
RA－2，and RA－3）versus patients treatedwith the MTX alone．There was no clear evidence of  
improvedACRresponsewiththe higherSIMPONIdose group（100mg）compared tothelower  
SIMPONIdosegroup（50mg）・InStudiesRA－2andRA－3，theSIMPONImonotherapygroupswere  

notstatisticallydifftrentftomtheMTXmonotherapygroupsinACRresponses．Table2showsthe  

PrOpOrtionofpatientswiththeACRresponsefortheSIMPONI50mgandcontrolgroupsinStudies  

RA－1，RA－2，andRA－3・InthesubsetofpatientswhoreceivedSIMPONIincombinationwithMTX  

inStudyRA－1，theproportionofpatientsachievingACR20，50and70responsesatWeek14were  

40％，18％，and13％，reSpeCtively，intheSIMPONI50mg＋MTXgroup（N＝103）comparedwith  

17％，6％，and2％，reSPeCtively，intheplacebo＋MTXgTOuP（N＝107）・Table3showsthepercent  

improverhentinthecomponentsoftheACRresponsecrlteriafortheSIMPONI50mg＋MTXand  
MTXgroupsinStudyRAN2・ThepercentofpatientsachievingACR20responsesbyvisitfbrStudy  
RA－2isshowninFigurel・ACR20responseswereobservedin38％ofpatientsintheSIMPONI50  
mg＋MTXgroupatthe丘rstassessment（Week4）aftertheinitialSIMPONIadministration．  

Table2・Stl］diesRA－1，RA－2）andRA－3ProportionofPatientswithanACRResponsea  

StudyRA－1   

ActiveRApreviously  

treatedwithoneormore   

dosesofTNF－blockers   

St11dyRA－2  

ActiveRA，despiteMTX  
StⅥdyRA－3  

ActiveRA，MTXNaTve  

SIMPONI   

50 mg 
土  

DMARDsb  

Placebo  

土  

DMARDsb  

SIMPONI50mg  
＋Background  
MTX  

Background   

MTX  

ACR 20 

Week 14 

Week24  

ACR 50 

Week 14 

Week 24 

ACR 70 

Week 14 

Week 24 

a  Approximately78％and58％ofthepatientsreceivedconcomitantlowdosecorticosteroids（equivalentto  
≦10mgofprednisoneaday）andNSAIDs，reSPeCtively，durirrgthe3pooledRAtrials．  

b  DMARDsinStudyRA－1includedMTX，HCQ，and／orSSZ（about68％，8％，arrd5％ofpatientsreceived  
MTX，HCQ，andSSZ，reSPeCtively）．  

c  Nrenectsrahdomizedpatients．  
d  Notsignificantlydiffbrent丘omMTXmonotherapy．  

licab】e，aSdata＼VaSnOtCO11ectedatWeek14inStudyRA－3．  NA Notap   
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Table3・StudyRA－2－MedianPercentImprovementh・OmBaselineintheIndividualACR  

ComponentsatWeeks14且  

SIMアONI50mg＋  
Background MTX 

BackgroⅥnd  

MTX  

NumberofswoIlen  

Baseline  

Week 14 

Numberoftender  

Baseline  

Week 14 

PatientIsassessmentof  

Ba5eline  

Week 14 

10balassessment ordiseaseactiYi  Patientls  

Baseline  

Week 14 

lobalassessmentofdiseaseactivi  SIClanIs   

Ba5eline  

Week 14 

Ba5eline  

Week 14 

Baseline  

Week 14 

Note：Baselinevaluesaremedians．  

aInStudyRA－2，about70％弧d85％ofpatientsreceivedconcomitantlow   
dosecdrticosteroids（equivalpntto≦10mgofprednisorreadaY）andJor   
NSAIDsduringthetrials，TeSpeCtively．  
b NreflectsraJTdomizedpatients；aCtualntlmberofpatientsevaluablefor   
eacherrdpointmayvary．  
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Figurel．StudyRA－2－PercentofPatjentsAchievingACR20Respot）SebyVisit：RandomizedPatients’  
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＊Thesamepatientsmaynothaverespondedateachtimepolnt．   

PhYSicalFunctionResDOnSeinPatientswithRA  
In Studies Rん1and RA－2，the SIMアONI50mg groups demonstrated a greaterimprovement  

COmParedtothecontrolgroupsinthechangeinmeanHealthAssessmentQuestionnaireDisability  

Index（HAQ－DI）score仕om baselineto Week24：0．25vs．0，05inRA－1，0．47vs．0．13inRA－2，  
respectively・AIsoinStudiesRA－1andRA－2，theSIMPONI50mggroupscomparedtothecontrol  

groupshadagreaterproportionofHAQresponders（changefrombaseline＞0．22）atWeek24：44％  

vs．28％，65％vs・35％，reSPeCtively・   

14．2 PsoriaticArthritis   

The safbtyand efncacy ofSIMPONIwere evaluatedinamulti－Center，randomized，double－blind，  

placebo－Cbntro11edtrialin405adultpatientswithmoderatelytoseverelyactivePsA（≧3swollen  
jointsand≧3tenderjoints）despiteNSAIDorDMARDtheraわy（StudyPsA）．Patientsinthisstudy  

hadadiagnosisofPsAforatleast6monthswithaqualifyingpsoriaticskinlesionofatleast2cmin  
diameter・PrevioustreatmentwithabiologicTNF－blockerwaspotallowed・Patientswererandomly  
assignedtoplacebo（h＝113），SIMPONI50mg（n＝146），OrSIMPONIlOOmg（n＝146）given  

subcutaneouslyevery4weeks．Patientswereallowedtoreceivestable dosesofconcomitantMTX  
（≦25m岳／week），lowdoseoralcorticosteroids（equivalentto≦10mgofprednisoneaday），and／or  

NSAIDsduringthetrial．TheuseofotherDMARDsincludingSSZ，HCQ，CytOtOXicagents，OrOther  

biologlCSWaSPrOhibited・TheprlmaryendpointwasthepercentageofpatientsachievingACR20  
responseatWeek14■Placebo－COntrOlledefncacydatawerecollectedandanalyzedthroughWeek24L   

PatientswitheachsubtypeofPsAwer＄enrOlled，includingpolyarticulararthritiswithnorheumatoid  

nodules（43％），aSymmetric peripheralarthritis（30％），distalinterphalangeal（DIP）joint arthritis  

（15％），SPOndylitiswithperipheralarthritis（11％），andarthritismutilans（1％）．Themediandurationof  
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PsA disease was5・1years，78％ofpatients received atleast one DMARDin the past，and  

approximately48％ofpatientsreceivedMTX，and16％receivedlowdoseoralsteroids・   

ClinircalResponseinPatientsvjithPsA  
SIMPONIj＝MTX，COmParedwithplacebo士MTX，reSultedinsignincantimprovementinslgnSand  

SymPtOmSaSdemonstratedbytheproportionofpatientswithanACR20responseatWeek14in  
StudyPsA（seeTable4）．TherewasnoclearevidenceofimprovedACRresponsewiththehigher  

SIMPONIdosegroup（100mg）comparedtothelowerSIMPONIdose 
． 

recelVlngCOnCOmitantMTX．Simi1arACR20responsesatWeek14wereobservedinpatientswith  
difftrentPsAsubtypes・However，thenumberofpatientswith arthritismutilanswastoo smallto  

allow meaningfulassessment．SIMPONI50mg treatment also resultedin significantly greater  
improvemeiltCOmparedwithplacebofbreachACRcomponentinStudyPsA（Table5）．Treatment  

WithSIMPONIresultedinimprovementinenthesitisandskinmaniftstationsinpatientswithPsA・  
However，thesafetyandefncacyofSIMPONIinthetreatmentofpatientswithplaquepsoriasishas  

notbeenestablished．   

ThepercentofpatientsachievingACR20responseSbyvisitforStudyPsAisshowninFigure2・  
ACR20responseswereobservedin31％ofpatientsintheSIMPONI50mg＋MTXgroupatthenrst  
assessment（Week4）aftertheinitialSIMPONIadministration．  

Table4・StudyPsA－ProportionofPatientswithACRResponses  
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Table5・StudyPsA－PercentImprovementinACRComponentsatWeek14  

Placebo土MTXa  SIM貯ONI50mg土MTXa   
Nb   l13   146   
Nu血berofswollenjoints（0－66）  

Baselin色   10．0   11．0   
Week14   8％   60％   

Numberoftenderjoints（0－68）  

Baseline   18．0   19．0   
Week14   0％   54％   

Patient，sassessmentof ain（0－10）  

Baseline   5．4   5．8   

Week14   －1％  48％   
Patient’sglobalassessment  

Ofdiseaseactivi（0－10）  

Baseline   5．2   5．2   
Week14   2％   49％   

Physician’sglobalassessment  

Ofdiseaseactivity（OLlO）  

Baseline   5．2   5．4   

Week14   7％   59％   

HA（〕scoreO－10）  

Baseline   1．0   1．0   

We占k14   0％   28％   
CRP（mE／dL）（0－10）  

Baseline   0．6   0．6   

Week14   0％   40％、   
Note：Baselinearemedianvalues   
aInStudyPsA，about48％，16％，and78％ofthepatientsreceivedstabledosesofMTX   

（≦25mg／day），lowdosecorticosteroids（equivalentto≦10mgofprednisoneaday），and   
NSAⅡ）s，reSpeCtively．   

b Nrenectsrandomizedpatients；aCtualnumberofpatientsevaluablefbreachendpointmayvary   
bytimepolnt   
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Figure2．St11dyPsA－PercentofACR20PsARespondersbyVisit：RandomizedPatients  
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■Thesamepatientsmaynothaverespondedateachtimepoint・   

PhysicalFunctionResponseinPatientswithPsA  
InStudylPsA，SIMPONI50mgdemonstratedagreaterimprovementcomparedtoplacebointhe  
ChangeinmeanHealthAssessmentQuestionnaireDisabilityIndex仕1AQ－DI）score丘ombaselineto  
Week24（0．33and－0．01，reSPeCtively）．Inaddition，theSIMPONI50mggroupcomparedtothe  

PlacebogrouphadagreaterpropopionofHAQresponders（≧0・3changefrombaseline）atWeek24：  
43％vs．22％，reSpeCtively．   

14．3 AnkylosingSpondylitis   

The safttyandefEicacy ofSIMPONIwere evaluatedin amulti－Center，randomized，double－blind，  
Placebo－COntrOlledtrialin356adultpatientswithactiveankylosingspondylitisaccord二ingtomodined  
NewYorkcriteriaforatleast3months（StudyAS）．Patientshadsymptomsofactivedisease［denned  

asaBathASDiseaseActivityIndex（BASDAI）≧4andVASfortotalbackpainof≧4，OnSCalesofO  

tolOcm］despitecurrentorpreviousNSAIDther叩y．Patientswereqxclud占diftheywerepreviously  

treatedwithabiologicTNトblockeroriftheyhadcompleteankylosisofthespine・Patientswere  
randomlyassignedtoplacebo（n＝78），SIMPONI50mg（n＝138），OrSIMPONIlOOmg（n＝140）  
administeTed subcutaneously every4weeks．Patients were allowed to continue stable doses of  
COnCmitant MTX，Sulfasalazine（SSZ），hydroxychloroquine（HCQ），low dose corticosteroids  

（equlValentto＜10mgofprednis？neaday），and／orNSAIDsduringthetrial・Theuseofother  

DMARDsincludingcytotoxicagentsorotherbiologlCSWaSPrOhibited．   

The primary endpoint was the percentage ofpatients achieving an ASsessmentin Ankylosing  
Spondylitis（ASAS）20responseatWeek14・Placebo－COntrO11edefncacydatawerecollectedand  
analyzedthroughWeek24．  
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InStudyAS，themediandurationofASdiseasewas5．6years，mediandurationofinnammatoryback  
PalnWaS12yearS，83％wereHLA－B27positive，24％hadpriorJOlntSurgeryOrPrOCedure，and55％  

receivedatleastoneDMARDinthepast．Duringthetrial，theuseofconcomitantDMARDsand／or  

NSAlDswas asfo1lows＝MTX（20％），SSZ（26％），HCQ（1％），lowdoseoralsteroids（16％），and  

NSAIDs（90％）・   

ClinicalResponseinPatientswithAS  
In．StudyAS，SIMPONIj＝DMARDstreatment，COmparedwithplacebo土DMARDs，reSultedina  

Sign泊cantimprovementinslgnSandsymptomsasdemonstratedbytheproportionofpatientswith  
ASAS20response atWeek14（see Table6）・Therewasno clearevidence ofimprovedASAS  
responsewiththehigherSIMPONIdosegroup（100mg）comparedtothelowerSIMPONIdosegroup  
（50mg）．Table7showsthepercentimprovementinthecomponentsoftheASASresponsecriteriafbr  

theSIMPONI50mgj＝DMARDsandplacebo士DMARDsgroupsinStudyAS．   

ThepercentofpatientsachievingASAS20responsesbyvisitfbrStudyASisshownin・Figure3・  
ASAS20responseswereobservedin48％ofpatientsintheSIMPONI50mg＋MTXgroupatthe  
nrstassessment（Week4）a氏ertheinitialSIMPONIadministration．  

Table6・StlldyAS－ProportionofASASRespondersatWeeks14and24  
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Table7・StlldyAS－MedianPercentImprovementinASASComponetltSatWeek14  

SIMアONI50mg士  

DⅣ【ARDsユ  

Placebo土  

DMARDsa  

ASAScomponents  

Patient  lobalassessment（0－10  

Baseline  

Week 14 

Total back ain（0－10）  

Baseline  

Week 14 

BASFI（0－10  

Baseline  

Week 14 

Inflammation  

Baseline  

Week 14 

a Duringthetrial，theconcomitantuseofstabledosesofDMARDSwasasfo1lows：MTX  
（21％），SSZ（25％），andHCQ（1％）・About16％and89％ofpatientsreceiveqstabledoses   
OflowdoseoralsteroidsandNSAIDsdurirrgthetrial，reSpeCtively．  
b Nrenectsrandomizedpatients  
C BASFIisBathAnkylosingSpondylitisFurrctionalI汀dex  
d hnammatiorristhemeanoftwopalient－rePOrtedstifhessselfこassessmentsirrtheBathAS  
DiseaseActivi  ASDAI  

Figure3・StudyAS－PbrcentofASPatientsAchievingASAS20ResponsebyVisit：  
RandomizedPatientsA■  
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15．O REFERENCES  

l・SEER［database online］・USPopulationData－1969N2004・Bethesda，MD：Nati？nalCancer  

Institute・Releasedate：January3，2007・Availableat：http／／seer・CanCer・gOV／popdata／．  

16．0 ⅠIOWStJPPI，IED／STORAGEA＿NI）HANI）I，ING  

EachSIMPONIprenlledautoinjectororprefilledsyrlngeispackagedinalight－blocking，Cardboard  

OuterCartOn・SIMPONIisavailableinpacksoflpreⅢ1edsyrlngeNDC57894－070－0lorlprenlled  
SmartJectautoirjectorNDC57894－070－02．   

Prefilled SmartJect Autoinjector 
EachsingledoseSmartJectautoirjectorcontainsaprefilledglasssyringe・（27gaugeシちinch）providing  
50mgofSIMPONIperO・5mLofsolution・  

Prefilled Syringe 
Eachsingledosepremledglasssyringe（27gaugeシちinch）contains50mgofSIMPONIperO．5mLof  

solution．  

StorageandStability  
SIMPONImustberefrigeratedat2OCto80C（360Fto460F）andprotectedfromlight■ Keepthe  
PrOductintheorlglnalcartontoprotectfromlightuntilthetimeofuse・Donotffeeze・Donotshake・  

DonotuseSIMPONIbeyondtheexpirationdate（EXP）onthecartonortheexpirationdateonthe  
pre貞11edsyringe（Observedthroughtheviewingwindow）ortheprefi11edSmartJectautoirtiector．  

17．O PATIENTCOIJNSELINGINFORMATION  

SeeMedicationGuide（17．3）   

17．1 PatientCounseling  
Patientsshouldbeadvisedofthepotentialbenentsandrisk？OfSIMPONI．Physiciansshouldinstruct  

theirpatientstoreadtheMedicationGuidebefbrestartingSIMPONItherapyandtoreaditeachtime  

the prescription is renewed. 

In鮎ctions  

Inform patients that SIMPONImaylowerthe ability oftheirimmune systemto nghtinftctions．  

Instructthepatientoftheimportanceofcontactlngtheirdoctoriftheydevelopanysymptomsof  

inftction，includingtuberculosis，invasivefungalinfbctions，andhepatitisBreactivation．   

Malignancies  
Patientsshouldbecounseledabouttheriskoflymphomaandothermalignancieswhilereceivlng  
SIMPONI．   

Allergic Reactions 
Adviselatex－SenSitivepatientsthattheneedlecoverontheprefilledsyrlngeaSWellasthepre創1ed  
SyringeintheprefilledSmartJectautoi可ectorcontainsdrynaturalrubber（aderivativeoflatex）．  
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OtherMedicalConditions  

AdvisepatientstoreportanyslgnSOfneworworsenlngmedicalconditionssuchascongestiveheart  
fhilure，demyelinatingdisorders，autOimmunediseases，1iverdisease，CytOPenias，OrPSOriasis・   

17．2 InstructiononInjectionTechnique  
The first self二叫ection should be performed underthe supervision of a qualified healthcare  
proftssional・IfapatientorcareglVeristoadministerSIMPONI，he／sheshouldbeinstruCtedin  
irjectionfeclmiquesandtheirabilitytoirjectsubcutaneouslyshouldbeassessedtoensuretheproper  
administrationofSIMPONI［see肋dicationGuidb〃7・3）］・   

Priortouse，remOVetheprefi11edsymngeOrtheprefilledSmartJectautoirtiectorfromthere丘igerator  
anda1lowSIMPONItositatroomtemperatureoutsideofthecartonfor30minutesandoutofthe  
reachofchildren．   

DonotwarmSIMPONIinanyotherway・Forexample，donotwarmSIMPONIinamicrowaveorin  
hotwater．   

Do not remov与thei）reⅢ1ed syrlnge needle cover or SmartJect autoirtiectorcap while allowlng  
SIMPONItoreachroomtemperature．Removetheseimmediatelybeforeirtiection・  

DonotpulltheautoiI可ectorawayf王omtheskinuntilyouhearafirst“click”soundandthenasecond  
“click”sound（theirtjectionis丘nishedandtheneedleispulledback）・Itusuallytakesabout3to6  
secondsbutmaytakeupto15secondsforyoutohearthesecond“click乃aRerthe丘【畠t㍑click・HIfthe  
autoiniectorispulledawayfromtheskinbeforetheirjectioniscompleted，afu11doseofSIMPONI  
maynotbeadministered．  

Apuncture－reSistantcontainerfordisposalofneedlesandsyrlngeSShouldbeused・Patientsor  
careglVerSShouldbeinstructedinthetechniqueofpropersyrlngeandneedledisposal，andbeadvised  
nottoreusetheseitems．  
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17．3MedicationGuide  

RxOnly  

MEDICATIONGUIl）E  

SIMI，ONITM（SIM－pO－nee）  
（golimumab）   

ReadtheMedicationGuidethatcomeswithSIMPONIbefbreyoustarttakingltandeachtimeyouget  

arefill・Theremaybenewinfbrmation・ThisMedicationGuide・doesnottaketheplaceoftalking  
withyourdoctoraboutyourmedicalcondition．ortreatment・Itisimportanttoremainunderyour  

doctor’scarewhilelユSingSiMPONI．   

WhatisthemostimportantinformationIshouldknowaboutSIMPONI？  
SIMPONIisamedicinethataffbctsyourimmunesystem・SIMPONIcanlowertheabilityofyour  
immune systemtofightinftctions・Somepeoplehave seriousinfectionswhiletaking SIMPONI，  

intludingtuberculosis（TB），andinftctionscausedbybacteria，fungi70rVirusesthatspreadthroughout  

theirbody．SomepeOPlehavedied丘omtheseseriousinftctions．   

・YourdoctorshouldtestyoufbrTBbefbrestartingSIMPONI．   

・YourdoctorshouldmonitoryoucloselyfbrslgnSandsymptomsofTBduringtreatmentwith  
SIMPONI，   

YoushouldnotstarttakingSIMPONIifyouhaveanykindofinftctionunlessyourdoctorsaysitis  

Okay．  

Be払restartingSIMPONI，tellyourdoctorifyoll：   

・ thinkyouhaveaninfbctionorhavesymptomsofaninftctionsuchas：  

・ftver，SWeat，OrChills ・Warm，red，OrPainfu1skinorsore畠onyourbody  

・muSCleaches  ・diarrhea orstomachpain  

・COugh  。burnlngWhenyouurinateorurinatemoreoftenthannormal  

shortness of breathth ・feelverytired  

・bloodinphlegm  

・Weightl■oss  

arebeingtreatedfbraninfection  
getalotofinftctionsorhaveinfbctionsthatkeepcomingback  

havediabetes，HIV，Ora Weakimmunesystem・Peoplewiththeseconditionshaveahigher  

chancefbrinftctions．  

・ haveTB，OrhavebeeninclosecontactwithsomeonewithTB  

・1ive，havelived，OrtraVeledtocertainpartsofthecountry（suchastheOhioandMississippi   

RivervalleysandtheSouthwest）wherethereisanincreasedchancefbrgettingcertainkindsof   
fungalinfbctions（histoplasmosis，COCCiqioidomycosis，blastomycosis）・Theseinftctionsmay   

happenorbecomemoresevereifyouuseSIMPONl・Askyourdoctor，ifyoudonotknowif   

youhavelivedinanareawheretheseinftctionsarecommon・  
・ haveorhavehadhepatitisB  
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・ uSethemedicineOrencia（abatacept），Kineret（anakinra），OrRituxan（rituximab）  

AfterstartingSIMPONI，Callyourdoctorrightawayifyouhaveanysymptomsofaninftction・   

SIMPONIcanmakeyoumorelikelytogetinftctionsormakeworseanyinftctionthatyouhave・   

WhatisSIMPONI？  

SIMPONIisaprescriptionmedicinecalledaTumorNecrosisFactor（TNF）blocker 
usedinadults：  

・withthemedicinemethotrexatetotreatmoderatelytoseverelyactiverheumatoidarthritis（RA）  
・tOtreataCtivepsoriaticarthritis（PsA）aloneorwithmethotrexate  

・tOtreataCtiveankylosingspondylitis（AS）   

YoumaycontinuetouseothermedicinesthathelptreatyourconditionwhiletakingSIMPONI，SuCh  

asnon－SterOidalanti－innammatorydrugs（NSAIDs）andprescriptionsteroids，aSreCOmmendedby  

yourdoctor・  

Whatshould・ItellmydoctorbefbrestartingtreatmentwithSIMPONI？  
SIMPONImaynotberightforyou．BefbrestartingSIMPONI，tellyourdoctoraboutallyourmedical  

COnditions，1nCludingifyou‥  

・haveaninftction（see“WhatisthemostimportantinformationIshouldknowaboutSIMPONI？”），  

・haveorhavehadlymphomaoranyothertypeofcance；．  

● haveorhadheartfailure．  

・haveorhavehadaconditionthataffbctsyournervOuSSyStem，SuChasmultiplesclerosis．  
・haverecentlyreceivedorarescheduledtoreceiveavaccine．PeopletakingSIMPONIshouldnot   

receivelivevaccines．PeopletakingSIMPONIcanreceivenon－1ivevaccines・  

・areallerglCtOrubberorlatex．neneedlecoverontheprenlledsyrlngeandSmartJectautoiItiector   

COntainsdrynaturalrubber．  

・arePregnantOrPlannlngtObecomepregnant・ItisnotknownifSIMPONIwillharmyOurunbom   
baby．  
・arebreastfteding．Youandyourdoctorshoulddecideifyouwi11takeSIMPONIorbreastfted．   

Youshouldnotdobothwithouttalkingtoyourdoctorfirst・   

Tellyour doctor aboutallthe medicines you take，includingprestrlPtlOn and non－PreSCrlptlOn  
medicines，Vitamins，andherbalsupplements．Especially，te11yourdoctbrifyouuse：  

・ORENCIA（abatacept），KINERET（anakinra），OrRITUXAN（rituximab）．Youshouldnottake   

SIMPONIwhileyouar9alsotakingORENCIAorKINERET・YourdoctorrqaynotwanttoglV   
youSIMPONIifyouhavereceivedRITUXANrecently．  
・Another TNF－blocker medicine．You should not take SIMPONIwhile you are also taking   
REMICADE（infliximab），frtJMIRA（adalimumab），ENBREL（etanercept），Or CIMZIA   

（certolizumabpegol），   

Askyourdoctorifyouarenotsureifyourmedicineisonelistedabove・   

Keepalistofallyourmedicationswithyoutoshowyourdoctorandpharmacisteachtimeyougeta  
newmedicine，  
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HowshouldIuseSIMI〉ONI？  
・SIMPONIisgivenasaninjectionundertheskin（Subcutaneousirt3ectionorSC）．  

。SIMPONIshouldbeirtiectedonetimeeachmonth．  

・IfyourdoctordecidesthatyouoracareglVermaybeabletoglVeyOurlrリeCtionsofSIMPONlat   
home，yOuShouldreceivetralnlngOntherightwaytoprepareandinjectSIMPONl．Donottryto   
lrUeCtSIMPONIyourselfuntilyouhavebeenshowntherightwaytoglVetheirjectionsbyyour  

doctorornurse．  

・UseSIMPONIexactlyasprescribedbyyourdoctor・  

・SIMPONIcorneSinaprenlledsyrlngeOrSmartJectTMautolrtJeCtOr．Yourdoctorwillprescribethe   

typethatisbestfbryou．  
・SeethedetailedPatieniInstructionsjbrUseattheendofthisMedicationGuidefbrinstructions   
abouttherightwaytoprepareandgiveyourSIMPONIi可ectionsathome．  

・DonotmissanydosesofSIMPONI・IfyoufbrgettouseSIMPONI，irt］eCtyOurdoseassoonas   
youremember・Then，takeyournextdoseatyourregularscheduledtime．Incaseyouarenotsure   
WhentolqeCtSIMPONI，Callyotlrdoctororpharmacist．   

WhatarethepoIssiblesideeffectswithSIMPONI？  
SIMPONIcancauseserioussideef托ctsincluding＝  

SeriousInfbctiohs  

（See“Whatisthemostimportantin払rmationIshouldknowabotltSIMPONI？”）．   

HepatitisBinfbctioninpeoplewhocarrythevirusintheirbIood．  
・IfyouareacarrierofthehepatitisBviruS（avirusthatafftctstheliver），theviruscanbecome  

activewhileyouuseSIMPONI・Yourdoctormaydobloodtestsbefbreyoustarttreatmentwith  
SIMPONIandwhileyouareus111gSIMPONI・Tellyourdoctorifyouhaveanyofthefb1lowlng  
SymptOmSOfapossiblehepatitisBinftction：  

・ftelverytired  ・Clay－COloredbowelmovements  

・Skinoreyeslookye1low  ・ftvers  

・1ittleornoappetite  

● VOmltlng  

● muSCleaches  

● darkurine  

● Chills  

stomach discomfortrt 

● Skinrash  

Cancer  

● Peoplewithinflammatorydiseasesincludingrheumatoidarthritis，PSOriaticarthritis，Orankyloslng   

SPOndylitis，eSPeCiallythosewithveryactivedisease，maybemorelikelytogetlymphoma・  

OIfyouuseSIMPONIorotherTNF－blockers，yOurriskofgettinglymphomaorothercancersrnay  

lnCreaSe．   

Heartfailure，includingnewheartfailureorworsenlngOfheartfailurethatyo11alreadyhave．  

NeworworseheartfailurecanhappeninpeOPlewhouseTNF－blockermedicineslikeSIMPONI．  
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・Ifyouhaveheartfailure，yOurCOnditionshouldbewatchedcloselywhileyoutakeSIMPONI・  

・CallyourdoctorrightawayifyougetneworworsenlngSymPtOmSOfheartfailurewhiletaking   
SIMPONI（suchasshortnessofbreathorswe11ingofyourlowerlegsorfbet）．   

Ner’VOuSSystemProblems  
Rarely，PeOPleusingTNF－blockermedicinehavenervOuSSyStemPrOblemssuchasmultiplesclerosis・  

・ Te11yourdoctorrightawayifyougetanyofthesesymptoms：  

・Visionchanges  

・Weaknessinyourarmsorlegs  

・numbnessortlnglinglnanyPartOfyourbody   

Liver Problems 

LiverproblemscanhappeninpeoplewhouseTNF－blockermedicines，includingSIMPONI・These  

PrOblemscanleadtoliverfailureanddeath．Callyourdoctorrightawayifyouhaveanyofthese  
SymptOmS：  

・ftelverytired  

・Skinoreyeslookyellow  

● POOrapPetiteorvomltlng  
t painontherightsideofyourstomach（ab40men）   

Blood Problems 

LowbloodcountshavebeenseenwithotherTNF－blockers．Yourbodymaynotmakeenoughblood  
Ce11sthathelpfightinfbctionsorhelpstopbleeding．Symptomsincludeftver，bmisingorbleeding  

easily，Orlookingpale．YourdoctorwillcheckyourbloodcountSbeforeandduringtreatmentwith  

SIぼONI．  

Commonsideef艶ctswithSIWONIinclude：  

・Sinusinftction（sinusitis）  

● nu  
●、mmynose  

● fbver  

● COldsores  

・numbnessortlngling  

・uPPerreSPlratOrytraCtinftction  

●  nauSea  

abnormal liver teststs 

・rednessatthesiteofirtiection  

・highbloodpressure  

● bronchitis  

● dizziness’  

OthersideefftctswithSIMPONIinclude：  

・Immune System Problems．Rarely，PeOPle uslng TNF－blocker medicines have developed   

SymPtOmS that arelike the symptoms ofLupus・Tellyour doctorifyouhave any ofthese   
SymptO血s：  

● araShonyourcheeksorotherpartsofthebody  
・SenSitivitytothesun  

・neWJOlntOrmuSClepalnS  
・becomlngVerytired  

・ChestpalnOrShortnessofbreath  
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。SWellingoftheftet，ankles，and／orlegs   

・Psoriasis・Somepeopleu？1ngTNF－blockermedicinesincludingSIMPONIhadnewpsoriasisor   

WOrSenlngOfpsoriasisthattheyalreadyhad・Symptomsofpsoriasisinclude‥redscalypatchesor   

raised bumps thatare nlledwith pus on the skin．Psoriasis may go away orget better after   
StOpplngSIMPONIinsomepeople．   

。AllergicReactions・AllerglCreaCtionscanhappeninpeoplewhouseTNF－blockermedicines．   

CallyourdoctorrightawayifyouhaveanyofthesesymptomsofanallerglCreaCtion：  

● hives  

● SWOllenfhce  

・breathingtrouble  

・Chestpaln   

ThesearenotallofthesideeffectswithSIMPONI．Tellyourdoctoraboutanysideeffbctthatbothers  

youordoesnotgoaway・Ca11yourdoctorfbrmedicaladviceaboutsideefftcts．Youmayreportside  
efftctstotheFDAatト800－FDAqlO88．  

HowdoIstoreSIMPONI？  

・Re丘igerateSIMPONlat360Fto46DF（20Cto80C）．   

● Donot丘eezeSIh4PONI．  

・KeepSIMPONIinthecartontoprotectit丘omlightwhennotbeingused．   

● DonotshakeSIMPONI．   

KeepSIMPONIandallmedicinesoutofthereachofchildren・   

GeneralIn董brmationaboutSIMPONI  
。MedicinesaresometimesprescribedfbrpurposesotherthanthoselistedintheMedicationGuide．   

DonotuseSIMPONIfbraconditionfbrwhichitwasnotprescribed．  

。DonotgiveSIMPONItootherpeople，eVeniftheyhavethesameconditionthatyouhave．Itmay  

harmthem．  

● ThisMedication Guide sumrnarizesthe mostimportantin払rmation about SIMPONI・Ifyou   
WOuldlikemoreinfbrmation，talktoyourdoctor・Youcan askyourdoctororpharmacistfbr   

infbrmationaboutSIMPONIthatiswrittenfbrhealthproftssionals・Formoreinfbrmationgoto   
WWW．Simponi．comorcalll－800－457N6399．   

WhataretheingredientsinSIMPONI？  
Activelngredient：gOlimumab・  
Inactivelngredients：L－histidine，L－histidinemonohydrochloridemonohydrate，SOrbitol，POlysorbate  

80，andwaterfbrinJeCtion．SIMPONIdoesnotcontainpreservatives．  
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PatientInstructionsfbrUse  

SIMPONrrM（SIM－pO－nee）  
（golimumab）  

SmartJectTMautoinjector   

IfyourdoctordecidesthatyouoracareglVermaybeabletoglVeyOurirtiectionsofSIMPONIat  

home，yOuShouldreceivetralnlngOntherightwaytoprepareandirtiectSIMPONI．Donottryto  

lrUeCtSIMPONIyourselfuntilyouhavebeenshowntherightwaytoglVetheirtjectionsbyyour  

doctorornurse．   

Itisimportanttoread，understand，andfbllowtheseinstructionssothatyoulqeCtSIMPONItheright  

Way・CallyourdoctorifyouoryourcareglVerhasanyquestionsabouttherightwaytolrUeCt  
SIMPONI．   

ImportantinformationaboutyourSmartJectautoirtjector：   

・WhenthebuttonontheSmartJectautoinjectorispressedtoglVethedoseofSIMPONIyouwi11   
hearaloud‘click’sound・ItisverylmPOrtantthatyoupracticel叫eCtingSIMPONIwithyour   

doctorornursesothatyouarenotstartledbythisclickwhenyoustartglVlngtheirtiectionsto   

yourselfathome．  

・IfyoupulltheSmartJectautoirtjectoraway丘omtheskinbeforethei可ectioniscompleted，yOu   

maynotgetyourfulldoseofmedicineandmaylosesomeofthemedicine．   

Donot：  

・ShaketheSmartJectautoirtjectoratanytime  
・remOVetheSmartJectautoinjectorcapuntilyougettothatstep   

Stepl：Gatherandinspectthesuppliesforyourinjection   

Youwi11needthesesuppliesforanlrリeCtionofSIMPONI．SeeFigurel．  

● lalcohoIswab   

・lcottonballorgauze   
・1SIMPONIprefilledSmartJectauto叫eCtOr   
・Sharpscontainerforautoirjectordisposal  
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刑gurel   

1al亡nhnlswah  lc口伽nhalt  lSIWONIshglcllSC Sha甲〔口■－taincr  

Or即uZC  Sllla出ecta11tO叫jector 払rsynl－呂C〔Iisposal   

ThefigurebelowshowswhattheSm乙1rtJectautollt）eCtOrlookslike．SeeFigure2．  

Figure2  
日uモモon  

SecuritySea】  

1．1CheckExpirationI）ate  

・Checktheexpirationdate（“EXP”）ontheSmartJectautoinject？r・  

・Youcanalsochecktheexplrationdateprintedonthecarton．  

・Iftheexpiratiorldatehaspassed，donotusetheSmartJectautolrリeCtOr．Callyourdoctoror   

Pharmacist，OrCallト800－457－6399fbrhelp・   

1．2CheckSecuritySeal  

・CheckthesecuritysealaroundthecapoftheSmartJectautoinjector・Ifthesecuritysealisbroken，   

donotusetheSmartJectautolrUeCtOr，  

1．3Wait30minllteS  

● ToensureproperlltleCtion？allowtheautolrリeCtOrtOSitatroomtemperature   

outsidethecartonfbr30minutesandoutofthereachofchildren．   

DonotwarmtheSmartJectautoirtjectorinanyotherway（ForexarnPle，donot  

Warmitinamicrowaveorinhotwater）．  
DonotremovetheSmartJectauto叫ectorcapwhileallowlnglttOreaChroomtemperature．  
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