4．Circd訂Or血fbmation  

ConsistentwithotherdonorscreenlngteStS，theins血Ctioncircular，alsoknown   
asthe“Circularofhfornation”mustbeupdatedtostatethatalicensedtestfor   
antibodiestoTcruztwasusedtoscreendonorsandthattheresultsoftesting   
Werenegative（21CFR606．122匝））．   

5・BiologicalProductDeviationR申OrtandFatalityReport   

Under21CFR606・171，1icensedmanufacturers，unlicensedreglSteredblood  
establishments・andtransfusionservicesmustreportanyeventandinfbrnadon   
associatedwith鮎manl血ctufing，iftheeventeitherrepresentsadeviationfrom   
CurTentgOOdmanufhcturingpractice，aPPuCableregulations，aPPlicablestandards，   
OreStablishedspecincationsthatmayafftctthesafbty，Purity，OrPOtenCyOfthe   
PrOduct；OrrePreSentSamneXPeCtedorunforeseeableeventthatmayaffbctthe   
Safbty，purity，OrPOtenCyOftheproduct，anditoccursinyour鮎ilityoranother   
fhcilityundercontractwithyot）andinvoIvesdistribtJtedbloodorblood   
COmPOnentS・F9raddidonalinformationregardingrq）Orting，yOumayreftrto  

9  

C．  

IV． RECOMMENDATIONSFORDONORSOFⅡCT／Ps  

A． DonorScreenlng－RiskFactorsorConditions  

Under21CFR1271・75（d），yOumuStdetenninetoやeinehgibleanypotentialdonQrWho  
isidentinedashavingariskfactorfbrorclinicalevidenceofreleiVantCOmical）le  
diseaseagentsordiseases．．heligiblepotentialdonorsinclude也osewhoexhibitoncor  
moreofthefouowing－conditionsorbehaviors・  

・．PersonswhohavehadarnedicaldiagnosisofTcruziinfbctionbased6n 
SymPtOmSandJorlabontoryresults．  

・PersonswhohavetestedpositiveorreactiveforTcTWi・antibodiesuslnganFDA；  
1icensedorinvestigationalTcnzidonorscree血gtest（Refll）．  

10  
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Donor Testing 

l・YournusttestbloodspeCimens丘omallHCT／PdonorsforantibodiestoT   
crwiusinganFDA－1icenseddonors9ieeningtest（21CFR1271．80（c）） 

2’慧言慧1 
。）払r   

PurPOSeSOfmakingadonoreligibilitydetermi知l：  

3・AnyI‡Cm’donorwhosespecimentestspositive（orreactive）forantibodi甲tO   
Tcruziisineugibletobeadonor（21CFR1271．80（d）（1）） 
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