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ADACOLUMN,AGRANULOCYTE
AND MONOCYT'ElMACROPHAGE

ADSORPTIONAPHERESISDEVICE

Conditionofsterage1to30"C
Stenltzationsueamstenlizationathtghvaporpressure

d Centent
Adacolumncontatns220gofeelluloseacetatebeeds
batheddnphysbalegicalsaltneasthecolumnedsorptbve

carners

2 lndecat:ons
21InduangremissroninpatsemtswithinMammatorybower
disea$e(ectiveulcerattvecolbtisandCrohnddsease)

22Suppressingsub]ectiveandob]ectvesymptomsen
patrentswithrheumatodclarthntsstnthednfiammatorystage

whosesymptomsmightbereststanttostandarddrug
therapy

23TreaimentofpatientswithocularBehgetddsease

24Treatmentofpatsentswithsystemielupus
erythematesus($LE)

3 Contraindications
Adaeorumnmustnotbeusedinpatientsvvtthaperipherat
arculathonoountotlessthan2OOOgranulocytespermlcro
bter

SnpatdeniswithagranutocytecountbelowthisIJmitdueto
thephamiacologicalpre-treatmentAdaco]umncanbeused
ifthegranulecyteeountisgreeterthan1OaOipLunder
clesemenstenngStudbestnpalteniswdthSLEand
cornparablegranulocyteeountdtdnotshowfurther
decreaseundertheAdacolumntreatment

4 WarnLng
4dCautsonshouldbetakenwithpatientssuffienngfromor
suspeetedefconoomltantinfectbonsasaphereslstreatment
meyexacerbatesymptoms

42Cautenshourdbetakenwithpatdentswhohavea
historyofhypersensttsmtytohepann(anttcoagulant)

f.gb9,a."SOesif26':Ld,?ReBta,k::,W.L'SP,:taZ",ig,W,h.O,h,a`Vk:l7W

severedehydratson(RBCcountsovef600x1o`tmm3)

hypercoagutablebioodCfibnnogencrveT70DrngldL)
Apheresistreatmentshouldnotbeinitiateduntitthese
cenditionshavenormaSized

44lnpatientswhoarerecebvlngangntenslnconverkng
inhibitorsbloodpressureandheartrateshoutdbeclosely
momtered

45lnpatientswithhepaticorrenatfailureusefulnesser
harmfulnessefAdacolumntreatmentmustbecarefully
assessedbythepatlentsphys]clan

46Adacolumntreatmenthasnotbeenfullybnvestigatedin
erderiypatlents

47tnpatientswithseverecardiovasculardisease
usefulnessorharmfulnessofAdacolumntreatmentmustbe
carefullye$sessedbythepattentsphysiaan

4BFnpatientswithfeverCbedytemperatureover3e"C
suspectecltnfectien)theremaybeanmereasedpossibilityof
sldeeffectsassoclatedwlthAdacolumntreatmeni

49lnpregnantandlactattngwomenthesafetyof
AdacoIumntreatmenthasnotbeenrnvestigatedtherefore
AdaDolumnsheurdbeuseddunngpregnaneyenlyifthe
petentielbenefit]ustifiesthepetentdaEnsktethefetus1n
lactatingwomenadeasionshouldbemadeonwhetheror
nottodtscontnuenursingwhileufidergoingAdacolumn
treatment

4riOAdaeolumntreatmenthasnotbeenfullymvestigatedm
pedtaincpatients

4ri1Pataentsvitat$tgnssheuldbecontinuouslymonitored
dunngapheresbstreatmentlfanyabnormalityisobservecl
theepheresssshouldbestoppedandaphyslaancalted

4d2ltaoentralvenouscatheteristobeusedbe2wareof
thegeaera1QempLtcatieasassoctatedvttthsuehamethod
suchaseciivationofthecoagulationsystemformationof
embolLpulmonaryembo[i$mandcleggingofcatheter

5DataenAdverseReactiens
Adverseeventsreported4nJapan
Outef367patients(286UCandRApattentswho
patuapatedindrniealtaaland81patsentsinvelvedinpost
marketngsuNeillanoe)adverseeventsrnctud[ngabno"na5
valuesinctantcalparameterswereebservedtn3gca$es
(106%)

Adversereactsons

Frequency
Type

)50/o O1Olotes501"

Cireulatety

organ H
Hypotenstonpalp]tatonfiush

Other

symptoms -

Fatrguemataiseheadaehe
vertigenauseafeverchest
palnstagger

Frequencyof
abnormal
testvalues

alal
and
Pglobultn

(outof59
cases)

GOTGPTChelesterolunne
protetnBUN(bloedurea
nitrogen>KNaClCa
totelprotelnalbumln
A[bumtulGlobulmratioALP

LDHTGTPTgtebulin

lnadditiontetheadverseeventsdescnbedintheabove
tableadverseeventscemmenlyseentnextracorpereal
circulationsuehasvomittngelevationofbleedpressure
haemolysis haematuria coughmg abdommal pain anci
lumbarpain were reported Altergtc reacttons

(rashangreedema{Quinckeedema))arepossible (lf
abnormalreaetbonsoocurtheapheresissheuldbe
discentbnuedandappropnatecorrectivemeasurestaken)
Pulmonaryembelismdeepvenousthrombosisand
thrombophlebinshavebeenreportedSingtecasesof
thremboeytopeniahevebeenseenalltogetherwtththeuse
efhepann
AdverseevenfsfeportedoutsddeJapan
1npitetstudiesinSweden(1Ocases)UnitedKingdom(22
cases}Australia(27cases)andtta[yCl5cases)the

followingadverseeventsweFereportedwithfrequencyof
above5% anxiety anaemia systemtcpain abdominalpain
insomniaandvira1]nfections

6EssentiallnfermationforAdacolumntreatment
61Apheresisttmeendflowrate
Adacolumnsystemshoutdbeoperatedataflowrateof30
mUmlnduratlonofoneaphereslstreatmentls6DmtnThe
bnvestigatedcourseoftreatmentisoneapheresisperweek
forapenodof5eonsecutlveweeks

62Dispesableproducts
Adaeelumnandeirouitareforsingleuseenly(dbsposab[e)

63 HandlingefAdaoolumn
Adacolumnshouldenlybeusecltnanapprepn2tecldndca1
settlng

64lttsnecessaryfortheoperaterteearefullystudythe
instructtonforusebeforeusingAdacolumnsystemThe
medica1staffmustbegiveulshaltheveadequatetrainingfer
operatdngthesystem

65Bloodinfievvendoutflcrvvshouldbeestablishedin
suitabtevet"sTheretsnoneedforestabtistungashurkor
Pertsystem

66Adacolumnshouldbeusedunderthesupervisienofa
phystcdanwhoha$beenfuUyversedintheconditionofthe
patlent

67BefereAdacolumntreatmentistnitiatedthephysician
mustevaluatetheneedandusefulnessoftheeolumn
againstthenskofadversereactsenslfseriousreactions
occurtheapheresisshouldbedi$eoatinuedand
appropnatecorrectivemea$urestaken

68PatientsbeingtreatedwithAdacolumnshouldbe
monitoredlnparticulartheirvitalsigns(bodytemperature
bloodpressurepul$eraterespiratienrate)blood
ooagvlationttmeWBCcountsshouldbemonitoredlf
abnormalstiesareobserveddunngthetreatmentthe
apheresisshouldbestoppedandlorotherappropnate
actlonstaken

7PnerteslarttngtheApheres[streatment
7i Preparations
t)ThepackageandthecoveringpSasticsheetmustbe
eheelcedforsignsofdamagePossibledamagetothe
paekageofthecireuitsandneedlesshouldalsobechecked
beforeuselfthepackegesfortheAdacoSumnAdactfcuit
erneedlesaredamagedtheyshouldnotbeused
2)Adacolumnshauldnotbeusedpasttheexpirydate
3)Adacolumnshouldberemovedfromtheplasticbaglust
beferepnrnlng

4)Careshouldbetakentoavotdcontaminationwhenblood
cdrcutt1inesarecennectedteAdacolumn
5)Thepnmingproceduresshouldbecamedoutaooording
totheoperatJngprooeduresdetailedin73
S}FoamorbubblestntheAdacorumnorthecrrcuithnescan
tnggerbleedceagulat[enThereforetheymustbefreefrom
adrbubbiesandfoarnspnortoapheresis
7)Efale2kdsdiscovereddunngpnmmgmtheeo:umnerthe
circudthnestheleakycomponentshouldbediscarded
S)PnmingshouldbeperformedsLtificientlyuntilthefi1]mg
solutdonwithintheAdacolumnandcircuitisfullyreplaced
wdthfteshphysbologtcelsaltne

9)TbavoidcontaminationofcomponentsAclacolumnand

cdrcuitshouldbeuseda$soonespnminghasbeen
eompteted
1O}Adacolumnandeircu]tsheuldnotbeleftunused2fter
beingremovedfromthestenlbzeclbagerafterpnming
")CautionshouldbetakentoavoidconiaminatngblDod
dunngtheapheresisorbloodretnevingeperetion

72 Necessary cemponents
.riAdacolumn
 dBagcanta]nJng1Lstenlesaline
 2BagsoontatnbngO5Lstenlesaline
.1BagconteindngaLstenlehepa"mzedsaline
C4OOOIU)
.1Bloodpump
(Adamonitor}
 1Setoftubings
{AdacbrculO

.tlnfusionpumpforthehepann2pplicatien

.riColumnholder(Adastand)

.Forceps(asnecessary)

.Hepann(asnecessary)
 2Needtes(eg18G)
.1Wastebag
Wasteconfainersferpnmingsahnesharp$bloodetc

CautionTheimstructionmanualoftherelevantcempenents
shouldbereadcarefully

73 Preparation
731Pnmdngtheapheresisunit
1}Suspendthe1Lsalinebagenthestand
2}Closedemp1efthebloodinfiow1ineanclconnectthe
blcodtnfiewlenewJththesalinebag
3)lnsertthepumptubeintothepumpandthepirrowsenser
lntotheplllowsenserunit(Frg1}

732PreparationofthebloedouMowsystem
rt)Connealthevenouspressuremonitor"newtththe
venouspressuremenlter(pressuremonltorport)

2)Conneettheendofthebloodou±newltnewiththewaste
begendsvspendthebagonthestand

733FiHtngofthebleedrnfiovvftnesystem
OOpenclamplofthebloodinfiowldneandtheronerdamp
oftheextrainfu$ienIineFillthebloedinfiowlinethe
hepanndnfusson11neandtheextrainfus[onlinewdthsaline
Fillthednpchamberoftheextrainfustenlbneupto
approximately90%andclosethero11erdampConnectthe
tnfusdon1inewLththeO5LsalinebagSuspendthisbagon
tothestand
2)StartthepumpandfiIlairfreetheremainingpartefthe
bloodmfiowline
3)P[easeneteDirectthesaL]neintothewasteoontamer
endavoddcontactwiththewastecentai"erbyusingthe

ho±der
4)Sopthepump
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734ConnectionofAdacolumn
d}RemoveAdacelumnfromthepackageendfitittocolumn
hDlderonthestand
2)RemevethecapfromtheredcotoredendofAdacolumn
andoonnectthebtoodrnfiovvlfnefirmlytotheAdacotumn
PlaceAdaeolumnmtethecolumnholdetthewaythatthe
redeonnectenisfacbngdownwardRemevethecaponthe
blue-DDIoredexitefAdacoSumnandconnecttheblood
euenew 1ine {Ftg 2)

PEeasenoteThedirectionoffiowisfromthelovverendof
thecolumntowardstheupperendasindicatedbythearrew
onthecolumn

735WashingoftheAdacolumnandcurcudt
j)LetabouttLsalmerunthroughAdacolumnandcrcuitat
aflowrateof1OOmUmdnbystartdngthepumpRemovethe
airfromthecolumnbyshakingandrotatingAdaoolumn
2)Hl;theairtrapchamberwithsalineuptoalevelofabout
80%byopeningclamp3andthecapattheendofthis1ine
Whenthednpchamberisfi11edupte80%cleseelamp3
3)Afterthesalinetsnearlyexhaustedstepthepump
Replaoetheemptysalinebegbythebagwiththe1L
hepannized$aknesu2rtthepumpatafiowrateof1OO
mUmln
Runnbngthepumpwittreplacethestandardsalineinthe
co[umnandtheflowIineswithhepannized$al:ne
Occasionallyretateandshakethecolumntoensure
adeqvatepnmingoftheoolumnwbthhepennizedsalineand
completeeliminatsonoftheaLrfremAdacolumnand
Adacircuit

PLeasenote
 Ensurethatallthepnminghepannsalinefiovvsintothe
 wastebag
 Makesurethatthehepannmfustonhnetsalsopnmedwith

 hepannizedsalinebyopen±ngthecapofthis1ine
 EnsurethatallaiFbubblesareeliminatedfremthece]umn
 andthewheretubesystemvvhenfo11omnngchapter735
 lfnecesseryad]u$ttheliquidsurfaeebyfilhngtheairtrap
 (dnpchamber)toapproxBO%asdescnbedinchapter
 735
4)1nsertthebteedetrtnow1ineintetheairsensoranddnto
the damper
5)Aftermostefthehepanntzedsalinehasbeendispensed
stopthepurnpandcloseclampsrtand2
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74 Leakage test
")Settheupperlimitofthevenouspressureto240mmHg
a$descnbedinthemanualotthemeaiterorpumpClese
clamp2attheendefthebloodouMow1ine
2}Runthepumpwithafiewrateef30mWminuntilaveneu$
pressureofapproximately200mmHghasbeenreached
Septhepump
3)Cheekiftheveneuspressurelevetremainssteadvclese
to200mmHgandthereisnoleakagednthesystem
4)Openclamp2oftheb:oodoutfiow:lnecrampandasa
oonsequencethevenouspressureshoulddeerease
5)Cleseelemp1etthebleedtnfiew1ineandclamp2ofthe
bleodoutfiDvvrtne

75Preoeduresfortheapheresis
OAveneusaeeessteavemefthenghtandthefeftarm
sheuldbeestabldshedbyephystclanorawelltratnednurse
underobservatdonbyaphysici2nusingaleGneedles{ora
slmblaradaptatlDn)

2)Connectthebloodinfiowlineandthebloodeutfiew[mete
thevenouseeoessestablishedabove{Fig 3) Attematavety
Etispossbbletooonnectthebloodouthowhnetothevenous
aocessonlywhenthebloodreachestheendoftheblood
ouMowtlne
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4)Subsequentlyacontdnuoushepanndnfusbonshouldbe
startedviathehepanninfusion1ineAlsobolusdeseof
hepanneanbegiven
Theamountofanticoagulantnecessarymayvaryaccording
topatientseondition(we[ghtdiseasesensttiwrtyto

antdcoagulantetc)Theattendingphy$iaanshouldassess
whatestheappropnatedosagelfanyabnomialitiescaused
byexcesslveorlnsufficrentve[unleefantlcoagulamtare

observeddunngthe2pherest$apprep"atemeasures
shouldbetakenimmeddate[y
P[ease note

 Pat[entsshouldbeobservedfortheduratLonoftine
 treatmentlfanabnermalitydsobservedthetreatment
 shouldbestoppedorthefiowr2tereduoedunderthe
 gubdaneeefthere$pensiblephysician
 Flowrateandthepre$sureofthebleodinfiovvIineand
 venouspressureshouldbemonbtoredfarthedurattenef
 treatmentasindieatedbythefauTtdetectionsystemofthe
 Adamonitor{epticalandaeeustiealalarm)
 lnthecasethatthereareaccessproblemstheextra
 infusien1imefaeilitateseninfustonofwithoutthenecessity
 efinterruptingtheapheresis

76Preeeduresferreturningresidualbloodafterapheresis
ri)stopthebloodpumpefterterminationoftheapherests

tlme
2)Closethec[amponthebloodinfiow1ine(clamp1)
removethednfiow1inefumthepatientandconnectittoa
bagcontadnbng500mLs21dnetnverttheeelumnsethatthe
redcoloredendisiacingupward
3)Openclamplandthenrunthepumpattheflowrateof30
mUmin Re-transfuse the extracorporeal bleod by rep[aang

thebtoodwithsatme
a)WhenthebloodinAdacolumnhasbeenreplaeedby
salbnestepthepumpCloseclampenthebloodouenow1ine
(clamp2)andremevethishnefreaithepatsent
S)Becarefulofpersonarcontaminationwhendisconnecting
thecircuLtandthecolumn
CautienEnsurethatthebloodouenovvlrneisremovedfrom
thepatientbeferedisconnectingtheflow1inesfrom
Adamonttor

SCond:tsonsef$torageandtran$port
ThesterageconditionsforAdaeelumnarecieariyindiceted
ontheproductpackageThecoIumnshou:dbepreteetect
ftomdtrectsunlightheatandnotstoredtnplaceswherethe
temperature!slikelytefalltofreezingpointortewer

Thestoragetemperatureis1te30eC
PuringtransportthepackagemustnetbesubJectedto
traumavLelentvtbrationsorsheck

Venouseccessd
bleoddwMevene

ClanPl

VenoussoDessot
Noedinfitwine

F-3

3)Makesurethatclampsiand2areopenandslartrunndng
thepumpatafiowrateof30mWmdnfor60mbnAd)ustthe
upperandlowerldmltofthevenouspressuremenlteras
closeaspossbbletotheactualworkingpressuredunngthe
apheresis

9WarrantyandLiabdtty
JIMROceLttiwarrantsAdaoolumnismanufacturedm
accordancewJththeirspecificattonsandincompliancewtth
good manuiactunng practices tSO13485 applicable
mdu$try$tandardsandregulatoryrequirementslnthe
eventthataunitdsfoundtebedefective(damagedoris
malfunctiening)duetomanufactunngorpaekaging
processestheunitw)11berepr2cedatnoextracost
Themanufacturerdoesnotacoeptresponstbdlityfor
personalormatenaldamageasaresultofmisuseofthis
pTeduct

ThecompanyO[MROce.Ltd)isnotriableforanydemage
amsingfromthereuseefthesingle-usedisposable
AdacelumnorferuseinJndicationsetherthanthose
cecommendeclferAtiacolumn

dO Manufaeturer
JIMRO co Ltd
35ttNbshiyokote-machiTakasakishiGunme
370 O021 Japan

Authortzed Representative
OtsukaPharmaceuticatEurepeLrd
HunionHouse H]ghbndgeBusinessPark Oxierd Road
Uxbridge Mtddlesex UBB rtHU UnitedKmgdem
Phone +44-1895 207 100
Fax+44i895207ri15

ddlfanadverseevent(aecidentsandotherincidentsand
neeraccidents)shourdoccurthisshould2sseenas
possdbtebereportedtoOtsukePharmaoeuttcalEuropeLtd
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