
Patienth＄truCtion＄fortJseofRELISTORVIALANDSTANDARDSYRINGEAND  
NEEDL圭：   

Introdue扇on  

The糾lowlnginstruCtionsexplainhowtoprepareandgiveanirtjectionofRELISTORtheright  
Way，WhenuslngaVialofRELSTOR，andastandardsyringe．  

ThePaticnthstruCtionsfbrUseincJudesthefo1lowlngStepS：  

Stepl：P托pa血gtbeinjoetion  
Step2：Prep且dng仙e町nれge  
St印3：Choo血g8mdprqはrhg乱m叫e鵬omsite  
Stepl：hjectillgRELISTOR  
St印5；D由Ⅰ朋1皿gOrS叩p】ies  

Befores伽亡ing，readandmakesurethatyouunderstandthePatientInstruCtionsforUse．Ifyou  

haveyqueStions・ta］ktoyourhealthcareprovider・  

GatherthesuppliesyouwiJIneedforyouririection．¶leSeinclude：   

．1．RELISTORvia1   

2．1mLgringewitha27－gaugeneedleforsubcutaneoususe  
3．2alcohol＄Wtぬs   

4・Co伽nballorgau茄   
5．Adh郎iveband喝e   

ImporねntNotes：  

● Use（））e町ringc＄＆Ddneed）esJ）rCSCribedbyyourhe＆lthc＆rePrOYider・  

● DomotusoaRELISTORvialmore仙amonetime，ピーemilthereiさmedi亡imele允iIltbe  
Yial．  

●IfRELISTORhasb¢蝕drawninto8＄ynngeandyouar…n乱bletou光仙emedicine 
rjghtawayゥkeep仙esyriAgeatrOOtntenPer＆turebrtLPtO24hours・The町ritLgedoc＄   

not血eedtobek¢p一札W8yかomlight血血g仙e24－hoⅦrped鵬・Formorei皿鮎rmation   

abo雨howtbstoreREuSTOR，5α仙es∝d皿¢alled‘‘How油ouldI如○托   

RELISTOR？乃intheFDA－ApprovedPatieJ）tLabehg・  

・SafblythwawayRELISTORvia15且触ru舞．  

● Donotro一里Se町nngeSOrれeedle＄．  

● Toavoidneed）estickipjuries，donotreeaptISedJ）eedIes．  
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Stepl：Prepanmg暮heinjection  

l． Findaquietplace・Chooseanat，Clean，We］l－1itworkingsur鮎e．   

2， Washyourhandswithsoapandwarmwaterbeforepreparingfbrthei吋ection．   

3． LookatthevialofRELISTOR（Figurel）．Theliquidinthevialshouldbeclearand  

COlorlesstopaleye1low，andshouldnothaveanyParticlesinit．Ifnot，donotusethevial，  
andcallyourhealthcareprovider．  

Fi糾r81   

Step2：Prepringthesyringe  

l． Removethecap舟omtheRELISTORvial（Figure2）．  

Figure2   

2． WipetherubberstopperWithanalcohoIswab（Figure3）．  

Figure 3 
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Firmlyholdthebarre）ofthesyringeandpulltheneed）ecapstraightoff0；igure4）．Do  
nottouchtheneedleorallowittotouchanysur血ce．  

3．  

Fi郡代4  

Carefu11ypullbacktheplungertothe）inethatmatchesthedoseprescdbedbyyour  
healthcareprovider（Figure5）．Formostpaticnts，thiswi11betheO．4mlm訂kwhichisan  
8mgdoseortheO．6mlmarkwhichisa12mgdose．  

Figure 5 

ユl   



lnserttheneedlestmightdownintotherubbertopofthevial（下igure6）．Donotinsertit  
atanangle．Thismaycausethencedletobendorbreak．Youwillfbelsomeresistanceas  
theneedlepassesthroughtherubbertop．  

5．  

Figure6   

Gentlypushdowntheplungerunti】alloftheairisoutofthesyrlngeandhasgoneinto  
血evial（Fi酢汀e7）．  

Figure7   

Withtheneedlesti11inthevial，turnthevialandsyrmgeupsidedown・Holdthesyrlnge  
ateyelevel．Makesurethetipoftheneedleisinthenuid．Slowlypullbackonthe  

plunger（Figure＄）tothemarkthatmatchesyourprescribeddose．Formostpatients，this  
WillbetheO．4mlmarkwhichisangmgdoseortheO．6mlmarkwhichisa12mgdose．  

Figure 8 
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Withtheneedlestillin・the”ial，gentlytapthesideofthesynngetomakeanyaiTbubbles  
risetothetop（Figure9）・  

§．  

figw¢9  

Slowlyp血dleplungerupuntilal1airbubblesa帽OutOfthesyringe（FigtuclO）・  

Figure 10 

Makesurethetipoftheneedleisinthe加id・SIow）ypullbacktheplungertodrawthe  
dghamoⅦntOfliquidbacki血相旭野rhge（Fig∬ell）・  

10．  

Figurell  

ChぱktobesⅦr¢tbatyo血aYetbedghtdo＄eOIR乱ISTORimtb¢Syrlng＆  

SIowレwithdrawtheneedle＆omthevial．Donottouchtheneedleorallowittotouch  
anysurfhce・Saft］ythrowawaytheunusedmedjcineinthevial・SeeStep5・  

11．   

ヱ3   
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Step3：Choo＄111gandprepartnganinjec鰯on＄ite  

l． ChooseanlqeCtionsite－abdomen，thighs，OrupperarmS．SeeshadedareasinFigures  
12and13below・DonotiT函Ctattheexactsamespoteachtime（rotateirtjectionsites）．  
Donot叫ectintoareaswheretheskinistender，bmised，redorhard．Avoidareaswith  
SCarSOr．StretChmarks．  

Figure12．AbdometLOrthigh－uSethesesiteswheniQiectingyourselforanother  
perSOn■  

Figure13．Uppcmrm－usethissiteonlywheniQiectinganotherperSOn．  

Figure12   Figl】re13   

Cleanthe鴫ectionsitewithanalcohoIswdbandletitairdry．Donottouchthisarea  
agahbebregiving血拍頑畑ion（FigⅧ帽14）．  

Figure14   

Step4：hjecti喝RELISTOR  

l． PinchtheskinarOundtheiJtiectionsiteasyouwcreinstruCted（Figure15）．  

Figure 15 
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lnser（伽fun］engthoftheneedleintotheskinata45－degreeanglewithaquick  
川dart－1ike，，motion（Figure16）．  

2．  

Figure 16 

Letgoofskinandslowlypushdownontheplungeruntilthesyringeisemptyげigure17）・  

Figure 17 

WhenthesyringeisemptyIquickJypulldleneedleoutofthcskin，beingcuefu1tokeep  
itatthesameangleasitwasinserted．T71en：maybealittlebleedingattheiqjectionsite・  

5． Holdacottonballorg礼服eOVerthehtjection5ite伊igure18）・Donotrubtheirt3ection  
site．ApplyarLadhesivebandagetotheiqiecdonsiteifneeded・  

Figurelg   

St¢p5；DisposIngOrSupplies   

・Donotre－ⅦSea野rlngeOrn恍dl¢・   

・Donotreeapausedm恍dle・   

● PIaceusedneed7e，SyrmgeS，andvi8lsinac）oseable，punCture－reSistantCOntair）er・You  
mayuseasharpscontainer（SuChasaredbiohazardcontaineO，ahardpJasticcontainer   
（SuChasadetergentbott）e），9rmetalcontmier（SuChasanemptyco飴ecan）・Askyour  
healthcaqeproviderfbrinstructionsontherightwqytothrowaway（disposeof）the  
container．Theremaybestateandlocal1awsabouthowyoushouldthrowawayused  
needlesandsyringes．  
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WyetⅣ  
Mark8tedby：  
WyethPharmaceuticalsInc．  
Philadelphia，PA19101  

Prog慧望遠 ●丁■  

Underlicense舟om：  

ProgenicsPharmaceuticals，Inc．  
Tarrytown，NYlO591   

W Number 
ET  
RevisedDate  
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HGⅡLIGⅡTSOFPRESCRI丑mG抑ORMATION  
ⅥleSehigh1ightsdonotincludeal1thein飴rmationneededtouseRELISTORsafe1yand  
e触tive）y．Seefu11prescribing・informationfbrRELISTOR・   

RELISTOR（methylnaltrexonebromide）StJbcutaneousIniection   

InitialU．S．approval：2008  

叫－－M鵬M一脚DICATIONSANDtJSAGEd－－－－－－”－－－－一岬  
RELISTORisindicatedfbrthetreatmcntofopioid－inducedconstipationlnpatientswith  
advancedillnesswhoarerecelVlngpaJliativc侃re，Whenresponsetolaxativetherapyhasnot  
bcensu餓cient．UseofRELISTORbeyondfourmonthshasn朗beenstudied，（I）   

ヨ＿N＿＿M一鵬＿NM DOSAGEANDADMⅢSTRATION一鵬”M－－－－－h－h－  
RELISTORisadministeredasasubcutaneousiQiection．Theusualscheduleisonedoseevery  
Otherday，aSneedcd，butnomore鮎quentlythamonedoseina24－hotlrperiod．（2．2）  

TLcrccomFnCndeddoscofRELISTORis8mgfbrpatientsweighing38tolessthan62kg（84to  
lessthzLn1361b）or12mgforpatientsweighing62tol14kg（136to2511b）TPaticntswhose  
weights血1IoutsideoftheserangeSShouldbedosedatO．15mg此g．Seethetdblebelowto  
determirLCthecorrectirtiectionvolume．（2．2）  

P軋伽ntWeight  

Pound5   Kilogra汀IS   Ⅰ再七di01IV011Ime   Dose  

Les5tbam糾   Lessth揖138   Soebelow■   0．15mg瓜g   

g4t0lessthaれ13（i  38toless也an62   0．4ⅢL   8mg   
136 to 2511 62tol14   仇占ⅡlL   12mg   

More也an25l   Mor¢tbanl14   Seebelow＊   0．15mg此g   

●Ⅵleiqjectionvo）umefbrdleSePatientsshou）dbecalculatedusingoneofthefollowing（2・2）：  

・MultiplythepatientweightinpoundsbyO．0034androundupthevolumetothene訂eSt  

O．1mL．  

・MultiplythepatientweightinkilogramSbyO．0075androumdupthevolumetothenearest  
O，1mL．   

Inpatientswithsevererenalimpairment（creatinineclearancelessthan30mL／min），dose  

reductionofRELISTORbyone・halfisrecommended．（8．6）   

＿－＿岬＿…－＿－…－－－－－－ DOSAGEFORMSANDSTRENGTHS－“岬一－－－－…－－叩－－－  

12mg／O．6mLsolutionfbrsubcutaneousirtiectioninasjngle－uSeVjal．（3）   

v－H－N－－－－－～－bPqMPq－ CONTRATNDICATIONST－－＿－－－＿＿＿b－－－－－－－－－－～h一－－－－  

・REuSTORiscontraindicatedinpatientswithknownorsuspeCtedmechar）ical   
gastrointestinalobstruCtion．（4）   

－－－－－Mq－一一”－M－－－一鵬－－－－－ WARNINGSAⅣDPRECAUTIONS－－－－－－P－－…叫－－H－q－”－－  

Ifsevereorpersistentdiarrheaoccursduringtreatmentadvisepatientstodiscontinuetherapy  
withREuSTORandconsuIttheirphysician．（5．1）   



－…一－h－－－h－－－”－－－－ ADVERSEREACTIONS－－一仙－－－－－－－P－－rM仙－－－－欄－一岬－  

Themostcommon（＞5％）adversereactionsreportedwithREuSTORareabdominalpaln，  

f［atulence，nauSea，dizzinessanddiarrhea．（6．1）   

Torepor青StJSPECTEDADVERSEREACTIONS，COtLtaCtWyethPharmacetlticalshIC．at  

l－800一，34－555‘orFDA乱tl－＄00－yDA－1（は80rWWW．創h．goY／medwat血．  

M－－”－・－－－－～－－－－－－－一一” DRUGINTERACTIONS－一仙－－－q－・H・－M－Ⅶ－一岬－h－－  

InanmvitTt）Study，methylnaltrexonebromiqewasaweakinhibitorofcytochromeP450（CYP）  

isozymeCYP2D6activity，butinaninvivostudyitdidnotsigniBcantlya飽ctthemetabolismof  

theCYP2D6substrate，dextromethorphan（7．1）   

ph””－－H剛－・－－”叫・－－ USEINSPECIFICPOPtJLATIONS－N”N－－－q－－M－－M－－＿．  

SafetyandefncacyofRELISTORhavenotbeenestablishedinpediatricpatients．（8．4）  

Sムe17brPATIENTCOtJNSELINGmORMATIONaLndFDA－aPprOVedpatieJ）t  
labeling．  

Rモdsed：4佗00き   



mLPRESCRIBINGINFORMAT10N：CONTENTS臓   

1  ⅠNDlCATIONSANDtJSAGE   

2 DOSAGE AND ADMINISTRATION 
ユ．1 Geれ¢ralDosingh払rma偵on  

ユ．2 Dosing  
2．3 Preparatio月払rI皿jettion  

3  DOSAGEFORMSANDSTRRⅣGTES   

4   CONTRAINDICATIONS   

5  Ⅵ脚汀NGSANDPRECAmONS  
5．1 S椚reOrPe柑istentI）iarr血ea  
5．2  PモdtoⅡellC乱theters   

‘． ApVERSERRACTIONS  
6．1 CIhjcAtTrhlExperieJICe   

7  DRUGmERACTIONS  
7．1 D相野M血b01払畑byqb血Ⅲm亡p450払○野meS  
7．2 prugきR£舶IlyExeretd   

＄  USEINSPECⅢⅧCIIOrULATIOⅣS  
さ．1 P托gmanq「  
8．2 L乱borandDeliYeりr  
さ．3 ⅣⅥ相加gMo仙¢搾  

乳4  Pdhtrktねe  

＄．5  G併血triet鬼モ  

乱‘ Re批lImpa】ment  
乱7 馳御伽Imp札Irment   

，  pRUGABVSEANDDEPENDENCE  
，．1 ContromedStlbstance  

，．2  Abuse  

9．3 Depモmden亡e   

l¢  0VERDOSAGE  
lO．1 ⅡⅥm乱心Experience  
lO．2 Mam重唱eme山OrOverdo組ge  

・「笥   



11 Ⅰ）ESCRIPTION   

12 CLINICAL PHARMACOLOGY 
12．1 Medlan由moIAction  

lヱ．2 Phamacodynamies  

12．3 P血8rm且COkinetics  

12．4 E蝕etonCardi8CRep018riヱation   

13  NONCLINICALTOXICOLOGY  
13．1 CareiI10geme由，Mutage皿飴is，Ⅰ血paim¢ntOrFe川和ity  

13・ヱ A皿im如Toxi帥lo訂an肋rPbarmaeology   

14  CI．INICALSTVDIES   

l‘  HOWSUpPLIED／STORAGEANDHANDL脚G  
l丘1 Stomge   

17  PATIENTCOUNSEL耶GINFORMATION  
17．1 Infbma鵬on払rPatie皿tS  

17．ヱ FDA－ApprovedP乱痛e鵬In伽rmation  

▲細山I耶Or別1触旺donlOmittedlmm仙モ血Il一雨bilIginhrm8癒on▲代nOtl』暮血   



mLrR丑SCR刀打NG抑ORMATION   

l  mICATIONSANDtlSAGE  

RELISTORisindicatcdforthetreatmentofopioid－iTlducedconstipationinpaticntswith  
adv弧CediIlnesswhoa陀ー¢∝1Ylngpa】1iativec灯らWhenresponseblax如iY¢也訂apyhぉnot  
beer）Su餓cicnt．UseofREuSTORbeyondfburmonthshasnotbeenstudicd・   

2  DOSAGE AND ADMINLSTRATION 

2．1 GelIerdDo血g血払rm創触川  

FORSUBCUTANEOUSINJECTIONONLY   

RELISTORshouldbeiQjcctedintheupperaml，abdomenorthigh．   

ヱ．2 Dosimg  

RELISTORisadministeredasasubct）taneOuS叫ection．Thcusualschedu）eisonedoseevery  
Otherday，BLSneCded，butnomore舟equent）ythanonedoseina24－hollrPeriod【∫eeCt加ital  
馳曲β〝〃］．   

TherecommendeddoseofRELISTORis8mgforpatientsweighing38tolessthan62kg  
（84tolessthan136）b）or12mgforpatientsweighing62tol14kg（136to2511b），Patients  
Whoseweight血1lsoutsideoftheserangeS・ShouldbedosedatO・15mgn（g・Seethe也blebelowto  
d蝕mine仇c∽mCt桓桓頭onvolume．  

Pa触ntWei由t  

Pounds   Kilograms Ⅰ雨∝鰯○皿Ⅴ01ume   Dose  
bs5也ang4   Lessthむ13さ   Sモモbelow♯   0．15mg此g   

＄4tolessthan136  38tolesstban62   0．4ⅡlL   8mg   
136to251   62tol14   0．石山I．   12mg   
More than 251 More血anl14   Seebモ1椚㍉   0．15mg此g   

＊The叫ectionvolumeforthesepatientsshouldbecalcuhtcdusingoneofthefo1lowIng：   

・MultiplythepatientweightinpoundsbyO．0034androundupthevolumetothenearest  
O．1mL．  

・MultiplythepatientweightinkilogramsbyO．0075aJldroundupthevolumetothenearest   
0．lmL．   

InpatierrtswithsevererenaIimpairment（Creatinine弔Iearancelessthan30mL／min），dose  
reductionofRELISTORbyone－halfisrecommended［se寧tkein勘ec押PqpuLhibns＠．6）］．  

【   



2．3 Prep乱mtiom払rI可edion  

RELISTORisasterile，Clear，andcolorlesstopaleye1lowaqueoussolution．Parenteraldrug  
productsshouldbein？PeCtedvisuallyfbrparticulatematteranddiscolorationpriorto  
administration，Wheneverso）utionandcontainerpermit．IfanyOfthesearepresent，thevial  
shouldnotbeuscd．   

Oncedrawnintothesyrlnge，ifimmediateadministrationisnotpossible，StOreatambieTltrOOm  
temperatureandadministerwithin24hours【∫eePatient（力unseliTq坤rmation〝7）］．   

3  DOSAGEFORMSANDSTRENGTHS   

12mg／0．6mLsohJtionforsubcutaneousiltiectioninasingle・uSeVial［see加s呼and  
止血血也ね血椚クス】．  

4  CONTRAplDICATIONS   

RELISTORiscontraindicatedinpatientswithknownorsuspectedmechanica】gastrointestinal  

Obs打u¢tioIl．   

5  WINGSANDPRECAmIONS   

5．1 SeYereOrPersisIentDi＆rrtIea   

Ifsevereorpersistentdiar血飽OCCurSduringtreatment，advisepatientstodiscontinuetherapy  
withREL‡STORandconsulttheirphysician．   

5．ユ  Peritone且1C弘也eters  

UseofRELISTORhasnotbeenstudiedinpatientswithperitonealcatheters，   

‘   ApVERSEREACTIONS   

‘．1 CliniealTrialExperiemce  

BecauseClimicaltrialsareconductedumdervaJYlngCOnditioms，adversereactionratesobservedin  
theclinicaltrialsofadrugmaynOtre鮎cttheratesobservedinpractice．  

ThesafbtyofRELISTORwasevaluatedintwo，dcruble－blind，Placebo－COntrOlledtrialsin  
patientswithadvancedi11nessre∝1Vlngpalliativecare：Studylincludedasing）e－dose，double－  
blind，placebo－COntrOlledperiod，WhereasSttldy2includeda14－daymultipledose，double－blind，  
Placebo－COntrOlledperiod【seeCtinicalStudies〝4）］・lnbothstudies，Patientshadadvanced  
i11nesswithali飴expeCtanCyOflessthan6monthsandreceivedcaretOCOntrOltheirsymptoms．  
Them再0rityofpatientshadaprimarydiagnosisofincurab】ecancer；Otherprimarydiagnoses  
includedend－St喝eCOPD／emphy5ema，Cardiovasculardisease几eart鮎Iure，AIzheimer’s  
disease／dementia，ⅢV／AIDS，OrOtheradvancedillnesses．Patientswererece）VlngOpioidtherapy  
（mediandailybaselineoralmorphineequivaJentdose＝172mg），andhadopioid－induced  
COnStipation（either＜3bowelmovementsintheprecedingweekornobowelmovementfbr2  
days）．BoththemethylnaJtrexonebromideandpIacebopatientswereonastablelaxativeregimen  
fbratleast3dayspriortostudyentryandcontinuedontheirregimenthroughoutthestudy．   



TheadversereactionsinpatientsreceivingRELISTORareshownintablebeJow．   

■Dos彷‥0・075，0・15，肌dO．30m離裾西05e   

7   DRlTGmRACTIONS   

7．1 D川gSMe血b01血削吋q巾血romモア451Ⅰ細野m携  

hinvi如drugmetabolismstudiesmethylnaltrexoncbromidedidnotsignificantlyinhibitthe  
activityofcytochromeP450（CYP）isozymeSCYPIA2，CYP2A6，CYP2C9，CYP2C190r  
CYP3A4，WhileitisaweakinhibitorofCYP2D6．haclinic＆ldruginteractionstudyinhealthy  
adultmalesubiepts，aSdbctztzLneOuSdoseofO．30mgn（gOfmethylnaJtrexonebrDmidedidnot  
SigniBcant＆血tthemetabolismofdextromethorph肌，aCYP2D6substrate．  

7．2 Drtl騨Re仙IIyEx亡代ted  

ThepotentidfordruginteractionsbetweenmethylmaltrexoncbromideanddrugSthatareactively  
SeCretedbythekidneyhasnotbeeninvestigatcdinhumans．  

8   USEmS搾CⅡけCPOPUIATIOⅣS   

乱1 P代官n且皿呼  

PregnanCyCate！gOryB   

Reproductionstudieshavebecnperformedinpregnantrats如intravenousdosesuptoabout  
14timestherecommendedmaximumhumansubcutaneousdoseofO．3mgn（gbasedonthebody  

Sur鮎eareaandinpfegnantrabbitsatintravenousdosesuptoabout17timestherecommended  
maximumhumanSd）CutaneOuSdosebasedonthebodysurfhceareaandhavereveaJedno  
evidenceofimpairedfbrtilityorharmtothefetusduetomethylnaltrexonebromide．Thereareno  
adeqt）ateandwell－COntrOlledstudiesinpregz）antWOmen・Because叩ima）reproductionstudies  

arenotalwayspredictiveofhumanresponse，methylnaltrexonebromideshouldbeusedduring  
pT？gnanCyOnlyifcIcarlyneeded．   




