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State of Alaska Department of Health and Social Services, Division of Health Care Services 

Submission Request Form for Pharmaceutical Manufacturers 


Fall this request to: 1·888-656-6822 ATTN1John M,Call, R.Ph, 

Note: Proces~ins May be Del<1ved Jt Information Submitted I$. 1J1eglble or lnoomplete 

Members of the Pharmacy and Therapeutics (P&T) Committee have requested that all clinical information, 
questions, or comments about the Preferred Drug List (PDL) be sent directly to Magellan Medicaid Administration. 

Manufacturers and other interested parties have been requested not to contact the members directly. Written 
comments on the PDL from all interested part.I.es should be submitted to Erin Narus, PharmD, R.Ph. at the State of 

Alaska 

Note: Manufacturers submitting comments are requested to do so through their Product Manager using this 

form. This form constitutes a request for NEWinformation pertaining to peer-reviewed literature 

including off-label peer-reviewed studies. 
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!ABILIFY MAINTENA~ (atiplptazole) 

Clinical RatJonafe Requ.estfor Consldetotlo11 {Ifadditionalspc,ce Is requ/J'ed, use Cfln/"11 Raflo,,ofe Conti,,uatJott Poge). 

ABILIFY MAINTENA 

QUALIFY St\Jdy: ABILIFV MAINTENA versus Paliperldone Palrnitate Long Acting Injectable (PLAI) (Naber, 2015; Potkin 2016) 
Naber et aJ, published a head-to-head, randomized, noninferiority, open label, rater blinded study (n-295) to evaluate the efficacy 
and safety of ABIUFY MAINTENA to PLAJ In adult patients with schizophrenia. The primary efficacy endpoint using the 
Heinrichs-Carpenter Quality of Life Scale (QLS) showed a statistically significant improvement on total scores from baseline to 
Week 28 with ABILIFV MAINTENA compared to PLAI. The difference in least squares mean (LSM) change from baseline to week 28 
oo QLS total scores between treatments was 4.67 (95% a: [0.32; 9.02L P=0.036}. Non-Inferiority was confirmed and subsequently 
demonstrated the superiority ofABILIFY MAINTENA 400 mg over PLAI. Additionally Clinical Global Impression-Severity scale 
(CGl-SJ, key secondary endpoint showed significant improvements in LSM change from baseline to week 28 after ABILIFY 
MAINTENA 400 mg (-0.75±0.07) com pared to PLAI (-0.46±0.07). Adverse events were the most frequent reason for 
discontinuation; ABILIFV MAINTENA 400: 11.1% and PLAI: 19.7%. In the 20 week continuation phase, the Incidence of treatment 
emergent adverse events (TEAEs) occurring in ~5% of the ABILIFY MAINTENA treatment group was weight gain and in the PLAI 
group was weight gain, Insomnia and psychotic disorder. 

A post-hoc analysis of QUALIFY by Potkin et al, investigated the assrxiation between the QLS and measures of patient 
functioning/work readiness. The Readiness for Work Questionnaire (WoRQ) was Included as an addltlonal endpoint 11, the QUALIFY 

study and may reflect broader functioning In patients with S(hlzophrenla. QLS instrumental role domain soores Improved 
significantly only in patients shifting from No to Yes in work readiness vs patients not ready to work at Week 28. At Week 28, the 
odds of beIns rated ready for work were higher for the ABILIFY MAINTENA400 mg vs the PLAI group (adjusted odds ratio: 2.67, 
95% Cl ! [1.39; 5.14), P=0.003). Ofthe patients not ready for work at basel!ne, 29/74 (39.2%) In the ABILIFY MA.INTENA 400 mg 
group chamted to Yes iri work readiness vs 12/69 (17.4%) in the PLAI "roop. n 

Confld,nlhlllyAbrJ-..a 111• aoaur.atttat:tlllff/10(fllfl/i t,'ils t rllnmi'/$/ori oonlmn o,n}ldr:nrfo/h<a/111 in{omr,tbn tf!ar r, (rg~K~ i,r(rlk;;ed. J{,w areno,tfll<, /!lt:,:Nied MageIIan 
redpJe.,r. JIOU an1,.,.1:,., not/ll<d lhar ""Yd/JdaNre. c:opyfdr, dffllbU!lc,t.. ~C)<'lla,t ~ (IItdollal M 111,coment,cf rl\ete1/oaullltnU II's1rit1/I /;l'O!t/Med 
¥ you ,~~l'f!al~ffi 1~11 111/i>tll'lllrf0,1/tl fl"tor, pJme11Wk ths, r,,~ {Via ,~wrn FAJQ/l/lmWl<>tt',1 ond<1,,w,e~/tll rM r«um or~lll'J<t/QII t>/1~11it<iocvmu.t.. . 
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State of Alaska Department of Health and Soclal Services, Division of Health Care Servk:es 
Submi$Slon Request Form for Pharmaceutical Manufacturers 

Fax this l'@qUHt to: t-888-6S6·6822 ATTN: John McCall, R.Ph. 

Note: ProC4lssrng May be Delayed if lnfOl'matlon Submlttjld Is llleglble o, lftco«nplete 

CJh:Jkal Rationale Request far Consideration (Ifadditionalspace Is required, use CllnJcal Rationale Continuation Par,eJ. 

COST EFFECTIVENESS DATA (Citrome, 2016) 
Citro me et al, a cost-effectiveness model that evaluated incremental cost per schizophrenia hospitalization averted was developed 
to compare ABILIFY MAINTENA and PLAI. Rates of relapse, adverse events, and direct medical costs were estimated for 1 year. The 
model used data from placebo-controlled, pivotal tl"!als and product prescribing lnformatlon to estimate efficacy and adve,se 
events over a one year time horizon. Due to the variation of dosing stratesies used in clinical practice, four different dosing 
S¢enarios were evaluated: ctoslng observed In the cllnlcal trlals for each product, real-world dosing, dosin.g based on package Insert, 
and highest dose available. ABILIFY MAINTENA was tile dominant strategy oompared with PLAI when real-world dosing and higt,est 
available dosing with equivalent treatment efficacy were assumed. ABILIFY MAINTENA remained a cost-effective treatment option 
compared with PLAI when more conservative dosing strategies were considered. 

Pathologlcal Gambling and Other Compulsive Behaviors (Prescribing Information) 
Post-marketing case reports suggest that patients can experience Intense urges, particularly for gambllng, and the Inability to 
control these urges while taking aripiprazole. Othet compulsive urges, reported less frequently, include: sexual urges, shopping, 
eating or binge eating, and other impulsive or compulsive behaviors. Because paitients may not recognize these behaviors as 
abnormal, It Is Important for prescrlbers to ask patients or their caregivers spectflcally about the development of new or intense 
gambling urges, compulsive sexual urges, compulslve shopping, binge or compulsive eating. or other urges while being treated with 
aripiprazole. It should be noted that impulse-control symptoms can be associated with the underlying disorder. In some cases, 
althoU£h not all, urges were reported to have stopped when the dose was reduced or the medication was discontinued. 
Compulsive behaviors may result In harm to the patient and others If not recognized. Consider dose reduction or stopping the 
medication if a patient develops such urges. 

'ti 
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State of Alaska Department of Health and Social Services, Division c:,f Health Care Services 

Submission Request Form for Pharmaceuttcal Manufacturers 


Fax this request lo: 1, 888-656..-682.2 ATTN: John McCall, ft.Ph. 

Note: Processing May be Delayed if Information Submitted is Illegible or lncornprete 


Cllnkal Ratlonale Conttnuatfon Page (Use only (fneeded). 

con}fdfflf/aRr,, /IJflllC!lr 111ad.Jc.umor,ts aar,,rr,any/llJ !his trvrrrml:slai cantmn r:,;n/ldmliol ND/lfl lnfornv,tcn tflar Is f<va•¥ /KN~. Ifyou are nor the 
inttrrdl!!d rr<"plm~1ouo,.,h orcliyroti[im I/Jal anydl,cir:.,.,,.,, copy£ig, disi,,'butJ•II, or.ctlon lallM In rtf/lJM:eon 11\t eommc. of1MttdOC!Nl>ents 
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State of Alaska Departmentof HeaIth and Social Services, Division of Health care Servk:es 

Submission Request Form for Pharmaceutical Manufac:turers 


Fax thi$ reque$1: to: 1-888-656·6822 ATIN: John MtCd, IUh. 
Notii: Procl;!Ss:ing Mav be Delayed if Information Subtnitlecl is llkig,ible orlncCN'nJ)lllte 

Published Cltotlot1.s (ffPdditk>rial space Is required, use Published Citations Continuation Page}. 

References: 
- Citrome L, Kamat SA, Sapin c, et al. J Med Econ. 2014 Aug 17(8):567·576. 
- r-laber D, et al. Schlzophr Res. 2015; 168: 498-504. 
- Potkin s. Loze JV, Forray C, et al. Poster presented at ASCP. May 30 - June 3, 2016. 

!MAGELLAN MEDICAID AOMfNISTRATION USE ONLY - DO NOTMARK IN THIS AREA 

ACTION TO BE TAKEN: DATE: 

I I 
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Suite of Alaska Department of Heiiltl'I ~nd Soc:;ial Servites, Division of Health Care Services 

Submission Request form for Pharmaceutlcal Manufacturers 


Fax this requ1tst to: 1·888-656-6822 ATTN: John McCall, R.Ptl. 

Note: Protess.lng Mav be Delayed if rnformatl011 Submt,ted Is Illegible or 111co1J1plete 


Public CitationsContinuation Page (Use onlyIfneeded}. 
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HIGHLIGHTS OF PRESCRIBING INFOOMATION 
These hlgllll~llts do nol lncJ111le all Ile lnlormallon neadad to us.a ABILIFV 
MAINTENA sa1e1, an~ t11ecuwe1v. See 1110 pr&SCIIIIIID lnfOtmtUDn hit ABILIFY 
MAINTENA, 
ABILIFY rt1AINTE~ (arlplpraml1) for uhlnd11ll-r11laaa lrlleclalll11 11sp111111loo,
for lntramascular 11e 
lnltfal U.S. Approwal: 2012 

WARNING: INCREASED MORTALITY IN ELDERLY PATIENTS WITH 

DEMEltflA-Ri:LIIJEa PSYCHOSIS 


861 lull fJl9$"'b/Jffl IDlorm#IOIJ fOrtompi.,e iomfl W9rltJJJ{I. 

• 	 Eldlrlv IJ11J&nls wlUi d1menlla-r1laled psyGbosls lrlnlle, •llh 
anl1psyc:hoUc ihBS ara at an l1c:11aa1d rllk or dealll (5.1)

• 	 ABIUFY MAINTENA Is nut IPClf01J8d far the treatment of 11atl11nll with 
deftlantla·rellllad p~cll11tl1 (5. 1) 

···----···--··-·-RECENTMAJOR CHA.NGES-·--··---····--····­
Warnings .¥Id Preca.lions, Patllological Gambling and 
other Compulsive Behaviors (5,6) 06/2016 
···---·····---·····-·- ··1ND1CATION3 AND USAGE·--····---·····-----· 
A81LIFY MAINTENA 1s an atypical antipsychotic Indicated for tne lrealment of 

schirophreoia (1) 

···--··-·····----·-··-·DOSAGE AIID ADMINISTRATION-------·······--···· 

• 	 Only to be administered by intrarnuscularlnjectiort 1ra the deltoid or vluttal muse!, 

by ahealthcare prolesslooal (2,1) 
• 	 For patients naTv1 to arlpl~ole, eGtabllsh tolerablllly with oral efiplprazol11 prior 

10 lnlHallrig ABILIFY ~~iNTENA (2.1) 
• 	Recommended starting and maintenance dose Is 400 mg administered monthly 

as a slngle lnJeotloo. osa can be radllcM 10 300 mg In patlan1s with a!lverse 
naclkms (2.1) 

• 	 In coojunction with first dose, take i 4 consecu tlva days or ooncurrent oral 
arlplp,azola (10 mg 10 20 mg} or current oral antlpsychooo (2.1) 

• 	Dosage adjustments ara required tor missed doses (2.2) 
• 	Known CYP2D6 poor melabllllzers: Recommemled starting and maintenance 

dose 16 300 mg administered monthly as a slnOle Injection (2.3) 
• 	ABILIFY MAINTENAcCITles Intwo typts of kits. See Instructions lomoonstltutlon/

lnjeclion/dlsposal ptccedures tor 1) Pre-filled Dita! Chacnb81' Syringe (2.5), and 
2) Vials (2.6J. 

·-·····-- ··---DOSAGE FGRMS AND STRENGTHS---···--·····--·-· 
Forexren<Jed•refease lnJectabf9 sus/)91/slon: 300 mg and 400 mg smmgt~ lyophlzed
powder tor ,ecoostltutlon In (3): 
• 	1ilngle-d0&a pre·ftlled dual chamber syllnge 
• 	 slngle·dcse vial 
·-·-·-··-·-·----····CONTIWNDICATIONS···--·-·--·-·---···· 
Known hypersenslUvlty 10 arlplprazole (4) 
···---·····---···--·WARNINGS AftD PRECAUTIONS-··-·--·-------··· 
• 	 Cerebrov;JS(;lJ/ar Adverse Reacrtons In Elder(y Patfents with Oamenrlil·Rilar,d 

Psychosis: l~rea!l8d Incidence ol cerabrovascular adverse raactlons (11.g. , stroke, 
irarislent tschemic aLtack. Including talalltles) (5.2} 

• 	 N6urolepttc MaJJgnant Syndrome: Maflage with lmm~dlate dlscoml11ualloo and 
close monitoring (5.3) 

• 	 rM<JJve Dyskfnesfa: Olscontlnue It clnlcally appropriate (5.4) 

liY;jY V ( I V 

• 	 Metabolic Changes: Atypical an1ipsychor1e drugs halie Ileen &S$0Ciated v,ith 
metabolic changes lhat may increase cardlol/a!lcufar/cerel:wovascular risk. These 
metabolic changes include hyperglycemia,dysMpldemla, and weight gail (5.51 
- Hyperglycemia 1ItJ(J Diabetes Me/J;tu$; MOBitor pa!ianls tor Symptoms or 

hypel'glycemia includinu polydipsia, polyuria, polyphagia, and weakness. 
Monitorglucose regulariy in patiellls with and al risk for diabetes (5.5) 

-	 {)Js/lpfdfJmla: Undeslrable alterations have bean observed In patients treated 
v,lth aiyplcat antlps~chotics (5.5) 

- We!ght Gain; Gain In body waioht has been obseMd; clinieal mooitoring ot 
weight is recomrnenoocl (5.5) 

• 	 Pst//ologic-81 Gambfmg and OilierCompulsive Be~viors: Coosider rJo3e reduction 
or discontinuation (5.6) 

• 	 Orthostatlc Hyporenslor.: Use with caution ln patients with known cardiovascular 
or cernbrovasrotar disease (5. 7) 

• 	 Leukopenia, Neutropertia, andA(lrtinllfocytosis: Perto,m coll'1}tele blood cou!Wl i1 
pati~nts with ahistorv of acli11ical1Y signilici¥1t low while blood cell counl (WBC)/
absolute n&utrophll count (ANG). Consider dlscontlmJatlon If cilnically significant
docllne In WBC/ANC In theabsence of othercausaUw lactors (5.8) 

• 	 Seizures: User.au~ously in patients with ahistoiyof sei21Jresor willl conditionsthat 
lower the seizure thrasholcl (5.9) 

• 	P'11!mtal for CCJgnllfve and Motor Impairment. Use caution when operating 
machinery (5.10) 

·-----····-····---··ADVERSE AEACTIONS·~··~~--------­
Most commonly oosanoed adve1s'.l reactions with AB1LIFY MAINTENA (incidence 
25% and at least twice that tor placebo) W9f'8 incrmae weight. akathlsla, lnJactlon 
site pain, and sedation {6.1) 
Ta rapol1 SUSPECTED ADVERSE REACTIONS, centect Otsuka America 
Pbarmaceutlcal, lne. 811·8DD-tl3B-ffl7 •r FDA at 1,IIOO-FDA-1EB , , www.tll8. 
govtrnedWJIOh, 
·---·--··-·---·-----··DRUG INTF.RACTIONS-- ·--·-·····-~-·····-
Dooage adjustments tor patients taklno CYP2D6 Inhibitors, CYP3A4 Inhibitors, or 
CYP3A4 lnducem10, greater lhM 14 days (2.3): 

FntlJIS AIIIUltlld Dost 
CYP2D8 Poor Matallolbars 
CYP206 Poor MataboUzers faking coocomltant 
CYP3A4 Inhibitors 200 mg1 

Pall,nls Taking 400 m1 o1 NIILFY MAINTBIA 
Slrona CYP206 ar CYP3A4 inhlllkors 300mg 
CVP2D6 and CYP3A4 il'lhilitors 200 rna1 

GYP3M lndooers Avoid use 
Pall,nls Taktmi 300 m1 o1 ABILIFY MAINTENA 
Strona CVP'206 IrCYP3A4 intJitlitors 200 ITlll1 

CYP208 and CYP3A4 inhllitors 160 mo• 
CYP3M Inducers Avoid use 

1 200 mg iwid 160 mi, dose adJustmentll are obtained only by using too 30Dmi, 
or 400 mg strength viaIS. 

·--····-·---·-·-USE IN SPECflC POPULATION&--····---····--··· 
• 	Pragna~y: May cause extrapyramtdal and/or wllhdrawal symptoms ln neonates 

wllti thlrcf trimester exposure (8.1) 

Sae 17fir PATIENT COUNSELJNG INFORMATION and M11dlcall01 Gulde. 

Revised: 08/2016 

FULL PRESCRIBING INFORMATION: CONlENTS" 
WAIINtNG: ,#CREASED MORTALITY ,NELDERLYPATIENTS Wlm 
DEMENTIA-RELAIEO PSYCHOSIS 
1 INOICATIOMS AND os•e~ 
2 DOSAGE AND ADMINISTRATION 

2.1 	 Dosage OVervlev, lor lhB Trvatment of Sctiiz.ophrenia 
2.2 	 Dosaoe Adiustments lor Mi~ed Doses 
2.3 	 Oosaoe Ad1ustments lor Cytochrome P450 Considerations 
2.4 	 Different Aripl!J(aZOle Forroolatlons and Kits 
2.5 	 Pre-filled Du.al Chambflr Syringe: Prepar~tion and Administration 

Instructions 
2.6 	 Vial: Preparation and Administntlion Instructions 

a DOSAGE FOMS AND STRENGTHS 
.& CONTRAINDICATIONS 
3 WARNIHOS AND PRECAllTIOttS 

5.1 	 loCfeasad Monality In Elderly Patlen1s wtth Demenua-f\elatad Psychosis 
5.2 	 Cere1Jrovc1S(;ui.ir Adverst1 Aeacllons, lncludi11g Slroktt iu Eltlerly Palienl::i 

with Dementla·Relaled Psyc;hosls 
s.3 	 Neuro1eptic Malignant Syndrort1e 
5.4 	 Te.rdlve Oysklnesla 
5.5 	 Metabolic Ch1l!ij8S
5.6 	 Pathologlcal Gambling ancl Other Compulsive Behaviors 
5.7 	 Orthostarl-0 Hypotenslon 

5.8 	 Leukopanla, Neutropenla, and Agranulocytosls 
5.9 	 Seizures 
s.10 	 Potential ror Cognitive and Uotor l~e.-rnes,l 
5.11 	 Body Temperature R8(1ulattoo 
5.12 	 Dysphagia 

8 AOVERS£ REACTIONS 
6.1 	 Cllnlcal Trials Exporlenca 
6.2 	 Postmarketing E>qlsrie11c11 

7 ORUQ INTERACTNlNS 
7.1 	 Drugs Having Cllnlcall!j Important Interactions with ABILIFY MAINTENA 
7.2 	 Drugs Having No Cllnically lmpoctalll Interactions with ABILIFY 

MAINTENA 
8 USE Ill SPECIFIC P0PULATIOt1$ 

0.1 	 Pregnancy 
8.2 	 Lactallorr 
0.4 	 Pedi~bic Use 
0.6 	 G()l'latric Uso 
8.6 	 CYP2De Poor Metabotlzers 
0.7 	 Hepaticand Renal lmpainnent 
0.8 	 OtherSpect11c Poplllatlons

1D OVEROOSAGE 
10.1 	 Humart Experenee 
10.2 	 Management of Overdosage 

http:Cere1Jrovc1S(;ui.ir
www.tll8


ABIUFV l'MINTENA• (arlpl1113zole I 

11 DEsa11PTION 14 ctlNICAl STUDIES 
12 CLINICAL PHARMAaJLDGY 16 HOW SUPA.IED.IStORA&E AND IWtDllNII 

12.1 	Meehariism 01 Action 16.1 Ho'lt' Suppll9d 
12.2 	 Phermacodynnmlcs 16.2 $to~~ 
12.3 Pharmacoklnetics 17 PATIENT cooi.SEUNG INFORMATION 

13 NONCLINICAL TOXICOLOBV 
1a.1 	 Carcinogenesis, MU1a.genesls, lmpalrmanr or F.-irtinty ·sections orsubsections omitted rrom lhi;,1"1 prescril:ling inrormation are not liste(L 
13.2 	 Animal ToxicolQW and/or Pharmacology 

FULL PflESCRIBING INFORMAT!Qf4 

WARNING: INCREASED MORTALITY IN a.DERLY PATIENTS WITH 

IJEMENTIA•RELATED PSYCHOSIS 


8d-'f pat1,nts wllh dementl•·r&l•taf DSVchOSIS ltflatd wfffl antlpsycbOIIt 
drugs are al an lnCfHS8d rl,k o,f dtalh. ABILIFY MAINUNII IS nel ep,roved
fot ttle 1reatm111tot ,ailan11 wllll damantla-ratallld p1ycboal1 (sn WARNINGS 
ANO PRECAUTIONS(5. 1}J. 

1 	 1ND1C.ITT1N AND USAGE 
ABIUFYMAINTl:N~ (aripiprmle) is indic~ed tor the trea1ment of sclizcphtenia {see 
CL/IV/CAL STUDIES (14)}. 
2 	 DOSAGE AND ADJl'INISTRATION 
2.1 	 Do•ga Ov1ivlewfor the Tteatmeot of Sclllmpbranla 
ABIUFY MAINTENA is only to be administered by Intramuscular Injection by a 
hoalthcare prol~siCKllll. r i.: recommended starting and maintenance dose of 
ABIUFY MAINTENA is 400 mo rnon1hly (no sooner than 26 days after the previous 
lfl&Cllon). 

Fo, patients who have neve, 1aken arlplprazole, es1at41sh tolerablllly with oral 

aripipmore prior to initiating treatment 1111th ABILIFV MAINTENA. Due to Iha half·llle 

1>f oral aripipuzole, it may lake~ to 2weeks to luUy assess tolerability. 

After lhe first ABILIFY MAINTENA lnlectio11, administer oral aripiprazole (10 mg to 

20 mg) for 14 consecutive days to achieve therapeutic afipiprazole corictlltrattoPS 

durlmg lottlalJon or therapy. For patients already stable oo another oral anttpsychotic

(and known to tolerate arlplprazolel, after the llrst ABILIFY MAINTENA Injection, 

contil'l.lt trealmeril 111it11 the antiPSYcho~ for 14 consecutive tiavs to maintain 

therapeUllc an1lpsychollc concentrations during initialio11 o1111erapy. 

II there are adverse reactions wilh lhe 400 mg dosage, co,,sider reducing the dosage 
to 300 mg once monthly. 
2.2 Dosaaa AdjM91118nl9 IOI' Mls11d 00999 
If the stte0nr;I or lhird doses are mi$Sed: 

• 	 IImora ttia114 •Hb$lid 18$$HI&• 5waaits na,a erapsed ilnca ttio last 
lnjecUon, admtni&ter tht injac1ion as soon as possible. 

If more dNl1 5 11aelcl hava ela111ed 1lnca the Int lnJ1ctlan, restart 

concomitant oral arlplprazore fot 14 days l.ir'lth the next administered 

injuction. 


If the fourth or subseqt.tanl dosvs are missed: 
• 	 Ifmore than 4weak, ancl leaUlan 6weea ha.a elapsed sloolil lht lait 

Injection,administer the l~jecdon as sooo as possible. 
It m11ra tba11 8 weaks llava e4apud 9lnce lha laet lnJec:Hon, resiart 
COflcomilant oral aripiprazole tor 14 days wilh the nakl adm1nlstemd 
lnJecdon. 

2.3 	Dosaoa Adlntmenta far Cvtocllroma P450 canalllaratlons 
Dosage adjustments are recommended In padents who are CYP2D6 poor 
melabolize~ an<I in pa.1iel'\IS taking coooomitanl CYP3M Inhibitors or CYF2D6 
inhibilors for QJeatef lhari 14 days {m, Table 1J_ OosagHdiu~tmenls for 200 mg 
and 160 mg are obtained only by using the 300 ~ or 400 mg strength vials lor 
Intramuscular deltold or gluteal Injection. 
If the CYP3A4 inhibilOi' ot CYP2D6 lnhlbltor Is withdrawn, IM ABILIFY MAINT£NA 
do.sage may n4!ed lobe i111;reaSQQ {see DOSAGEANO ADMINJSTRATION(2.1)! 
Avoid lhe coocomilant use of CYP3M inducers v/ith ABILIFY MAINTENA fQr greater 
thc11 14 days be(iause the blood levels ol aripiprazole are decreased ,11111 may bt 
below t~ eltectlvelevels. 
DQsaQe adjusln'let'IIS are not ,ecommended ror patients with concomllant use of 
CYP3A4 inhibitors, CYP2D6 inhibitors or CVP3A4 inducers 1or less than 14 days. 

Tallla 1: 	 Doaa .MJllltmelltsofABILIFY MAllffEHA In l"allent1111t10 art knmlCYP206 
PIOt MelabollZlllrs and Patf1111S Taldag Canco11llanl CYP2D6 IRIIUora, 
3M lllblbtors, aid/Or CYP3A.4 lndllcars fat Brulef tllan 14 days 

Faelors MJll8t8tl Dote 

CYP206 Poor Mlllbbalfzers 
Known CVP2D6 Poor Matabolizers 3001M 
Koown CYP206 Poor Metabolliars taking 
concomitani CYP3A4 ilhibitOl'S 200 mg' 
Pallanl9 Tatlna 4DO fflfl af ABILIFY MAINTENA 
SlrOOQ CYP2D6 .ar CYP3A4 lflhlbllors 300ma 
CVf>2D6 l!Ul CYP3A4 inhibitors 200mg• 
CY~A4 inducers Avoid use 
Patlanll TalllCl 3DII ma efABIUFY MAIITEIIA 
Str01111 CYP206 11.f CYP3M intiibitors 200 rna' 
CYP206 lrtd CYP3A4 inhibitors 160 ma• 
CYP3A4 uiducers Avoid use 

' 200 mg and 160 mg dosage adjustmen!S are obtained ol'lly by using lhe 300 mg or 
,oo mo strength vials. 

ABILIFY MAINTENA comes In two types ol kllS. See iJ16truclions for reconstitution/
lnlectlon/dlsposal proc6durestor 1) Pre-filled Dual ctiamt>er Syr~oe (2.5~ aM 2) Vials 
(2.6). 
2.4 Dlfl&rant Attplprazole Ftim11at1oas and Klls 
There are two ariplprazolafonnulations tor intramuscular U$e withditlMml dosag&S, 
dos1og lrec,.,encill5,and indicatiortS. ABIUFYMAINTENA is II lonQ-actin11 ar'ip~l'<!Zole
1onnulallon with 4week dosln9lfltervals Indicated tor tile treatment ol schrzotitirenia. 
In contrast, artplprazole injection (9.75 mg p91' vial) Is a short•acilng formulallon 
mdic~ 1or a~ion in patienlS wiltl scfiizopflrenia at mania. Oo not substllute 
1~8 prod11els. Reier to the Pl'e$¢1ibir'I~ ir'llotmalion for aripipraz0le injeelion lor 
more lhformailon about aripipJaZole injec~on. 
ABILIFY MAINTENA comes In two IYi)es of klls. See Instructions for reconstltutkll\l 
inj11eliolll'di9posel prOCedures tor 1) Pre-tllled Dual Chambat Syringe available In 300 
mg or 400 mu strengttt syringBs [Sff DOSAGE AND ADMINISTRATION (2.§)l and 
2) Slngle-use vials avaMable In 300 mg or 400 mg strength vials /S81J 00-SAGE AND 
ADMINISTHATIOIV(26)]. 
The 200 mg .vid 160 mg dosa~ itdjuslments are cblained only by using thtt 300 mg 
or 400 mg stre1111th vials. 
2.5 Pre-11184 Dual Cllambar Syrtlp: Prepo1ralla11111d Administration Instruction 
PNpatallDR Prior la Recon9UbltlOA 
For deep intramuscular deltoid or gluteal injeouon by heallhcare ~f~slonals 
only. Do not administer bY any other roule. lr'lifel full syringe contents immediately 
tollowlng reoonstltlJUon. Administer once montttly. 
Lay out Md conll rm that components llstad below are ~rovlded In tile kit 
• 	 One ABIUFV MA.INTENA (arlplprazole) pre·f~lad ll!Jal ci1amber syrlnge (400 mg 

or soo mg as al)tlrapriate) fot extenM<t ~sait1jectal'.lh! susP1)n:sron oClr\18.inino 
lyophilized powder and Stenle Water for lrijeciicm 
One 23 gauge, 1 loch 125 mm) hypodermic safer, needle wilh nalldla protection
device Jar <1~1oid admlnlstratfon In non•obe:se patients 
One 22 gauge, 1.5 iBCl1 (38 mm) hypodermic safety neecle with needle 
protection device 1or r,luleal admini$lration in non·Ubese ~ients or deltoid 
admlnlstraUon In ob161l patients 
One 21 gauge, 2 lncti (50 mm} hypodermic sa1etl; needlt with needle pro(ec1lon 
deviee tot gluteal admlnlstratlon In obesepa!lents 

R1K01SIHu1la1 ol Lyophlll~ed Po111ia1, I• Pre-lllled OuiJ c•amllllr S¥rl11111e 
R11:0IISIH1l1t al room llmparalu'9. 
a) 	 Push plunger rad sllghl!IJ to engage lhrnds. And then, rotate plunger rod uncll 

the roo stops ro1allr1g 10 release dlluent. Atter plunger rod Is al com~lete stop, 
middle stopper will but lhe indicatcr lirio (See Figure 1). 
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ABllFYIIAINfENA•(arl!llpruole) 

'.Ah.Qt p/Unger rod Is al 
oomp/efli!stop, 
mfddte sropper , · · • 
wilbe SI the , ' 
indrr:alorf/m. -f--

FlgUH 1 
l>) vertw;ally sha1(e the syrin~ vigorously lor 2Q secon(!S until dru!I is uniformly 

millr/·white (See FIQure 2). 

USB wilf)J() 30 mlnuttn after reconstlw&lon. 
FIQure 2 

c) 	 Visually inspect the syringe lor pert1culate matter and dlscoloratlon prior lei 
admlnlstraQon. Ths ~onstib.rtutl ABIUFY MAINTENA suspension should 
appear to be aurwform, homogerieous suspension tllat is opaque and rnilky­
wti lte In oolor. 

1n1ecU01 Prooed1ra 
Un apptOfJff8t8 naptlc leMnJquu t/ll'Ollfhoat lnJ•llan praeedrra. For dnp
fnlram11Scular ln}#tlon o,,Ty. 
a) 	 Twist and pull off O'ler·cc111 and Tlp·rap (See Figure 3). 

t Twist + Pull Off 

@-C>.ter~~ I Twist+ 
__.., TIP~!!? _ .. ,H Pvll Off 

~ ~ 
Fl~r83 

b) 	 Select appropriate nijedlti (See Figllfe 4). 

For deltoid administration: 
• 	 23 gauge, 1 inch (25 mm) hypodermic $31&tv neeclle v1il.l1 needle pro1ecdoA 

d11VIGe for oon·ooese patients 
• 	 22 ~auge, 1.5 Inch (38.mm) hypo(jermlc safely needle with 111Jedle protection 

device ror Obese patients 
For gluteal administration: 

22 9&uge, 1.5 Inch (33 mm) hypooormlc safely needle with needle protecliJn 
devtce for oon~bese patients 

• 	 21 g:JI.IIJ~. 2 inch (50 mm) hypodermic salety neoole with needla protection 
device for cllese patients 

c} 	 Whlle holdlngthe needle cap, ensure ttte needle Is tlrrnlY seated on the $alety
device with a push. Twist clockwiseun1il S~UGLY fitted (See f igure5j. 

ABLIFV MAINTENA11 (arlpr,razele) 

r--..~- - Ne1:de 

~ cap 

7]J' 
Agure 5 

d) Thsn PULL needle-cap slraight up (SC!ij Figure 6). 

Needle n. 
cap _ __,. [L\ Pull 

fllutl 8 
e) 	 Hold syrirJ111 UPRIGHT and ADVANCE PLUN0ER ROD 31..0WLY TO EXPEL THE 

AIR. Expel air until suspension tllls nNdle base. If it's not possible to advaoce 
ptun()er rod to e)(pel the air, chack ttlat plunger rod Is rotatedto acomplete stop
(See Figure 7), 

" -- Expel ak unttl 
suspension IUls 
nssdle base 

'ff l1ero'a ~IA11Ce or 
dltflolLly o.rpal/Jtar, air, 
(,'l>>t>/( V~I />lll!)IYfOl111'>M!JIM<'/ !(> ,H;,ompl~n lMDp. 

Figure 7 
n 	lnJect slowtv Into l~e lJ1llold ,ruiuteal muscle. Do nol massage tho inj1.1Ction

site. 
Disposal Proc1d•a 
a) 	 Engage tf'ie ooedle safety deylce end safely discard al kit components 

(588 Figure 6). ABILIFY MIIINTENA pr..-allod dull chllllblr SVl'1.IIQII ts lot 
SIDDI..W18 only. 

Cover 	 Discard 

Figure& 

b) Roiate sites ol injection, l)etween lhe two deltoid or gluteal muscli!S. 

2.6 Vlal: Prlpt1'1ll1n a11d Ad..lnls1raton h1sll'uGlloa 

Pre11aratlon Priorto R1conallllth111 

For deap Intramuscular lnlec:tlan by ~aallhura prolasllonals olly. DD 11ot 
allmlnl!tar by anv 1lflerroule. l1Jact l•madlately aftilr reconatltutl1n. Admlnlller 
ence monthly. 
a) Lay oot and confirm lllat com~onenls listed below are providec in Ula kil: 

• 	 \~al of ABIL!FY MAINTENA (arlpiprazole) for axtended•rel!lase i~ectable 
suspell9I011 ~ophlllzed 110\!lder 

• 	 5ml vial of Sten1e Water lor Injection, US? 
• 	 One 3mL 1uer locksyringe wilh l)l'J•attached 21 gau~e. 1.5 in,:11 (38 mm)

hypodermic safety needle witfl neadle protection oevic. 
• 	 One 3 ml luer lock disposable syrlnoe with luer lock tip 
• 	 One viaIadapter 
• 	 One 2S gauge, 1 inch (2S mm) hypodermic sate1y needle wllh nee.!kl 

r,rotection devico lor deltoid administration in non-obes&patients 
• 	 One 22 gauge, 1.5 inch (3l! mml hypodermic safety ne~le with neodle 

prnteotloA dwlce for gluteal admlr.stratlon In non-obese pallents or 
11e1toil1 administ,ation in ooeoo patients 

• 	 One 21 gaug&, 2 inch (50 mm) hypodermic safety needla with needle 
prv'ttction device tor gluu:al administration in obese patiools 

3 



4111 ma Vlal 3111 ma Vial 
Dose Volume to Inlect Dose Volume to lriect 

400 mg lmL ~ -·­
300mo 1.5ml 300mo 1.5 ml 
2oomo 1mL 200ma 1mL 
160 nilJ 0.8 ml 160ma 0.0 mL 

ABILIFY MAINTENA111 (adplpmelt) 

b) ABILIFY MAINTE.NA should be suspended using the Sterile Waler ·for Injection as 
supplied In the kit. 

c) "Ole Stenle Water !or ln)ectlon aBCJ ABILIFY r~AINTENA vials are !or slngle·use 
on~. 

d) Use appropriabt astptic techniQues throvi,hout reconstitulioo and reoonstitute at 
room temperature. 

e) Select the amourit of Sterlle Water for Injection riee-ded for recooSlllutfon (see 
Table 2). 

Tabl, Z: Amoll'II ofSterile Walertor lr1Jecl1011 Nee••• ro, Rtcol18111ulftn 
480 maVIB1 a0D m11 vta1 

00$8 
Sterile Waler !Of Dose SLerile Water for 

lniecbon lniection 
400mo i.9 ml 300mo 1.5 ml 

l1111111tanl: There Is mora Sl1rtle Waltr fur Injection In Ille vial tban II need1d 
11 raconctltute ABILIFY MAINTENA (artplprazole) tor ell&11def-nilea11 lnJectable 
supenskln. Tha Vlal 111111 llewi men Stttil1 Waler lor lnlectlon: discard anr 
1tnusef p!M'Uon. 
RK11slltut1ao ul LyopllUlzecf PoWder In Vlal 
a) Remove the cap of the vial oc Sterile Water for lnlecdori and remove u,ecap or 

the vial oontainir1g ABIUFY MA.I NTENA lyophlll2ed powd« and wipe lhe tops 
with ast@rile alcJJhol swab. 

b) 	 Usmg the syringe with pra-attached IJyl)odtrmic s.i1ety no.Ole, withdraw the 
pre·delS(mJned Sterle Water for Injection volume from the vial of SlerlleWater 
IOI' Injection lnlO tne syr111ge (see FiQure 9). Reslaual Starl!e Waler tor In]ectloo 
will remain in the vial following v,itlldrawal; discard any unLJSed portioo. 

~-. . .. ) ) 
..~t,.. ..· J> t' 

t>.,. 

FJ1ure 9 
c) Slowly klject tM Sterile Water for lnJecllon Into 1he vial conlalnlno the ABILIFY 

MAINTENA lyol)hiliiud powder (see Figure 10)• 

."-.. ···"<...;i * 

\.l?

'-..... -:) 

--.....:._~-:""- ,= 

l 
,,, 

Figure 10 
d) 	 Withdraw air to equalize lhe pressur.i In I~ vial by pulllng bllCk slightly on 

tti@ pklng!Jf. Sul1$eQUl)fllly, lljJTIOV@ the IJO(ldll;l l rorn the vial. Eng11ge tho noodle 
safety devloo by using the one-ftanded technique (see Fi(lun, , 1). Genlly press
the sheath against aflat surlac& until the needle Is nrmlyenoagad In the needle 
protcctlon sheath. Visually confirm that I.fie needla Is hilt/ enoagad Into the 
neoole proteollon stieath, and discard. 

Fig.In 11 

ABIUPf MAIIITEII~tarlpl(l.dZOla) 

e) 	 Shake the vial vlQorously lor 30 seoonds urHll Ille raconslltuled suspension 
app~rs tllilorm (see Figure 12). 

Fl91re12 
I) Visually Inspect the reconstituted suspension lor pa~Ulate matter and 

dlscoloralion prior lo administration. The ruconstitutud ABILIFY MAINTENA is 
auniform, homogeneous suspension thal Is opaqae and mlky·whlte In color. 

g) 	 II me 10Jeotlon Is ROI partormed immetllately after reconstltutkln keep the vial 
at room te~etatute ai,d snl'IJ(e the vial vigorously tor at least 60 seconds to 
ru-suspond f)fior to inj~ion. 

h) 	 Do not slore Ille lllt onslitutsd suspensio11 inasyringe. 
PraparaUa11 l'rlorlD IRJ1dlan 
a) Use appropriate aseptic tedmt~ues throughout Injection ol the reconsllhlled 

ABILIFY MAINTENA suspensiOn. 
b) Asmovetne cowrlrom !Mvial acapter pac;l<age (see Figure 13). Do not remove 

the vial adaptet from the pacbge. 

fiGIU'& 13 
c) Usin" the vial adapt81'package to nandle lhs vialad8')ter, auacn the prepackage<! 

luer Jocksyringe to I.tie vial adapter (see Figura 14). 

. ~. /-· 
Figure 14 

d) 	 use the luer lock !P}ril!J? to rem011e the Vial adap~r from tne padlage ano discard 
the vial atlapl.-~e (SIieFigure 15). Po not touchthe spils& tip or \he adaDler 
alaw time. 

~ 
A011'8 15 

e) 	 Determine the recommended vofume fOf injection (Table S). 
Tabla 3;ABIUFY MAINTENA Rlt:Dnalllutad Slllpenslan Voh1me toll!Jact 
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AlllFVfflAINTENA• (arlplpru118 l 

f) 	 Wipe the top of the vial o1 tne reconatiluted M !LIFY fiAAINll:NA suSl)ension 
wllb a sterile alcohol swab. 

g) 	 Plac1 and hol~lhe vial oft~ reconstituted ABILlfY MAINTEl'fA sospensioo 011 
a hard surfite. Alla.ch the ada1>1er-syrlnge assembly 10 the vial by holding 1he 
outsideof the aclapter and pushing t~ adapter's spike ftnnly throuoh the rubber 
stopper,until the adapter snaps In !)lace (sn Figure 16). 

Flgur, 16 
h) 	 Slow., wltMraw the recommended volume fromthe Ylal Into the Juer looksyrtnqe to 

~llowfor i~eclion (St:~ Fi<J1,1re 17). AsmanilD9110lAI excm QOldu,:t will @QQO io 
.lb.Ull.eL 

.......... 

/ ­

,. 0 \ 
• , .,r . .J) 

..• 
Ftaura 17 

1n1,cuoa Proce~rt 
a) 	 Detach the h.ier lock syringe containing (he recomrnenood volume oi 

reconstitutedABILIFY MAINTENA SUSl*)SiOII rrom the vial. 
b) 	 se1aa1 theappropr1atehypodermic &afety needleand attachthe needle to Ille luer 

lock syrillge containing the 91lspeRSton for lnJecUDn. While holdlng the needle 
cap, eosure 11111 ne&!lle is 1irmly saat11d on the safot,; device \Wh a push. Twist 
clockv.1ss unm snualY litltd and then !XIII t~ needle cap straight awayfrom the 
needle (see FIIJllre 18). 

Rlr deltoid administration: 
• 	 23 aauoe. 1 inch (25 mm) hypodermie safety needle with needle 

protectiondevice tarnon-obese patients 
• 	 22 gauge, 1.5 ioch (36 mm) tiypodem,ic sclfety needle with 1113@dle 

prO(ect!Dn devtce forobese patltnts 
For gluteal administration: 

22 gauge, 1.5 Inch (38 mm) hypodermic safety needle wkh needle 
prQ1llction device tor non-obese patienls
21 gauge, 2 inch (00 mm! hypodermic safety n8fldle with 11eedle 
pr01ectiondevice tor obese patients 

Flture 18 
(c) 	 Slowlylfl)oot the recommended volume asaslni,le intramuscularlnliectlon loto the 

deltoidorgluteal muscre. Do not massage the injeouon site. 
lltt)O$al Proco•ure 
a) 	 Engage the needle sa~ deVJce as described in Section 2.6, Step (d) of 

Reconstltutlon of Lyophlllzed PowderinVialand salelydlscard allkitcomponems
(see Figure 8). Dispose of the vlals1adap1er, needle~, and syringeapproprla1e1v 
atter injection. lha S1et111 Watar ror h1JecUon and AOILIFV li'IAtNTENA ¥!alt•r• ror sl111le-11se o•tJ, 

b) Rotateshes ol lnJe<:ilons between the lwo deltoid or gluteal muscl&s. 
DOSAGE FORMS AND SmEIIGTHS 

For extended-re/ease 1njectable suspension: 300 mg and 400 mg of lyophlllzed 
poWder for rticonstitution in: 
• single-dose pre-filled dual cJiamber S}'ri1111e 
• 6fngle-dose vial 

Alll.lFY IIAINTENA• (arlplpmolej 

Tt'le recooslituted exleti!led-releasei11Ject21blesuspensionisauniform, homogeneous 
suspension that is opaQueandmilky-white incolor. 
4 	 CONTRAINDICATIOQS 
ABILIFV MAINTENA ls cootralndlcated In pat1ents wllh a known hypersens!livllY10 
11rlplprazole. HypetSenslllvlty reactions rBl"lfjlno from prurlrus/urt!caJ1a to anaphylexls
have been reported inpatients receiving anpipcazola {see ADVffiSfRcACTIONS (6.1 
Jnd6.2)l 
6 	 WARNINGS NI> PRECAUTIONS 
5.1 lmeaaell M11r1al lty In Elderly Patle1t1wNhDamentla-Ralated P9Jcl101II 
Elderly patients wiltl dementia-related psychosis treated witll aolipsyooo~c drugs ere 
a.tan increased l'iS'k o1 de;itf1. Analyses DI 17 placebo-controlled trials (mOdal duraliOn 
of 10 weeks), largllly io patients laking atypical antipsYthotic drugs, ~ealed arisk 
of death In drug·Lrea!eo patients of belween 1.6 to f.7 times the risk or deadl In 
placebo-treated patients. over tne course of a typical 10-week controlled trialhthe 
rate of ooath in drug-trea1ed patients Wll6 about 4.6%, complll'lld to a raJe of a out 
2.6% in the placebo group. 
Allllough the causes ot dtathwerevaried, most or ttJe deattw. appeared to beellher 
cardiovascular (e.g., Mart railure, slldd&n death) or i11eclious (e.g., pooumonla)
in nature. Observational studies suggesl that, similar 10 atypical antipsyct1otic 
drugs, treatment with conventional antil)5ychotic<lfl.lQS may increase mortality. The 
eld.ent to which the findings o1 increased mortality In observational studies may be 
attributet! to the antlpsychotlc drug as opposoo to some chara.cterlstlc(s) or tne 
patientsis not clear.ABIUFY MAINTENA is notapproved lor lhe treatment of patients 
with dementia•relaled psychosiS. 
5.Z 	 cerellrovascular Am11e Reacllons, lnaudillg stroll, In ElderlJ Patlenll 

wllll Demantla-Relatell Psyllhnla 
In JJlacebn-<:onlrolled cllnloal studies (two llexlble dosa and one fixed dose study) 
of de~ntia-r$teo PSY<:l'lOSi$, Illere w11s ill! im)reas1:r;t irw;lde11;e of cerebrovascuhtr 
adverse reactions (&.g., stroks, transient lsctlemic attack), including fatalities, m 
oral ariplprazole·treated patil!flts (mean age: 84 years; range: 78·88 years). In the 
fi)(ed-dose study, there was astadstlcaOy slcinHicant dose response relatlonshlp for 
cerebrovascular adverse reactions in patients treated •Mithoral enpiprazole.ABILIFY 
MAINTENA is not appro\/80 tor the lrealmel'lt ot patients wit11 clome111ia·related 
psycho&I&. 
5.3 	 Ne1rol11•tlr. Mallg1a11t 8J11drom1 
Apotenllally falal symptomcomplek some~mes relerrad loas Neuroleptlc Mallonant 
Syndrome (IIIMS) may occur with administration 01imllipsychOtic drul)S, ilcluding 
ABILIFY MAINTEflA. Rare cases of NMS occ1Kred during aripiprarole lnratm,nt in 
the \'lorldwide clireical database. 
Clinical manllestatloos of NMS are hyperpyreKla, muscle rigidity, altered mental 
status, and evidence of autonomic instabllfty (Irregular pulse or blood l)(essure, 
tJcnyc-ardia, diaphoresis, and cardiac dysrhythmia). AdditiQnal signs ~Y ilclude 
elevated creaUne~hosphorllase. myoglol*lurta (rhabdomyolysls), and acute reBal 
1aih.-e. 
The diagnosticevaluation of patients witti ttiissynorome is complicated- In arrivingat 
adiagnosis, i1 Is Important to8)(cl1Jde cases where lhecllnlcal pr96enta~on Includes 
both serious medical Illness (e.g., pneumonia, systemlo Infection) and untreated or 
inadequately trealed exJrapyramidal sig11s lll'ld symptoms (EPS). O!Mr imcioiU;U 
wnsiderations in the differentii. diagnosis include central anticholinergic toxicity, 
heat stroke, drugFever. and primary central nervous syst9fl'l palholC,VJY, 
The manai,ement of NMS should lriclude: 1) Immediate dlscontlnuallon ol 
antlpsychotlc drugs and other drugs not essenllal 10 concurrent lher&f)v; 2)
inteiisive syrnptomaliC 1,eatment anlfmedical mooitoring; and 3) treatment of any 
cr;iru:ornilant serious mlJ<ii~ problems for which specific 1reatm1mts ar@available. 
There Is no t,eneraJ agraoment about specific pharmacologloal treatmtnt reglmsm;
for unoompKcatad NMS. 
11a patient requires antlpsychotic dru" Iteatrnent afler recovery from NMS, the 
potential n,introduclion of drug therapy should be careful~ considered. The patient 
should be carstully monilor9d, since nicurrences ol NMS have been 11porlttd. 
!i.4 	 Tantl,11 O,stlnasla 
A sy11drome ol polertlaly Irreversible, Involuntary, dysklnetlo movements may
develop in pa11en1s trealed ~~th antipsychotit drugs. A1thoug11 the prevalence 01 
ltle symtroms aJ)Ptlars to be highest among the slderty, especially elclerty women. 
it is mpossible to rely upon prMlence estimates to predict, at the inception ol 
antlpsyohott 1rea1men~ which pallen!s a1'8 llkelyto developthe syndrome. Whethar 
anlipsychotic drug products dnler In their potential to cause tardive dyskinesia is 
unlmowo. 
The risk ol developmg tardlw dyskilesia and lt111 fiklllihood that it Yril bewrne 
lrreverslt>le are believed to Increase as Ille duration of treatment and the total 
cum11lati,;e dose ol antlpsychollc drugs administered ID the patient increase. 
However, the syndrome can tlevelol), allhough much le3S CQmm()llly, ~tter rel!!lively 
brier tniatmerit penoosat low clo.ses. 
There 16 no kno\'ffl treatment !or established tardi\Je dyskinesla, although the 
syndrome may remit, panla~ orcompletely, II antt115ycilotlc treatment IswltMrawn. 
Anlipsycholic treatment, ilSeif, however, may ~ppress (or partlally suppre,s) 
the silJ{ls an«l symptoms of the syndrome and, lher&l:Jy, rnay possibly mask the 
underlying process. The effect ol symptoma1ic suppression 011 U1e long-term course 
of the syndrome ls unknown. 
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Given these considerations, ABlllFY MAINTENA shi>ukl l>e prescribed in a manrier 
that is most likely to mlnknlze tM occurrence of lardlve dysklnesla. Chronic 
antipsychotic treatment should genereUvbe reserved for pa11ents who sutler from a 
chronic illness tlrat 1) is known to respond to an t11)sych0Uc drugs and 2) lor wnom 
alternative, equally eflectivs, but potentially luss harmful treatments are no1 available 
or appropriate. In patlents who do require chronic treatment, th9 small~t dose a11d 
tl1e shortest duratio/I of treatment producing asatlslac1ory cllnleal respoose should 
be 51:1ught The need forconlinued treatment should be reassessed perlodlcally. 
If sigris and symptoms of tarclive dyskinesia appear in apslian1 lre.ated viith ABILIFV 
MAlfJTENA drUQ discontinuationshouldbeconsidered. Howwer, some p;itients rn11Y 
require trea1men1 with ABILIFY MAINTENA d8spl1e tne presence ol the syridrome. 
5.5 MMablllc CltHOII'! 
Atypical antil)Sycilotic dl'U\fS have been associated with melabollc chan{les that 
Include twperglycemia/diabetes melli1us, dyslipidemia, and weight gain. Wnile all 
dru!JS In the class have t>een soow11 to prod.ice some metabolicctianv-s, eacfl drug 
has lls own speclftc risk protlkl. 
Hy~ert11lC$1ttla/Dlallieles MelUIIS 
Hyperglycemia, in som8 cases extreme 1Jml a~sociated witn aiabetic ketoacidosis, 
hyperosmolar coma, or dealn, has been reported in patien1s treatoo witl1 atypical 
antlpsyohotlcs. There have been repons o1 tiypergtycemia In patienis treated with 
aripiprazale {see ADVERSE REACTJONS (6. 1)/. As11essmeot of the relationship 
belweall atypil;al antipsychotit use and glucose abnormalities iS complicsted by 
the possibUfty ol an increased background risk ol diabe1os mellitus in pa1ienl$
with schizophrenia and the ln<:reaElng klcldsnCII of diabetes rllllllitus in ltle general 
population. Giventhese cootounders,the relatlonshl~between atypical antlpsycho!lc 
use and hyperglycemia-related adverse reac tion,s is not completely ulldetstood, 
However, epidemiological studies suggestan increased ri$k othyperglycemia-relaled
adverse reactions In patltnls treated wllh the atypical antip&Y(:hotii;s, 
Patients with an establlshed dlagnosts ol diabetes meUltus who ilre started on 
atypical anlip~chOtics .should be monito,ed mou~rly for worsening ol glucooo 
control Palientswith risk lactors for diabetes mel litus {e.g., obe91tY, tam!ly history 
of diabsles), who are starting tre~1ment with atypical antipsychotic:s should undergo
tasting bloodolucose testing at ths beginning of treatment and perlodically during 
treatment. Any patient traated with atyplcal an!l?Syohotics should be monitored 
for symptoms of hyperglycemin including polydlpsle, potyur1a1 polyphagla, and 
weakness. Patients who c!evelap 5Ymptoms of hyperglycemiadunng treatment with 
atypical antlpsychotlcs shouldunih!rgo lasti1111 blood gluc<JSt testi119. Insome cas~. 
hyperglycemia has resolved wtien the atypical ailtlpsychotlc was discontinued: 
however, some patients required contlnuatloo ot anti-diabetic 1rea1ment desplle 
disCQntinuation of tile atypical antipsycholic drug. 
Ina short-term, placebo-controllad randomized matin adults wilh schizophrenia, the 
mean changeIn las11no glucose was +9.8 m(J(dl (N=88) i11 lhe ABILIFY MAJNTENA· 
treated patkmts and tO.Tmv/dl (N::,59} lntllllplacebo-treatad patients. Table4shows 
the proporlioo ol ABILIFV MAI r:.ITENA-traated patients with normal and borderline 
fasli"' glucose (It bl!seline and their cilanoes. in fasting grucose measuremen1s. 

Talo4: Promirtlon 01 PaR11111& 1111111 Potedllnl CllnltallvReJevantChaogas In
Faauna Glaca, tram a 112-we,k PJ1c1bo-Cailtroll ld Ma11olherapy
1,1a1Ill'Ailllt Pallanb w1ti! Se1112aJ1tra11la 

Categorv Change {at leaat 

anca) from la1alln111 
 Tru lment Arm % 

Normalto High 
nfN' 

A81LtFY MAINTEN.~ 7lB8 8.0 
(<100 mg/dl to .1:126 mg/dl)Fasting Placebo 0/75 0.0 

GIUCDl8 Boroerunato HIDA 1/33 3.0ABILlfY l.4AINTENA
i~100 mg/dL and <126 mafdl 

to~126m!!{~~L__ _________P~~-- ..~:~ -~~~~-y 
•r~.. the total number of subjects who had a measurement ai basellne alld al least 

oree post-b~llne result. 
n= lhe nurntx:r or subjects. with apotentially clinically relevanl shill. 

Dydlpt lltmla 
Undesirable altera~ons In lipids have beenobser'18d inpatieots ITT1ated witti atypical 
antlpsychotlr.11. 
Table 5 shows the propoi'tlon of adult patients from one shon·t&rm, placebo­
controlled randomized trial in adults with .schiz(lflhrenia taking ABILIFV MAl!tTENA, 
with cllaJ'lf,les In total cholesterol, fasUng triglycerklos, mting LDL cholesterol ijnd 
HDLchOlesterol. 

'1111 

Allt.lFY MAJNTW• (aJltllpruola) 

ProP<Jrtfoa i,1 PJtllJllb lllllll Pat..-uar Cll•ltally RelavantChallues In 
BIOCMI u,td Panm111le~ From a 12·W'8k Pl,ceb&-Cootrollid 
M111atharapy Tlial II Adllll wllh SChlzophranla 

total Ch1IHterol 
Normal to High 
(<200 mg/dl to 2:240 mg/dl) 

Tr881ma,11 Am I.IN" % 

ABILIFY MAINTENA 

Placel>o 

3/83 

2173 

3.6 

2.7 

Bordarllne lo H1gh 
(200r<2<10 moidL to 2'2<10 ma/dL) 

ABILIFY MAINTENA 6/27 22.2 
Plai:ebo 2119 10.5 

Any it1CJS3M 
(2'<10 mg/dl) 

ABILIFV MAJNTENA 15/122 12..3 
Placebo fl/110 5.5 

Fastln1Trlglycerlda 
Normal to Hian 
(<150 mo/dl lo 2:200 moldLI 

ABiLIFY MAINTENA 7/98 7.1 

Placebo 4/78 5.1 

Bordertkle to High 
(150- <200 mg/dl to2-200 mg/dL) 

A8iLIFY MAINTENA 3/1 t 27.3 
Placebo 4/15 26.7 

Any increase 
( .l!SO mg/dl ) 

ABILIFV MAINTENA 

Placebo 
24/122 
20/110 

19.7 
1a.2 

Fa1tln1LDLCbul11ten:,I 
Normal to High 
(<100 ma/dL to 2:1som<Vdl) 

ABIUFY MAINTENA 

Placebo 

1/59 

1/51 

1.7 

2.0 

Borderline toHigh 
(100-<160 mg/dl to :?160 mg/dl) 

ABILIF't MAINTETIIA 5/52 9.6 
Placebo 1/41 2.4 

Arr, increase 
( ~30 mg/dl) 

ABILIFY MAINTENA 17fl20 14.2 
Placebo 91103 8.7 

HDL Cllula terol 
Normal to Low 
(~40 matdl to <40 mo/dl) 
Ally dec11.1ase 
( ~20mg/dl ) 

ABILIFV MAINTENA 

Placebo 
ABILIFY MAINTENA 

14/104 

11/87 

7/122 

18.5 

12.6 
5.7 

Placebo 12/1 10 10.9 

• N =lt\e total number of subjects who had ameasurement at bilSellne and at least 
onopost-basetlne result. 

n= the numtx:r ol subiects with aPQtel'ltiallyclinically relevant shilt. 
Wetllld G11tn . 
WeiVlit gllin has been obseNed with ~pica.I antip~ych(ltic u~ .Climcat mooitoring of 
weight is rGcommt11ded. 
In one s~ rt-term, Placeb~controlled trial wrtti ASILIFY l\.4All\lTENA, the mean 
change Ill body weiont at W&ek 12was ·•3.5 kg (N=9Q} in 111, ABIUFY MAINITNA· 
trealed patients and t-0.8 kg (N=66) In the placebo·1rea(ed pallenls. 
Ta~e 6shows the ~en:entageof adult patientswith weight gain ~7% ol body weigh! 
In ashort-term, placetKH:onlrolled trial with ABILJFV ~INTENA. 

Table 8! Pan:a1ta11e at Pallenll From a 12-Walk Placabo·Coltrolled Trial l1 
Adult PaHenh Wj!h Schltophrula wllh Walg•t Gali ~7'.k ot Body 
W•lnht 

WatahtJaln ::i:7% of 
bdy II .gbt 

Tteatmant Arm N• Patlenll n (%) 

A81LIFY MAINTENA 1~ 31 (21.5) 
Placebo 141 12 {8.6) 

• N• the total number ol subfects who had amaasurement at basallne andat least 
one post-baseHne result. 

U PalholDUIGal GanibhD and Olhtr ComptdSlve Bella.tort 
Post·ml!rketing case reports sugg6$1 that patienl.S cari elPerles,ce intense urgM, 
particularly for gambling, and tM illi!bWty to co11trol lh13$e w~s whilo tl!king 
aripiprazcle. Othercompulsive urgss, reported less fre(Jlenlly. include: se)(Ual UfllllS, 
shopping, ea~og or binge eadng, and other im:,ulsive (Jr comp~sive behaviors. 
Because patients may oot reco0ntze these bah~liiors as abnormal, II Is 1111)oria!ll 
ror pl"8sctlbers to ask patients or their categlvars speclffcally about the develol)(Mnt 
or r,aw or intense gamblng urges, compulsive sexual urges, compulsive siloppklg, 
binge or compulsive eating, or other urges while beir'IQ treated wilh arlpiprazole. 
ll should be noted that impulSHontrol symptoms can be associ.ateo with the 
underlying disorll8r. 111 some cases, although not ..-. urges were rePorted to have 
stopped when thedose was re(juced or tflemed1cation "1asdisco111inued. CO!Tlpulsi"¥e 
betiavlors may result In harm to the patient and others ii not recognized. Co11sider 
dose reduction or stopping the m8dk:atlon If apatient develops such urgss. 
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5. 7 Orttlodallc Hv,oteoslon 
ABIUFY MAINTENA may caun orthostalic hyp1Jtens1on, perfliiPS due to its 
a.·amreoorglc receptor ant.19onlsrn. In lhe short-term, placebo-controlled trial in 
adull9 with &eillzophrania. t~e adverse event or prasyncope was rel>()rted In 1/167 
(0.6%) or patients treated v,lth ABILIFV MAINTENA, while syncope and ortnostatk: 
hypotension ware each reported In 1i172 {0.6%l or patients treated wltfl placebo. 
DurlnB lhe stabillzatlon ~a9e ol lhe randomlzed-wthdrawal (malmenance) study, 
onhcstasis-r'elated advel'!le events w1erere~rt~ In 41576 (0.7%) of patl011ts rrea1ed 
with ABIUFY MAINTEIJA, induding abnonnal orlhosla1ie blood preS!lure (1/576, 
o.2r.), posttm" dizziness (1/576, 0.2%), presyncope (1/576, 0.2%) and orthostatic 
oypofension (1/576, 0.2%). 
In lhe stiort-terrn placebo-controlled trial, Ihm weru no patienls in eimer treatment 
group with aslgnlll~nt orthostatlc change fn blood pressure(defined as adecr8a&e 
In systolic blood ?f8Ssure ~20 mmHo accompanied bv an mcrme in heart rase 
~25 whE!fl comparing standing 10 supine values). Dul'lng the stablllzal1on p~ 
or tile random,zed-withdrawal (maintenance) study, the Incidence or r.lgnltltant 
~slatic chllnge in blood pressure was 0.2% (11575). 
5.8 Laokopenla, N11utropenl11, 11111 Agranuluyt11&l1 
In clinical trials al'ld post-marl<eling experience,leukopenlaandneutroi:ienla havebeoo 
repi;mer;I 11:IJl)orally related to antipsycho~c age'ls... inclutllnqABIUFY MAI NlENA. 
Agranulocyto&is has also been reported (sf16 ADVC11SE P.EACTit»JS (6.1)}. 
Possilla risk factors forlllukopenia/neutrcipen1a include pre-existing low white bloOCI 
cell count {WBC)/absolute neutrophil count (ANC) and a history of 1hHJ·mducal 
leukopenlalneulropenla. ,~ palle!lts ,iAh a hlsklry of a cflolcatly significanl low WBC!Att; 
or drug·loduoed leukopenla'neulrop4nla, perform aCO(TijNle blood coun• (CBQ) ~uently
durtna lhe firs! few monllls ol tharapy. In such pa~ents, consider dlscon1muat100 or 
ABIUFY MAINTE~JA at the fltst sign of a clinically significant dectln& In WBC In me 
absence of other causative factors. 
Mcnitor patients with clinically slgnlllcant nat1tropenla for fever or Olhar symptoms
or signsofinfection and treat p'°mptty Ifsucl1 symptoms or signs occur.Olsoontlnue 
ABILlFY MAINTENA In patlenls with 9eVere netrtropenla (absolute neutrophll count 
<100Wrnm3) and follow their wee cou~ unti, reoovet'f. 
5.9 Satzures 
As with other anlip$Ych01Jc drugs, use A.BJLIFY MAJNTENA cautiously in pa!i&nls
with a histor)' of seizures or with cond1lions !hat lower the seizure threshOld. 
Conditions that lower the seinlre threshold may be more prevale11l in apopul~ ion 
of 65 ~rs or older. 
6.il Potential far COgoltln and Motor l~alrrnellt 
ABILIFY MAINTENA. like other anlipsychotics, may impair judgment, thinking, or 
motor skills. ln&truct pallenti; to avord operaUng hazardous machinery, inclllding
alliomoblles, untll they are reasonably .:ertaln that therapy with A81 LIFY MAINTENA 
does not affect them adversely. 
5.i1 Botly Ttmperature Ragulatl1n 
Disruption of the body's abllltv to reduce core body 1emperarure ~as bEleri attrlb~ted 
to antlosychotk: aoenls. Approrrlate care Is advlsea when prescribing ABILIFY 
MAINltNA for palfents who \'Ill be elCporlanclng condlUons which may contrlbu10 
to an elevation in C()te boi!V 1emperature, (e.0.1 exercising strenuously, e)((losure 
to IIXf:rame heat, ~eivilg conoomitant medication wl!h antlchol!nerglc acUVlty, or 
being :;ubiect11:l tlQhydration). 
15.12 Dyspl11l1 I* 
f sophageal clysrnolility and Jspiration have been associated willl antipsychotic drug 
us,. includi~ ABILIFY MAl!tj'fENA. ABIUFY MAltlTENA and other illltill$ychotic 
drugs should be us&d cautiously in palienls at risk for aspiration p11eumonia {s~ 
WARNINGS AND PRECAUTTONS (5.1)}. 
6 ADVERSE REACTMJNS 
The foHowlng adverse rsa.ctloneare discussed ill more detail in other stlC!ions of the 
labeling: 
• 	 lncnased MD11allty In Elderly Patients with Dementia • Related Psychosis Use 

[see BOXED WARNJNI) and WARNINGS AfJD PFffCAUTJONS (5.1)} 
• 	 terebrovascular Advsrse Reactions, Including Slroke in Elderly Patients wilh 

Demen~a-f\elated Psyctiosls [&88 tlOXED WARNING and Wl1RNINGS AND 
PRECAUTIONS (5.2)}

• 	 Neurolef!tic Maliq11ant Syndrome [see WARNINGSAND PRECAUTIONS (5.3))
• 	 Tardive uys1<1nesia {ser, WARNfNGS AND PRECAUTIDJJS (5.4)/ 

Metalloltc Chang86 [see WARNINGS AND PRfCAJJT1(){1JS (5.S)J
• 	Palllolcgieal Gambling and Other Compulsjva Behaviors {coo WARNINGS ANO 

PRECAIJT10N$ (5.6)}
• 	 Orthoslatic Hypotension {see WARNINGSAIJD PRECAUTIONS (5. l)J 

leukopenla. Nautropenla,and Agra11[jocytosis {s6B WARNfNGSA(lff)PRECAUTIONS 
(5.8)} 

• 	$eini~s /see WARN/IVG$ AND PRF:CAUTIONS (5.9)} 
• 	 Potential r~ Cognitiwe ~rl(I ~ tQr Impairment (see WI.RNJNGS AND PRrowTJONS 

• 	,~:JfemperatlJl'e Reglllallon {s91i WARNINGS AND PRECAUTIONS (5.1 f)] 
• 	Qyspna~ia (see WARNINGS AND PRECAUTIONS (5.12)] 
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A91LIFY DIAINTENA• (artpl,razole) 

&,1 CQ11tul Trials Experl1111Ce 

Because clinical triats art conducted under widely Yllrying conditions, adverse 

raaclion rates observed in the cllnicaf trials of a drug cannot be directly cornpa,ed 

to rates In theellnlcal trials of another drug ano may not reflect the rat9S observe~ 

In jlraotlce. 

Safety Datal>IH ot ABILIFY MAINTENA illlld Oral Artplprazolt 

Oral arlpiprazole has been evaluated for safety in 16,114 adult palienls wtio 

participated In multlple-1loss,clln!ciil trials In schizophreniaand otherIndications, aod 

who hadappro)(lmately 8,578 patient-years of e~posure 10 oral ar1111praiole. A total or 

3,901 pallents were treated with oral atfplprazole fotat least 180 davs, 2,259 patial1ts 

wera treated with oral aripiprazole lorat least 360 days, and 933 patients continuing 

aripip~Ole trealmont ror a.t least120 Clays 

ABILIFY MAINTENA has been ttvaluated for sat~ in 2,188 adult palienls in Clinical 

trials In schizophrenia, wilh approximately 2,646 patient-years of eiwowre to 

A81LIFY IJIAINTENA. A total of 1,230 pabel'lts were lriated wilh ABILIFY MAINTENA 

for at least 180 d~ (at least 7 consecurtve lnjeollons) and 935 patlents lreated 

with ABIUFY MAINTENA had at least 1 year of exposure (at least 13 consecutl't'e 

illjecllons). 

The condltloos aoo duration o11rea1ment with ABILIFYMAINTENA inc!ud~ double· 

blind and o~n-la.bel studies. Tile salety data presented bil'IOw are aerived from 

the 12-week jfout>le-l>find placebo-oontroUed study or ABIUFV MAINTENA in adult 

palionts with schizophrenia. 

Adverse RilHflOOs wttJ1 AIIILIFY MA1NTB1A 
Most Commofl{y ObSfN,cf A<1v1lSII RNclions in Dou!J~-Blil1d. Pli1C6bo-G<Jntr(lflld
Ctmi.al rr;ars in Schizopllr, nia 
Based o,i the placebo-controlled trial of A81LIFY MAINTENA in schizopttrenia, tl'M! 
most commonty obs9rved adverse reaclions associal&d wittl ttie use of ASILIFY 
MAINTENA"1 patients (hlcldence of 5% or greater and arlplprazole lncldeflC8 at leas! 
lwlce that for placebo) were lncroosed weight (16.8% "s 7.0%), akathlsla (11.4%vs 
3.5%), lnfectlon slle pain (5.4% \IS 0.6%) and sedallon (5.4% vs 1.2%). 
CammonNReportedAdverss Reactfons In Dou/Jle·BNnd, P!acebo•Controlfed Cllnlcal 
Trlsis In Scblzophrenla 
The following flndlnos are based on the d01Jble·blind, plaoebo·controlled trial tllat 
compared ABILIFY MAJNTENA 400 mg or 300 mg to placebo In patkl~ with 
schimphrenia. l'able 7 lists the allverse reacuons reported ,n 2% or more ol ABlllFV 
MAINTENA-lreated subjects a11d at agr11aterproportion than rn Iha placebo group. 

labll 7: 	 Mverae AeactloRS In ~ 2% ol ABIUFY MAINTENA-Trutad A.dul 
Pttle•ts 1111111 Sclltzo,~ranle I• a 12·W18k D11ullla·BU1d, P1ace110-­
C.r11ro11ad TllaJ• 

Ptnttlltb0$ {If Plllle~ Raport1•r Retti:IIOII' 
Sy$1trn Organ Cl&:$$ 

Preferred Tatm 
ABIL.FT MAINTENA 

,..1a71 
Placebo 
(n.172) 

Gastl'olntnltnal Disorders 
Gonstlll'!lkln 10 7 
OryMoulll 4 2 
01i1rrl1ea 3 2 
\lomltlng 3 1 
AbQominal Di:;;a;omlQrt 2 1 

Ge111ral l>lsoners aad Admll'llslrltlo• SIie C.,dlllolW 
Injection Site Pain 5 

ln1actlons and Infestations 
Upper Respiratory Tract 4 	 21nlectlon 

lnwlllgatlo• 
Increased Weight 17 7 
~l<li'$1;ld Weight 4 2 

Musculouelebll And C1111ec:tlve Time Dl111rd1n 
Ar1hralgia 4 1 
Bad< Pain 4 2 
Myalgia 4 2 
Musculoskeletaf Pain 3 	 1 

Narll'llus Syllam Disorders 
Akalhlsla 11 4 
SedatiOll 5 1 
Dizziness 4 2 
Tremor 3 1 

Reaplrltlry, Thoracic And Madlastlnal 
Nasal Co11aestion 2 

• 	This table tlollS not Include, ar;lverse reactions which had an i11cide11Ce equal to 
or less than pracebo. 

Other ArJvme Reactions Observed During the CllnJcal Tr/sl Evaluation of ABILIFY 
MAJNTflJA 
Tile lollOIJ/lno llstlng does not Include reactions: 1) ak'eady listedIn previous tables 
or elsewhere in labeling, 2) lot which adrug cause was remote, 3) which wem so 
general as lo be uninformative, ~) whid1 were not considered lo have signilican! 
c~nical inplicalio11s, or 5) which occ11Ted at arate equal lo or leSs than placebo. 

7 




""""" 

Aeactk>ns are categorized by body system a~ording to thu followln11 detlnHions: 
fteqtJentadwrse reaotlonsare those occurrin9 In al least 1/100 patients; inffB{ftJBnt
adverse reac~ons are those occurring In 1/100 to 11'1000 patients; rare reactions are 
!hose oocurnng In 1ewer than 1/1000 patients: 
Bloodand Lymphatic Sysrem Oisordefs: rare- lhrombocytopenia 
C!rrJlac Disorders: infrequent· 1achyeardla, rar, • bradycardla. sinU6 tacltycarcl ia 
cruJacrinBo;sQrrJers: ""• hyp0c>rol.ctint1mii1 
Eye Disor'd6ts: /tJfreQtJeitt · vlsloo blurred, oculogyrlc crisis 
Gastrofntestinat 0/soraeri: iflfrn,tlfnt - aboominal pain upper, dyspel)Sia, nausaa, 
rare· swoll8fl loogue 
G<lneral Disonters and AcJministntffort Site ConditiMS: lte41Jent - fatigue, 1nJeoUon 
site reaclions (1r1cludi11Q erythema, induration, pruritu$, injection site reataon, 
f>Ylslllno, rasfl. lnflaml'!la~ori. heniorrhage), illfr,qwnt • ch6$t di~01T1lort, g!lit 
dlsturbaooe, tarB • lrrltablltty, pyraxia 
Hapato/Jiliary Discrd~rs: rare- drug induced livef i~ury 
lmm11ne Sygrem Dl~e,3; f81'9 · drug hypersensitivity 
Infections and fnt~rati0f1S: rar11 • nasopharyngitis 
Jnvesti(Jdtlons: ktfrequent• blood creatlne phospholdnase Increased, blood pressure
decreased, hepatic enzyme increased, liver lunonontest abnormal, &lectrocarniogram 
QT-prolQnged, rar,: - blood biglycericles decreased, bloOd cholesterol cleorelll!ed, 
electrocardiogram T~aboorm;I 
Me~bollsm and NutrfrJon Disorders: Jnfroquenr - decreased appetite, obesity,
hyperiRsulinemia 
Musculoskefsta/andConn,cri~ T1Ssus Oisurdfrs: infrsqufflt· joint stiffnees, IJll.lscla 
twltcl'llnQ. rare· rhabdomyolyGls 
N,rvaus Sys/Mi CJiwrcltJra: irrfrequent - cogwhflel rigidity, ei<trapyramiclal disorder, 
hypersomoia, lettiargy, ral8 - bradykintiSia, oonvulsion, dysoeusia, memory 
impalmlenl, oromandilxi lardystooia 
PsycrJ8tric Oisorde1s: fre(Juent - anxiety, Insomnia res0o9Sness, Intrequ911! 
- agitatiOn, nruxism, depression, psychotic dlsord81', sulcldal Ideation, rare • 
aggression,hype,sexuality, pan IO altack 
ReTldl ar,dUrinary Dlsorde~ rare· glycosllrla. po61akiuria. urit1ary incontir1ence 
Vascular Disoro~: imrequenr- hypertension 
DBmographic Oitrerances 
An examiri.i1ion ol populalion subgroups l'ias performed across demographic 
subgrtHJP cat!ries for adverse reactions experien~d by at least 5% o! ABILIF'f' 
Mf>.INTENA su · cts at least twice rate ol tho placet>o Q.i,., incr&as~ wel ht 
akat~lsla. lnlec! on site pain, am! sedation) in tile double-blind placobo-co11tro~ed 
!rial. This arialysis did not reveal evideni;eofdifferences in safety differential ad11erse 
nactfon Incidence on the basis ol a,;11, ge11der, or race atone; however, there were 
few su!)Jects ~65 y~ars of age. 
fn/Betfon SllB Raactions of ABILIFYMAfNTENA 
In lhe dia from the$horHenn, ~l~ltld, pl~bQ-(:Ontrollell trial will'I AE!ILIFY 
MAINTENA In palienlswith scflrzophrenia, lhepercent ot patients n1porti rig any injection
site-rela~d adverse reaction {all TIJl)orted ~ inj@ction site sain) w~ 5.4% tor patienis 
trea1ed with gllieal administered ABILIFY MAINTENA and ,6% lor placebo. Themean 
intensity of inje~ion pairi reported IJ)' subjects using aviS\Jal analog scale (~ no pair'I 
to 1~nbearab~ paln1ul) apP.roxlmately one hour attar injectionwas 7.1 (SO 14.5> 
for !he fl~ Injection and '4.8 (SD 12.-4) at ltle last Ylsit in I.ho double-bllnd, placebo· 
controledphase. 
lri an open-label study cornparirig bi~va~abilily oi ABILIFVUAINTENA administered 
In the deltoid or gluteal muscle, if'ieclion site pain was observed in bolh groups at 
approximately equal rates. 
Exrrapyram/dai Symptoms (EPS) 
In the short-term, placebo·ccmtrolled trial 01 ABJUFY MAINTENA in a(lults wi11'1 
schlzophrellla, lhe Incidenceof reported EPS-related events,,~ludillg even~ related 
10 al<athisla, IOfABILlfY MAINTENA·treated !)a~ents~ 9.6'1> vs. 5.2"/a tor placebo. 
TIie lncldsn&e of akathlsla-related evenls for ABILIFY MAINTENA•treatud pation\s 
was 11.5°1. vs. 3.5% for placebo. 
Oyston/a 
Symptoms o1 dystonia, prolooi;ed abnormal contractions of muscle groupS, may 
occur In susceptlble indlvlduals during 1he first lew days ol treatmllflt. Dvstonic 
symptoms lrw:lude:spasm of 1he neck muscles, sometimes progress1110 to lightness
of tile throat, swallowlno difficulty, d~flcultv breatlllna. and/or protru6ion ot the 
tongue. White these symptoms can occur al lowdoses, they occur more lr11quently
and wtth greater 9everi1Y wllh tdgh potency and nt hlilher doses of first generation 
antlpsychotk: druos. Afl elevated risk of acute dystooia is obs-'Md in males 
ltlld younger age iiroups. In the short·term, placebo•controaed llial of ABIUFY 
MAINTENA jr'I ad11lt9 with schizophrenia, the Incidence o1 dystonla was 1.8t/o tor 
ABIUFY MAINTENA vs. 0.6% for placebo. 
Noottope!IJ8 
In the short-term pracebo-corttrolled trial of ABIUFY MAINTENA lo adults with 
schl~oohrenie., lhehictd~nceol neutropenla(absolute neutrophil counl ~1.5 ltloustuL)
!orABILIFV MAINTENA-irae.ted 11at1ents was 5.7% vs. 2.1 %for placsbo. An ab6olule 
neutrophl count of<1 t~ousfµL (I.&. 0.95 thousfµL) was observod In ooly one palfent 
on ABIUFY MA.IITTENAand resolved spont!llleousfy vllthoot any associated adverse 
events [see WARNINGSANO PRECAUTIONS (5.8)J 
Mve,-se Reactl<>ns ReportedIn CHntcal Trrllfs withOral Arfp/praw/9 
The following ~ a list ot ~dltlorial adverse reactions ttlat have been reported iri 
cllnloal trials with oral al'lplprazole and 001reported above for ABILIFY MAINTENA: 
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Cardiac Di$arders: palpitations, i;ardiopu1mooary failure, mvocilrdial i'lfart:tion,
cardio-respiratory arrest, alri011enlrieular block, extrasystoles, angina pect0tis, 
myocardial lstllemia, atrl;JI llulter, i;up~entriwlar tachycardia, ventricular 
taChycaroia 
Eye Oisorders: photophobia, diptopia.eyal'id edema, ptiotopsia 
GaslrOintestin.al DisorrJus: gastroesophzgeal retlox disease, swollen tonll(le, 
eSOPlragilis, paocreatitis, stom3Ch discorntort, toothache 
Geneflll Dis()(cfcrs 811(1 Administralion Site r:muJitions: aslhenia, peripheral edema, 
chost pain. lace edema, angioedema, hypothermia, J)air'I 
Hepatobi~ry Dison;JerS: ht:Patitis, pundic& 
Immune System ®orae~: hypersen:iibvity 
lajury, PQisollill(J, a,wf Pr()Cedursl Camp/iCMi(J()S: heatstr'Olie 
lnv,sligations: lllood prolactm inc!'llased, blooct urea increased, blOOd creatinine 
increai;eo. blood bilirubin increasoo, blood laelate dehydrogenase ir.creasell, 
9l~osylated hemoglobin increased 
Metabolism at1ci nutrition Oisard,rs: anorexia, hyporlillrernia, hyPr;,glycemia, 
polydlpsia, dlabetJc keloacidosis 
MU$CUlosk,f8fa/ and Connectiv8 Tissua OisrJrrJers: muscle rigidity, muscular 
weakness. musole tlghtness, decreased lllObity, rllilbdornyot;sis, rnusculoskeletal 
sti1fness. pain in extremity, m~ spasms 
NflfWJUS Syst11m Dl.rord1115': c.oordinalioo aboormal, sl)elctl disorder. hypokinesia, 
tivpo1011ia, m~oclonu&, akinesia, Mdykln1sia. choreoathetosis 
Pi;ychfalTJc Dlsordm: loss ol libido, suicide attempt hostility, libido H1cteas1d, 
anger, anorgasmia. deliflum, intentional self injury, completed suicide, tic, homicidal 
Ideation, calatoola. sleep walking 
R,naf ano Urinary Dfrordsrs: urinary re1eri1ioo, poly11rta, nocturia 
R8f)roductfve Syst,m aTKJ Breast D1sord8rs: menstruatiori irn1g~ar. erectie 
dysruncllon. amenorrhea, breast p.-n. gynecomastia, f}riapism 
RtJSplratory, Thoracic, aTKJ Mfdlastlnal Disorders: na&ill congestion, dysp11ea,
J)ha,yngolar111geal pain, cough 
Skin and Subcutaneous Tlssua DlsordMs: rash(ioctuding ervtllematous, exfoliative, 
generalized. macular. maculopapular; papular rash: acneil'orm. allergic. contact, 
e,dollalive,seborrhelcd11rmatllis, neurodesmatl11s, and drugeruption), hyperhidrosis, 
prurltus, photosensl!Mty reaclion, alopecia,urticaria 
6.2 P111tmarklllng Experl111ce 
The rollowtng adverse reacllons have been ld@ntili9d d11ring post-approval llS~ of oral 
aripi(>razole or ABILIFY MAINTEJJA. Becmethese rsactt0ns are reportad voluntarily
from apopulation of un"rtaio siz.1. it Is not aJwa~ possible to reliably est1matu 
ltlelr freciuency or eslablish a causal relationship to drug exposure: occummces 
of allergic reaction (anaptwlactic reactioll. a19oedsma, laryngospasm, pruritu.s/
unlcar1a. or oropharyngeaf spasm). patholog.:al gambling, hicc11ps and bloo<I 
~case fluctuation. 
7 DRUG INTERACTIONS 
7.1 DrDus Having Cll1tan, lmpC)rliUltlntaractlOtiS 111111 AIIILIFT MAINTENA 
Table B; Cllnlllally linpart.allt Onli llilar110llOl'IS wlll ABIUFY fflAltrrENA: 

C.-iGOlllli.'11 
Dru1 Na111 or Cl~lcalftalloaall ctl11lcal Raco"'mendalon 

OruaCllla 
stro11g CYP3A4 
lllhllttors (8.(1., 
k81oconazole) or 
SlrOllg CYP'lD6 
lnhl~rs (e.g., 
r.;ruxe1i11e,
kl~ne) 

Toe CQnc(ITli3flt use of oral 
artplpra2ole with strono 
c;,/P 3A4 or CYP2D6 irtii)itors 
ii'lcreasoo the exposumof=rmlecJrt'CLINICl1L

M4 OG'Y(12.3)]. 

Wlm concoml!901 use or 
ABILIFY IAAINTENA with 
astro~ GYP3A4 Inhibitor 
or CY 06 Inhibitor 1oc 
more tt.an 14 d~ reduce 
the ABILIFY MAI ENA
dos~.e,/J" DOSAGE ANDAD 'N TRATION (2.3)1_ 

Strong GYP3M 
lnducii~~ 
carba ne) 

Tne coocomli.mme oforal 
ar1piprazolsandcwimazeplne 
dOCr&ased the e~re01 
arlplpmzola [sa CUNICAL 
PHARM,4COLOGY(12.3)}. 

Avoid use of AB ILIFY 
MAM'ENA ~ comblnallon 
wl!h carba~l/'18 ood olher 
indllCllfS of lM lorgreatar 
lhan 14d~~DOSA6E
AND ADM 'N, TION (2.3JI. 

AnllhypertensM
01ugs 

Du~ 10 ils alphaadren&rgic 
antagonmi, arlplprazofa 
has the potential toemara 
1neeflellt of certain 
anUIMJerlell6ill8 acents. 

Monitor blood pressurear.l 
adlust dose accordlnglyft: WARNINGS ANO 

'ECAUTIOflS (5.l)J. 

BOl'lrodiaispines 
(e.g., torazeimm) 

The intensity o/ sedation was 
greaterwllh thecomt>lna!lon of 
oral aripiprawle ancl tlli1J3poo, 
ascompated to that observed 
with arlplprazole alone, The 
ortt1os1a1;;,; hypot~nsion 
obsaMld was greater withthe 
combinalio11 as co~ami to 
that observed with kirilZ!lpam 
alorie {m WARNINGSAND 
PRECAUTIONS (5.T)J. 

Monitor S8daHon and b!ood 
pressure. Adjust ctose 
acoordlnlJly. 
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7 .2 Dru11 Havlllfl No Cll1lcally lmportaat InteractlllftS wltl AIMLIFY MAINJENA 
eased on pharmacoklrie1ki studl8$ wilh oral aripiprazol1, no do~ge adj1,1stment ol 
ABILIFY MAINTENA Is. required wh811 admln16tend concomitan!I)! wi1h famotidine,
Yalproaie, lllhlum, lorazepam {S6e CLITt/CAL PHARMACOLOGY (12.3)1. 
In addlllon, no dosage adJustmenl Is 111,ctssa1y for subs1rates of CYP206 {e.g., 
de:ii:tromethotphan, rluo><&tlne. paro)(etlna. or venlafaxlne). CYP2C9 (a.a.. omr1arln),
CYP2C19 (e.g., om81)ra20le, warfarln), or CYP3A'1 (e.g., de)drormtthorplian) when 
co-admlni&tered with ABILIFY MAINTENA. AddiUooally, no dosaye ad1ustmen1 
Is necessary tor valproate, lllfllum, lamotrlglne. lorazepam, or serlrarme when 
co•admlnlstered wll11 ABILIFY MAIN~NA. {m CUN/CAL PHARMAIXJLOGY 
(12.3)]. 
8 USE IN SPECIFIC POPULATIONS 
8.1 Pregnancy 
Prlgnan~ Expoaure Registry 
There Is a pregnancy exposure registry that monilors ~regrianq outcomes in 
women e)(l)osed to ABILifY during pllllJnancy. for more mformat1on coritact the 
National Prejlnancy ~eglstry lor Atypical Antlpsychotlcs at 1-856"961·2388 Of visit 
http"l/womensmentalhealtfl.oro{cllrilcal-an<l·researctl1)rogram6/preg11ancyr9g1stry/. 
Rlslc SUlmllJY 
Neonatm; e~sed to antl~svchotlc drugs, incl1.1dlflV ABILIFY MAINTENA. 
durlrig the third trimester of pr<1gRancy are at risk !or eJdrapyramldal aoo/or
wltl'ldrawal symptoms. There are lnsuf!lolent data with ABILIFY MAJNTENA use 
In pregnant women to Inform a drug,assoclated risk. In animal reproduction 
studies, oral and lntraver,aus arlplprazole admlnlslraUon during organogenesls
in rats and/or rabbits at doses 10 and 11 times, ,espectlvely, lhe maximum 
recommended homan dose (MRHO) produced fetal death. decreased 
!etal wsight, undesoon<led testicles, delayed skeletal oeslncatlon, skeletal 
atlnormalllles, and dlaphraomallc hemla. Oral and Intravenous arlplprawle
aClministration <luting the pre- ana pos1-natel 1>erlod In rats at doses 
10 times the maximum recommended human dose (MRHO) produood prolonged 
gestation, stillbittfls, decreased IWP wei_g!i.t1.and decreased IMJP survival. Cooslllar 
thebenefits and risks ot ABILIFY MAINTtM and posslbl& tlslcs to the f&tus 'lrhMl 
prescribing ABILIFY MAINTENA lo apregnant woman. Advls! preQnant women o1 
potentlal retal tlsl<. 
The background risk of me]or birth defects and miscarriage for the Indicated 
population are unknown. In the U.S. general flOpulatlon. !ha esllmate.d background
risk of major birtll da1ects and miscan'lage in clinically recognized pregnancies is 
2--4% and 15-20%, respectively. 
Cllnlcal Censtdarallons 
felal/NaaoeraJ Adverse BeacJloos 
Exrrapyramldal andfO( withdrawal symptoms. lncl1Hlno agllatlon, hypertorlia, 
hvpotonla. tremor, 90mnolence, resl*i!tory distress and feeding disorder have 
l:>een reported In neonates who wera exposed to antlpsychoUc drugs (lnciudlfl!l 
oral arlplprazole) during the lhlrd tflrn8Stllr of pregnancy. These symptoms have 
varied In ~verity. Some neonates racoV81'ed within hours or days wKhout speciiic 
treatmoot; others required prolongad oospltallzatlon. Monitor neooat96 11xhlDILl"ll 
elltrap~midal and/or withdtawal ~ymptoms and mariil!le symptoms approprlalely. 
Animal Data 
In animal stu~,. arfpiprazole demonstrated developmental IOxlclty, lnch~lng 
possible 1eratotie111C elrects In ratsand rabblt.s. 
Pregnant mts ware treated 'Nllh oral doses of 3, 10, and 30 rnafko/<lay whicll art 
approximately 1 to 1odmes lfle maximum recommended human dose [MRHOl or 
30 IT'(Jlday on mo/m2 basis of arlplprazole during the period ol Of1Janooe1M1sis. 
Treaunent at the hfghest dose causGa a slight proloogatlon of geslatlon and delay In 
fetal develoi,ment, as e'Adencad by deaeased fetal wsklht and undescenoed testes. 
Delayed skelellll ossiflc811on was obsa.rved at 3 and fO time,; tile otal MRHD on 
m(flm1 basis. 
At 3 and 10 times the oral MRHD on mglm2 basis, delivered oilsprlng had 
decreased body weights. Increased Incidences of hapatodlaphra9matlc nodules 
and dlephragmatrc hemla were observacl ifl otrsprlng tram tfle hlghEst dose group 
(lM other dose groups wera nol examined lot these 11ncMiigs). Postnatallv. delayed
vaginal openaig ·,m seen a.I 3 and 10 times the oral MRHD on mot~ oasis and 
impaired reproCluC:tiveperlonnarice (Clecteased lertlllty rate, corpora futea, implan1s,
live tetuses, and increasedpost-implantation loss, likely mediated through effaots on 
female ollspnng) along willl some maternal toKicily were seen at the hl11hest dose; 
l'l()wever, lhSro v.;ts no evidence to suggest that tf'lese developmenial ellecrs w8t'e 
sucondary to maternal io)(icily. 
1npregnant rats truatfJ(l witn aripipl'azOle iMravenousl;, at d~es ol ~. 9, and 2? mot 
kgfclay wtilcti are 1 to 9 times the Qfcll MRHD on mgrmi nasrs dunno the period or 
organogenesls, dec~suo lelal weightand delayed skeletal oss\ticallon were seen at 
ttiu highes( clos8 which also cau5"d maternal toX1city. 
In pregmmt rabbttsncll~d wilhOrtldosesor 10,30,a1111100mgfko/day11!hiehare210
11 times human e)l{)os1.1re al tho onl MRHD based onAUC and 6 to 65 timesthe oral 
MRffiJ ofarlplp~ore Oil mQlmt basis during !he period of o,genogenestsJd.icraased 
maternal fooij consumption anil increaKd abortions were $ef10 at tho h.,g¥st dose 
asq i as incr~ased feta.I mortiility.Oecrna$ed fetalv1eighl and 11\creased 1nc1derice of 
fustl'CI sternebrae were observed at 3and 11 tim~ the MRHO based on AUC. 
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In pragnanl rabbits re~lng arlplpr~zole ioJec~on mtraw1JOU$ly at doSEs ot.3, 10,
and30mg/tl;j/day, which are 2 lo 19 timss lhe oral MRHD on mg/m2bis1s during Iha 
period of organagen9sls, 1he hlglle~ doli41 caosed pront>1.1nc~~ malemal _toxicitv lhit 
reS1J lli!d in decreased telal wewht. 111creas.ed fetal abnormahties (pnmarity skeletal),
and decreased fetal skeletal osGillcallon. The fe1a.l no-effecl dose was 5 times tfle 
human exposure at the oral MRHD based on AUC a11d is 6 tirnes the or,1 MRHD on 
mg/m1 basts. 
In rais treated with oraldoses of3, 10, al\d 30 mg/kg/day,wltich are 11u 10 0018$ the 
oral MRHD or arlplprazole on amg/m2 basis, peri· and pos1·na1ally (from day 17 of 
~estatlon through <lay 21 postpartum), slloht maternal toxici1Y and slighl~ prolonged
1ie&1atlon were seen at lhe highest dose. An Increase In stltlblrths arid decreases In 
pup weight (perslsllng Into adulthood) and survival w«e also seen at ltlis dose. 
In rats treated with arlplprazole lntraveoously at doses of 3, 8, and 20 ma/ko/day
which are 1 10 6 times the oral MRHO on molm2 basis lrom day 6 of liesfation 
tlv.rough day 20 postpartum, lnoreased stlllblrths were ssen at 3 and 6 times the 
MRHD on mg/m2basls, and dacreeses In early pOGtnalal pup weight and survfval 
~ere seen at Ute hl111es1 dose; these doses prockJced some maternal toxicity. There 
were no e1fects on postnatal betiavloral and reproductlve development. 
1.2 la£talian 
Rltk Sunrnary 
Arlwrazole Is present In hurren b,east milk; howeva~ them ara lnsulllclent data lo 
assess the amooo1 tn human milk, Ille etleclS on the oreas!led lnlant, or !he eflec!s 
on milk production. The develOl)ment and health beneffts or breaslfeedtno should 
be considered along with tile mottte~s clinical need tor ABIUFY MAINTENA and aoy
potential adverse enecrs an the breastfel1 mran1 from AlltllFV MAtNTENA or from the 
underlying matemal oonditiort 
8.4 Pediatric Un 
ABILIFV MAINTENA has not Men srucled In chMdren 111 years of ag9 or younger.

However, jull8nile animal sttJdles haYE been conducted In cats and dogs. 

Juvanle Alllmal Studle, 

Adplpmole 111 juvenlle rats caused mortality, CNS clinical signs, Impaired memory
al'ld leamlna, and delayed se)(IJal maturallon when admlnlsterod al oral doses or 
101 20 40 11'(1/k{l/day from weaning (21 days old) .through maturity (80 days
ola). A1 40 mg/kg/day, mortality, flecrawd acltvltl;, splayed hind limtls, huflcl'l'ld 
posture, ataxia, tremors arid other CNS signs were oooenied In both geAders. In 
addition, delayed seXL1al maturation was obs81'V8d In male~ Al all doses and In a 
dOse-dependent manner, impaired meillOl'y and lee.ming, lneraasetl motor 11e1Mtyl
and his. topathology chanoes In the pltultasy (atrophY), adrooals (adrenocor11ca
hypertroptly), mammary glands ~hyperplasia arid Increased secretion), arid 1emale 
reproductive organs (\/aglnal tnucllicatlon, endome!ilal atteiph~, dGC1'88Sa Ill ovarian 
corpora Jutea) were observed. The changes in lemale reproductive orr,all!l were 
considereCI secondary to Ute Increase In prolaclln serum levels. A No Observed 
Ad11erse E:lfact Lev&! (NOAEUcould notbeaetennlned and,attlle lowesttested doseot 
1omg/kg/div, there is no safety margifl relallve lo thesys1em10 exposures (AU~24)
!or aripiprazole or ilS major active metabOlite in adolescet1ts at U\e maximum 
recommended pediatnc dose ol 15 mo/day. All drug-related elf.ec!5 we~e ,evl!l'slble 
after a2-mont11 ..ecovery peri<>d, and most of tl1a tfruo eflects t1 1uven11e rats were 
also ooserved in adult rals trom previously conducted studies. 
Anpiprazole in juve111e dogs (2 monlhs old) caused CNS clinical signs o1 tremorsa 
hypoatlivity, ataxia, recumbency and ~mited use or hind Dmbs wtlen admll'lfSlere 
()(ally for 6 month£ at s, 10, 90 m(Vkg,lday. Mean body weight and Wiligflt gain 
were dflcrea:seci up 10 18% in lema1es in all drug groups Mlatlve to control value!. A 
NOAELcould not be d&terminedanr:1, at the lowest tested do~ 01 3 mg/kg/day, mere 
i$ no i:lillel.y m11rgin ,ele.l1ve to l11e systemic e,cposures (AUC0-24) for aripipra~le ~r 
ii$ major active melibolile in adolescents at lhe maximum recommended pedralric 
dose ol 15 m(>'day. All dru~la!ad elleclS were re,.,ersib!e after a2-moolll recovery
period. 
IJ.l!i O.rtatrlC USl:l 
Clinical s1ud~s of oral aril)ipra.zole did nol include sufficient numbais of sub)ecli
aged 65 and over to det.~1ne wh_ether llley respond dilll:renlly trom younger
subj1JCls. Other (llflorted cllmcal exporaer,;e and JJ!larmacokinet1c data (see fJLltvlCAL 
PHARMACOLOGY (12.8)} haw nol ltlanlil1ed d1fferenccs in responses belwe1m tho 
elde~y afld younger paltents. In ginml, dose selection lor an elder~/ ~tent shovltl 
be ca1,1Uous, usual~ startingat the low @nd or lho do~na ~ge, rofl@Cting 1ho 11.reater 
frequency ol decreased hepatic, ooal, or caniac f1,1nction, arid ofconcormta111 d1&ease 
or other ooig1herapy. 
In slngl,.dose and mu!Dple·dose pharmat(!ki~tic stud. ies. tiler. was ~o. dehlctabJe 
age effect in Ille populatiOfl pharmacokinebc ana1Ys1s of oral a11Pll)razole m 
sclllzophrenla paUents {8'8 CLINICAL PHARMACOLOGY (12.3)/, No dosage
adjustments are recommended based on age alone. ABILlfY MAINTENA i& not 
approvoo tor the treatment of l)atlents wllh demenlla-flllaled P6yohosls {S68 also 
BOXED WARNING afld WARNINGS ANO PRECAUTIONS (5.1)/. 
8.6 CYP2D6 PmMetabollzen 
Dosags adjustment Is recommended In known CYP2D6 poor metabollzers due to 
high arlJ]lprazole concentrations. Approxlma1ely 8% or Caucasiaris and 3-8% of 
Black/African Americans cannot m&labolm CYP2DS substrates andare classlned as 
poor mete.bollzers (PM) {sse DOSAGE AND ADMINISTRATION (2.3) and Cl/NiCAL 
PHARMACOLOGY(12.3)/. 
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AIIUFY l'MJNTENA6 (arlplprezol&) 

8.7 Hepatlund Renal ""1lnnenl 
No dosai.ie adjustment lor ABILIFY MAINTENA is required on the basis of apaltent's
he1m1c function Cmikl to seve1e hepatic impairmenl. Ci1ild-PuOl'I score between 5 
am:l 15), or 1'8nal function(mild to severe renal impairment, glomerular tiltra11oo rate 
belween 15 and90 mUminute) (see CUN/CAL PHARMACOLOGY (12.3)}. 
8.8 Olb8r S119ellk: Poeiul11Uon1 
No do sago adjustmi!Ot forABILIFY MAINTENA is required on the baSis of apatient's
s,x. race, or smoking stab.ls {s,;e CUN/CAL PHARMACOLOGY(12.3)). 
11 OVEJIDOSA6E 
11:1 Hum11n Eipllle11H 
The largest koown cass of acute ingestion nith aknown outcome illvolvecl 1260 mg
of oral aripiprazole (42 times the ma•imum recommend~d daily dose) in a patlenl 
whofully recovered. 
Common adverso reactions (reported in a1 blast 5% ot all ovet(lose cases) repOl'ted
wllh oral aripiprazole ownlosage (alooe or in combination with other substallces)
ir.:luda vomiu11g, sornnolence, and tremor. Other clnically imJJOrtal'lt signs and 
Sl'fl1ptoms obi;arvad lo 0119 or more pati!lflls with aripiprazole overdo~~ (alone or 
wllh other substancBS) include acidosis, aggrvssion, aspartate aminotransferase 
Increased, attlal tlbrllladon, bradycarcMa, coma, tonruslonal state, conll\llslon, blood 
oreallne phosphoklnase Increased, depressed level ofc011sciousness. hvperte1115ion,
t)~okalemla, t:Jypotenslon, lethargy, lossofconsclousMss, URS c{Jfllplex prolo11~ed, 
OT prolonged, pneumonia aspiration, respiratory arrest, status epileptiC1Js, and 
taol?:tcanlla. 
1 D • .2 Man111eme111 of 0Y8"DA1I 

In case of overdosage, call the Polson Control Canter Immediately at 1·B00-222· 

1222. 

11 DESCRIPTION 
Arlplpramle Is an alypic.11 anti~chotic ~ich is present irJ ABIUFY MAINTE:NA as 1!s 
me410hydra1e ptMnorphlc lorm. Aliolprazole rnoootr,dralt is 7·M-{4-12.3-dichloro­
phe~}-1·Dli>era.zfnYIJ buto)('Jr3.4 dlhydrocarbostyrll monohvorale. Tho ompincat
lormulaisO~~VJA,H10 and 11s molecular Wtilght is 466.40.The chemx;al structu,eis: 

Cl Cl • H.20 ~ 

0-NJ-e~CH2CH2CH20~~Ao 
ABIUFY MAINTENA (aripiprazole) is an eKtended-release injeciable susQensiOn
mnable In 4 OO·m<i or300-ing slrength pre-fided dual chamber syrlngeund 400-mg 
or30D-mg strengthvials.T11e 1at1eledstrer'l(llhnrecaloulated based or, the anhydrous 
Wm (aripipmole). Inactive ~ ient.s (per administered oose) lor 400 mg iHld 
300 f'TWJ strength products, mpecllvely, Include carboKymelhyl cellulose sodium 
(16.64 mo and 12.48 mg}, mannlrol (83.2 mg and 62.4 mg), socJum D11ospna1e
monobeslo monohydrate ('f.48 mg and 1.11 mg) and sodium hydroxide (pt{ adjuster). 
12 CLINICAL PHARMM:OlOGY 
12, 1 Mtt1llanlsm of.AGUOII 
The mecha11ism of aciion or aripiprazole in the treatment ol sohizophreola Is 
unknown. 
However, the efficacy o1 arlplprazole may be medlaled throuQh a comblnatlOfl 01 
pertial agonlsl activity at Dt and 5·HT~ ret'8ptors and aniagornst activity af 5-Hfo 
rec:6P1ors. Actlo116 at receptors other 1han Di, 5-tfT"" and 5-HT~ m~ uxplain some 
of the 01her advwse raacliollS of aril)ipra:roltJ (e.g., Ille orthostatic hyJJole11Sion 
ot>served with aripiprazole may be explained by its antagonist activity at adrener{lic
alpha1 rect1ptors). 
12.2 PhatntacMvaanwcs 
Ari11rprazole exhibits high a/Unity for dopamine ~ and D,. serotonin 5-KTiA and 
5·H1'rA receptors (K1 values of 0.34 nM, 0.8 nM, 1.7nM, a.nd 3,4 nM, reSl]ectiwly), 
moderate aflll'NW fa, dopamine 11. Gerotooin 5-HTr. and 5-Kl'i. alp~a..a<lnrnerg1e
and histamine H'1receptors (K, values or 44 nM, 15 nM, 39 nM, 57 nM, ano 61 nM, 
rsspectlw~). and moderate affinity for the serotonin reuplcike site (K,,,98 nM). 
Arlplprazole has 110 appreciable affinily !or chollnergic muscarinio receptors
i~1000 nM). Aripiprazole tunctions as a partial agonist at thedogamine Dt and 
1he serotonin 5-HT1~rei;eptorS, a1111 as an antagonist at serotonlrl 5-HTIA rec&ptor. 
Alcohol 
There was no stgnlfica.nt Clltference between oral a.rlplprazole co-administered 
with ethanol and placebo co-administered wllh ethanol on performance of gross 
motor skills or stimulus re51>onse In healthy subj11cts. As wilh mos!' psychoaclivll
medications. p.e.Uents should oo adVlsed to avoid alcohol Miile laking ABILIFY 
MAINTENA. 
12.3 Pllarmacoklnlllt111 

AlllllFY MAINTE~A eclivity is presumably primarily due to the parent drug, 

aripipraz.ole, ~nd to a lesser exten1. 10 itS maJot metabolite, 11ehydra-arlplprazole, 

which has been shown lo have a1fln1Ues lot D_1 receptors slmllar lo !he parent drUQ 
and repre:1en.ts about 29% or the parent drug exposure In plasma. 
Artplprazole absornllon 1nm !he svs18mlc clrcolatlan Is stow ancl prolangelJ followilll}
lnlramuscular lnjeollon aue to lo111 sollbilitY of aripiJ)f'azole p~rticles. Following a 
single d06a aam ots1ratlon of ABILIFY MAINTENA in tfle deltoid and gluteal muscle,
lhe8)(tent of absorotton (AUCt, AUCco) of aripiprazole was similar fa<both injection 
i i~s. but the rcite of ilbsorption <Cmax) was 31% nigher lollowing admlntstrat.lon 
lo tho deltoid compared to the 11tulea1sit:a. However, at iiteady state, AUC and Cmax 
were similar 1or t>oth sites o1 IA)ectlon. Followlng rooltlple Intramuscular doses, 

ABll.lfT MAIN'l'EffA•taJlplprtZOII) 

the plasma concentrations of a~ipraioie gradlllllly rise to maximum plasma 
concentrations at amedian T or 5 • 7days for the glut&al muooleand 4 days!or the 
deltoid muscle. After ll!uteal aclmlnlstra~on, the mean apparent arlplprazole lermirial 
allmlnallan half·llle was 29.9 days and 46.5 days afler mulliple iniections for every
4·'11eik lnJec~C'! or ABlLIFY M~INTEN1\ 300 ~ an~ 400 mg, 1espectivel'j. Sleadv 
slate coocentralicns tor the typical sub)8ct were attamild ~ the fourtl'I dose for bOlfl 
sites of admilislratiort. Approximate dose-proportional increases in aripiprazole
and del!Ydro-a.ripiprazole exposure were obServeo a11er every foor week ABILIFY 
MAINTENA tnjections ol 300 mo and 400 mg. 
Ellmlnatlon of ariplptezole Is malnly through hepatlc metabolism Involving two P450 
lso.eymes, CYP2D6 and CYP3A4. Arlplprazole Is not asubstrate or CYP1A1, CYP1A2, 
GYP2A6. CYP2B6, GYP2C8, CYP2C9,CYP2C19, orCYP2E1 enzymes. ~irnzoloalso 
does notundergo direct glucur011idation. 
Drug 1maract1on Sludles 

No spec;iffc drug intDraclion studios have llaanperformi.ld wilh Al31LIFY MAIN'TEIIIA. 

Th, informa1ioo b@low is Obtained from Sh.Nlies will oral aripipra~le. 

Enecis of other drugs 011 tne exposures of aripiprazole and denydro-artpfpraioieare 
~ummariz.ed ill Aoure 19 and Floure 20, respeollvely. Based 011 slmulatlon, a 4.5-1old 
Increase in mean Cmax and Atm values at steady•state Is e>q1ected whenextensive 
metaboll2ers of CYP2DS arn administered with both strong CYP2D6 and CYP3A4 
lflhltlllors..Alter oral admlnlslratlon, a3-Jold Increase In maao Cmax and AUC values 
at steadv-stateIs expemed In poor metab'olimsof CYP206 administered with strong
CVP3M lnl11bllors. 
Flgur, 19: The eHeC1$ 01 •mer drugs 011 arl9"3razo1• pftanMC(Jldnaucs 
!HtCII of Othor D1a1111 mi Millfr 
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The eflects of ABILIFY on theexposures of other drugsare summarized in Figure 21. 
A population PK anMl}sls In patients wld1 malor depres11!ve disorder showed no 
substantial change In plasma cone9ntratlons ol fluo11etlne (20 mg/day or 40 mg/day),
i:iar0lc8tlne CR (37.5 ll'l(ll(layor60 mo/day;,or senralJne (100mg/day or 150 mg/day)
dosed lo steady-state. The steady•state plasma concentrations of l luoxetlne ancl 
norfluoxetlne Increased by eboul 18% and 3So/., respec~velY, and concentratlons 
of paroxetine decteased ~ about 27%. The steady.state plasma concantrations 
ot sert<aline and desmethylsertrallne we,e not substantlally chanoed when these 
antidepressant therapies werecoadm1nlstered •Nlth arlplprazole. 
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ASIUFY MAINTENA•(adpl,male) 	 ASIUFT MAltrfatA• (arlpjprazul9) 

mamma1y ~e.nd nbtoad&nCll'nas was fRCrea~d at a dietary dose ot 10 mlJ/kofday
(0.1 times humanexposure al MRHD based on AUG and 3 times lhe MRHD llGsed on 
mgtrn2) : and tile i11eidenC6$ ola~ninocoftical carcif1QrTlas ~d CQmbine~ ad~nocorh;aJ 
adeoomas!carcinomas 1tere lncraasad at an oral dose of 60 mg/kg/day (14 11rnss 
human exposure at MRHO based on AUC and 19 limes the MRHD ba9ed on mg/m2). 
Protirerative Cllangos in the pituitary oocl mammary gland of rodenls l\a\le been 
obseMd folklwing chroriic administration or ottm antipsyctiotic agents am;I are 
coosklered pro!actlrt-medlaled.Serum prolacUn was not measured kl tile arlplprazole
catcinogalliotty stU<lles. However, Increases tn serum prolactln levels were observed 
in lemale mice in a 18·week dietary study al the doses associated with mammary 
gland and pltultarJ tumon.. Serum prolaotln was not Increased In female rat& In 
4-weel< and 13·week di&ry studies al th& dose associated i\-'lth mammary gland 
tumors. Th& re Im nee for human riskoi the1iodlngs of prolactin-mediated endocrine 
tumoreIn roden1s Is unknown. 
Mutegeriesls 
The mutage~c potential of arlpiprazole was tested i'I the In -,itro bacterial reverse­
mulalfon assay, the In vitro bact9rtal DNA repair assay, ttie "1 vffro IOJWard gene 
mutation assay In mouse tvmphoma cells. the In vitro chromosomalaberration assay
in Chillese hamster lung(CHL) cells, the mvivo micronucl&usassay in mice, Md the 
unscheduled OOA synthesis assay i11 rats. Aripipmole and ametabolUe (2,3·DCPP) 
we.re cl116togsnlc In the In vitro chromosomal aberration assay In CHL cells with 
and withou1 melabolic activation. The metaoollte, 2,3·DCPP, produced lllill'eases In 
l'lUffiBfi~ I aberrations in the in vftro assay i1 CHL cells in the absenca ol mel.abolic 
actllliltlon. A po&ltlve response was oblaln!ld In the In vivo mlcrooucleus a66cly in 
mice; however, tne response was due to a mechanism not considered relevant to 
humalls. 
lmpaim1811t offertifity 
fll!Tlale rat6 wsr11 treated with oral doses ol 2, 6, and 20 m~/day (0.6, 2, and 
6 limes the maximum recommended human aoseJMRHDI on a mg/m~ basis) ol 
aripiprazoli, rrom 2 weuks prior to matinr.J through ~ 7 o1 r,JeStation. btrll$ eycle
lrregular\llesand lncmsad corpora lutes were setn al all doses, but no Impairment 
ot fettlllty was seen. Increased pre·lmplan1auon losswas seen at 6and 20 mg/kg/day 
and decreased fetal weight was geen at 20 mg/kg/day• 
Male rats wero treated wilh ~ dos~ of 20, 40, !Jfld 60 rng/kg/day (6, 13, and 19 
limes the MRHD on a mg/m1 basis) of artplprazole from 9 W86ks llrior to mating 
lhro11gh mating. Olsturban~s In spennatogenesls were seen at 60 mg/kQ and 
prostate tl{rOphy was seen at 40 and 60 mg/kg, but no impairment of 1ertilit11 was 
58el\.. 


1a.2 Animal TOIIC.OIIIIIY aRd/ar PhamacDlogy 

OralArlf)lprszole 
Aripipraz:ole produced relinal degenera~on in albino tats in a 2S..week ollroniC 
toxicilY st\!dy al adose of 60 rngitg afttj in 112-yeilfcarcinogeCJicilY stvd\l at dOSll$ 01 
40and 80 ma/kc. The 40and60 mo/kg/day doses ara 13and 19 tfmes the maximum 
recommended fiuman dose (Ml:U-fD) based on mg/ma and 7 10 14 times human 
ttlq)Osure at MRHD based on AUC. Evaluation ol ltle retinas or albino mice and o1 
monkeys did not reveal evidence oi retinal deg11m,ratiort. Aditlonal studies to further 
evaluate the mect'Janlsm h.lw not been perfotmEd. TIie relevante of u,is finding 10 
human risk IS W'lknown. 
llltramusculi!r Aripipral0!6 
The loidcologlcal profile ror ar~lprazole admlnlstBJlld to 11Xparlmental arilmals by
Intramuscular inle<:tlon Is oanerallVslmbt to tflal seen followlng oral administration 
at comparable plasma lsvets or the drug. With intramuscular 1njectloll, howaver, 
inJecilon-site tissue reactions are observed th;!t consist or localize~ innammation, 
swaNlno, scabbing and forelgn•body reacllons to daposltsd drug. These effect& 
gradually resolved with discontinuation ol dosing. 
Altar 26 weet<s of treatment in rats, the no·obseivecl·aclve.rse-elli,r;t level (NOAELJ 
was 50 mofkg in male rats and 100 mg/kg in femal11 rats. which are apjlroximatllly
1 and 2 times, respeeltiely, the maximum racommsnde<I human 400 mg dose o1 
aripipra2ole ext~nded·ntlease injectable $uspensionon amg/m2body $Ur1ace area. At 
11te rJOAEL in rats, the AUC~ values were 14.4 µo,11/mLin malts aoo 1Ot1 IIQoh/mL
In females. In ctoaa at 52 weeks of treatment at the NOAEL of 40 mg/kg, which 
is aooroximately 3 times the MRHD (400 m~l on a mg/mt body surface area, the 
AUC1dvalues were appf'O)(lmal81Y 59 111Jo/l/ml nmilles and 44 1111,tvmL in females. 
In patients at the MRHD of 400 l!MJ, the AUG-e (0·28 davsl was 163 ~g,tw'mL For 
comparison 10 thi$ l'lum.-i AUC, extrapolatinfl !tie animafAUCrd values lO an AUCm, 
results in A~values ot approximatelY 58 and 416 1.1ooh/ml for male and female 
rats, re6pec1tvaly, and 236 and 175 µgoh/mL formale and female dogs, respectively. 
14 CLINICAL STUDIES 
The o11icacy ot ABILIFV MAlNTENA for treatment of schl2aphrC11ia was establlslied 
m: 
• 	 One shorMMn (12·week), randomized, doubte-blln~. placebo-tontroled trial In 

iteutely relapsed adults, Protocol 31-12-291 (Study 1) 
• 	 One longer•term, douOIG"bllnd, placebo-controlled, ranoomized·v.ilhclrawal 

(maintenance) 1rlal In adults, Protocol 3i-D7·246 (Study 2). 
Shott·Term ftfiesty 
In th& short-term (12-w~k). randomized, dOllbl&-bUr1d, placebo-controlled bial 
iri acutely relapsed adults (study 1), ltle primary mllilsure used f1Jr asse:ssirig
psychlalllo signs and symptoms was the Posltl\18 and Negative Syndrome SCale 
(FANSS). The FANSS rs a 30 Item scale lhat measures poslllve symptoms of 

Fl•ur& Z1 :The ettttis •t orat ar1plptaiole on plllatmaco6dnatlcs of elttet drugs 
ai,etel All•iiy ""Qlhirbrull" 
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SIUdlH In Speclllc Paplllalllllll 
No specific pharmacoKinetiG studies have been perloimecl wltll ABILIFY MAINTENA 
in speciffc popijatlons. Af1 the lnlormatlon Is obtained from studies with oral 
aripiprazole. 
El<posures ol an~raiole and dehydro-artplprazole In spealllc populallons ara 
sl,llflrnarized in Figi.ire 22and Fipure 23,res;iec1i\ie1y. Ill adcildon, in pe<llatrlc patJents
{10 10 17 yeal'S of age) IKlminisler&d with oral arlplpl'llzole (20 mg to 30 mg), the 
bodyweight correcled anpiprazole clearance was similar to the adults. 
Fl{lllre 22: Etfeds ot l•lrlnslc tactors on arlpljW'&2ale pllarmacolclnotlct 
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F11111re .23: Effecll Ill lldttnslm lacllr1 1n d11bydn>-arlpl11razol1 pllarmac:aldnallc:ir. 
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13 NOttCUNICAl TOXICOLOGY 
13.1 Ctrclnaoenesls, Motaaenesls, Impairment 11 F11tllltv 
CarrJnogenesls 
Llfe.dms oarclnogenlcllv studies were conducted In ICR mice, Spfague·Oawley (SD) 
rats,arid F344 rats. Ar(piprazole was administered 1or2 years in tho dietat doses of 
1, 3, 10, and 30 m~lka/day lo ICR mice and 1. 3, and 10 mg/kgldaY to F34~ rats 
0.2 to 6 times and 0.3 to 3 times the m.iximum recommended human dose 
MRHDJ based Oil mg/m2, respec;tiveJy). In addition, SD ralS were dosed orall~
1or 2 1111ais at 10, 20, 40, and 60 mg/kg/day (3 to 19 tlm9s the MRHD l>asac! 
on motm?). Aripipraz01e did not induce tumors in male mice or male rats. 111 
lemale mloo, Ille lncillences ol pituitary gland adsnomas and mammary gland
adsnooarclnomas and adenoaca,ithomas ware Increased at dietary doses of 
3 to 30 mo/kQ/day (0.1 to 0.9 times human eXPosure al MRliO based on AUC 
anci 0.5 to "5 times the MAHD based on mg/m2) . In ·female rats, tho incidence of 
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A81UFY MAINTERA• (arlpjpraiole) 	 ABlllFY MAIMTENA* (arlplp1uolt) 

schizophrenia (7 Items), negative symptoms of schlzoDhrenla (7 Item&), and qen&ral
ps~hopathology (15 items),eacll rated on ascale of 1(abse11t) to 7(eldt'eme); total 
PAN$$ score:! range from 30 to 210. The primil')' endpoillt was the change trom 
baseline in PANSS lolal score to week 10. 
The incli.ision criteria for this short-term lrial included adult inpatients who met 
D6M·IV·TR critsria lor sctliiopltrefl~ ln addition. all patients snhtrillQ the trial must 
have e)(J)erlsnced an acute psychoUcepl6ooa as d9'1ned by both PANSS Total Score 
~O and aPANSS score of>4 on each orlourspeclllc psydlotlcsymirtoms {conceptual
dlsoroanlzadon. hallucinatory tiehavtoc. susplclousn86s/t]ereeculion, unll6ual thouQht 
content) at screanlr,g and baseline.The keysecofldaryendpoint was the change from 
basellne in CClnlcal Global l111>rasslon·Sevarlty (CGl·S) ilS6BSsmenl scale to week 10. 
The CGI-S rates the seVGrtty of mental Illness on a sc.ile ol 1 (normal) to 7 (among 
the most e><tremely ill) based on the total ollnical experience ot lh9 rater In treating 
pa.Uents with schizophrenia. PaUents had amean PANSS total soore ol 103 (range 82 
to 144) imd aCGJ·S score of 5.2 (marl<Odly Ill) at entry. 
In this 12·week study (na339) comp!lflng ABILIFY MAINTENA (n. 167) to placebo 
Cn.•172), patienls were administered 400 mg ABILIFV MAINTENA or placebo on days
0, 2a, and se. TIie dose could be aCljusled down and up within tile range of 400 
to 300 mo oo a one Lime basis. A81LIFY MAlrJTEHA was superior 10 placebo ill 
improvino the ?ANSS total scora al the end ol waek 10 (see Table 9). 
tabla 9: Schtzapnrenta Short-ta rm Sttuly 

SludV 
Npmtier rrea1mer11 Otot1p 

Pltna,y Efftacy Measure: PMISS Total Score 

Mean 
Baelne 

Scuwa(SD) 

LS Mean 
C'11nge !rum 

llallelllla 
(SE) 

PIKtllH~911 
Dltfal'lll&e' (W/o Cl) 

Stud1-11 

ABILIFY MAINTENA 
(400 10300 mg) 

1!Y;!,4 
(11.4) ·26.8 (1.6) ·15.1 (·19.4, ·10.8) 

Placebo 103.4 
(11.1) ·11.7 (1.6) -

SD: Stl!lldard dl!lliation; SE: s1andard error; LS Mean: least-squares mean; Cl: 

unadjusted confidence interval. 

1 Dllteren~ (drug minus placebo) In least-squares mean change lrom baseline. 

The change In PANSS total score by weak le shown In Agure 24. ABILIFY MAINTENA 

also showed Improvement In symptoms repre&11nled by CGl·S score mean chan~ 

from baseMe to week 10. Ttte resu~s o1 explora1ory sutJQroup analyses by ~nder. 

race, allfJ,elhnicily,and BMI wure S:inilar to tho rasul~ ol tha ovvllll popull!tion. 

Fltura 24: 	 W118*1V PANSS Tola! Sca,e.Cb_an111_1n tha 12-Waek, Pfacall1>­

C1n1ralled StudV wllll ABILIFY MAINTENA 
CHAlftll IN PAIISS TOTALSCOM l'ROM IIASlUfll 

n • lhe n1mber er pallanll nmalnlng In the reapacllve study arm at eacb time 
paint 
LOrtfl!Jf-TBn1I Elllcacy 
The efficacy of ABILIFY MA,r+lc1'1A 111 rnal11'*1illll symptomatic control in 
schizophrenia was established in a double-blind, plactbo-Gontrolled. randomizel!­
wilhdc'awal trial ill adun patients (Studv 2) wno met DSM-IV-TR critetia for 
schlzop11renia and who we,e beingtrealed with at least one antipsychoticmelllcaUon. 
Patients hail a1 least a3-year historv or illness 11nd anistory or r8lllpSe or symptom
exacertlation when not receivinganHpsychotlc treatment. 
In addition to the PNJSS and CGl·S.ollnlcal ratings during this trial Included 100: 
• 	Gllnloal Global lmpresslon·lmc>rovement (CGH) scale, ascale o1 1 (very much 

ifflproved) lo 7 (very muc:hworse) baStid oo lhe change rrom baSltlin11 in ctinical 
r;onditio11 and 

• 	CliniC11t Global lflllressrori-$everity of 6uick;tll (CGl·SS) scnle, which is comprised 01 
2 patis: Part 1rate! U1eseventy or suicidal lhOIJl'l'lits and ~1avloroo aSeale or 1 
(notat allsuicidal) IO 5(attampted suicide) based on the mostsevere level In lhe last 
7days from al lrilotmatlon avallllllle to llie rmer and Part 2 rams the cilanga from 
baseline In smcldal thoughts and behavior on ascale or 1 (very muchtrrc>roved) to 
7 (Very much WO™I). 

This trial Included: 
• 	 A 4to 6week open-label. oral conversion phase fol' patients on .rillpsychotlc 

medications other1han aripipr«zol8.Atotal of 633 f)atients entered lh1s phase. 
• 	 An open-Jabel, oral ari1Jiprazote stab11zabon phaso (larg1:1t dose of 10 mo to 

ao mg once daily). A tofal of 710 patients entered ttus phase. Patients were 18 to 
60 years old (mean40 years) and 8(1"!. were. male. The mean PANSS tDlal score 
tNBS 66 (rariae 33 10 124). Tlie mean CGl·S scora was 3.5 (mHdly 10 moe1ete.tely
Ill). Prior Lo Iha nexl phaS&, stal>tllzatton was required. Stal>lllz.atlon was defined 
as having all of lhll lollowlng for loor consecutive weeks: an oolf)atlent status, 
PAN6S total scoro ~80, C61·S ~4 (moderata[y Ill), and GGI-SS score :..2 (mlldly
suicidal) on Part 1and i.5 Crnl11tmally 1itors&11ed) on Part 2; at1d a sco~ of ~4 on 
each otlhe follov,i~ PANSS items:conceptual ilsorvanization, suspiciousness, 
hall1.1einatory beha1nor, and unusual lhougflt contorrt. 

• 	 A minimum 12-week uncontrolloo, si~l~blind ABILIFY MAINTENA 
slabilizatlon phase (traatment with 400 mg of ABILIFY MAJNTENA given every
4 weeks In conlunctlon wiln O!'ll artpiprat0le 110 mo to 20 mg/dayJ tor the 
Mr9t 2 'l/88l<S). Tl)e dose of ABlLIFY MAINi ENA ma~ n.1ve been decreaserl to 
300 mo due Lo adverse reactions. Atotal of 576 patients ent8'e<l this i:,hase. 
The mean PANSS total soore was 59 (tange 30 10 801 and the mean CGl·S 
score WiS 3.2 (mlldty iH). Prior to the nexr phase. stablllzaUon was required 
(s1111 above tor ftie dsllr1lflon ot stab~lzatlon) for 12 consecutlva waelo:s. 

• 	 Actouble-lllind, _placebo-controaed randomiztJd-withdrawal pnase to obserw ror 
relapse (defined below). A.total ol 403 l)a1ients w~" randomizsd 2; t to tilesa.me 
oose ol ADILIFY l'tlAlrJTENA they wen: ~ving at lhe eod of the sia1:lilizati1;m 
(]hase, (400 mg or SOO mg atlminislered once every 4 weeks) or placebo. 
Patients hoct amean ?ANSS IDtal score of 55 (range 31 to 80)and aCGI-S scOl'e 
of 2.9 (mildly Ill} at entry. The aose could be adjusted up arid doWfl or down and 
up within !he fiWllJII of 300 to 400 mg on aone Ume basts. 

The ptfmary efficacy endpokltwas time lrom randomliallon to relapse. Relapse was 
d9'tnecl as thefirst occurrence of one or more of lhe followln" criteria: 
• 	 CGl-1 ol ~5 (mlnlmally woise) and 

1. an increase on any or tile lollowinv individual PANSS items (co11~1u~1 
disorganization, hallucinatory behavior,suspieiousnes.s unusual thou~I 
cootent) tll ascore >4 with an absolu1e Increase or ~ on that specific
ttem stnce tandomi2atlon or 

2. an Increase oo any of lhe followlng ln<Mvtdual PANSS Items (conceprual
disorganization, 11allucioatory behavior. susp!cious119ss, unuwal thou~t 
content) 10 a score ;,4 aocl an absolute Increase l4 oo the combined 
lour PANSS items (conceimial disorganization, hallucinatory behavior, 
suspieiousn~s, unu$ual tl'ICuQlrt content) Wice randorni~uon 

• 	 Hospit811iz.a~on due 10 wcrsenill(J o1 p3ych0tic symptom! (including partial 
hospllall2allon), but excluding hospltallzaJlon lor psychosoclat re&Soos 
CGl·SS ol 4 (sevarely suicidal) or 5 (attempled suicide) on Part 1 and/or 6 
(mllcil worse) or 7 (very much worse) on Part 2, or 

• 	 Vlo~nt beh.fVlor resuttlng In cilnlcalt,, signlllc:ant se1r-tn1ury, ln!Ury to another 
pe~on, or pn:>perty d.irnage. 

A. pre-planned inlerimana~sis demonslraled a slatislically_significan!ly longer time 
to relapse in patients randonm<I to the ABIUFV MAINTENA gr'Oup compa!'eel to 
placebo-treatMl patlents and the trial was suoooquentlv tormlnatea eerty ilecoose 
maintenance o1 efficacy was demoostrated. The final analysts d81'1'1onstraled a 
stallSflcally slgntnoantly longertime to relapse In J)atlents ranoomlred to theABILIFY 
MAINTENA group than compared to ~aebo·treated patients. The l<aplan·Meier 
curves of ttie cumulative proliortioo of patients with r1lapse durjn_g the double·bllnd 
trecitment ptiase torABtlfFY W,INTEIIJ~ a,i(I pLllcebo grouPS are shown in Figure 25­
R11111 25: Kaplat1·Meh1r Esllmlllo11 of CumulatlVI Pro,ortlon or Patl9'1ts 

with Relapaa 1 

.,,......_________________. 
0 w • m m ~ ~ • ~ 

l'lmeto 1'9iapat (days from ra~om1Hllol1} 

·•• All41111' ll•l1Ct110 (,pl") - Plaa-tn••:MJ 
1 lbl& •t1re Is bned en a total of80 relallff tffnls 
TM kay 1;1coodary efficacy 1,ndpoinl, percsntaoe of 5Ubiects m&etilla the relapse 
criteria, was statistically s1gnifican!ly lower in palients rarn;l11nized lo tho ABILIFY 
MAINTENA group (10,o) lnan in the plactbo group (40%). 
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ABIUFT l\1AllffENA.• (11flplprazole) 

11 	 HOW SUPPLIEO/STORAGI! AND HANDLING 
18.1 	 How S11ppl11d 
Pr9""111ad Dual Chamber Syrl1ge: 
AfllUFY MAINTENA (artplpra2ole) pre-Oiled dual chamber syrtnge lor emooed­

rel~SAJ injectable su;pension in single-1.1se syringes is milable m300 mg or 400 m~ 

stre~ath syringe&. Tile pre·liMe!I dual cflamber syringe consists or airont chamber 

that contains lf1e lvophillze<J p0\llder4llarlplprazole mon(Jhydra1eand arearchamber 

that col'llalns sterfle wa1&t1ot lnleetlon. 

The 300 mg kit ini;ludes (NDC 5914B-04HO): 


• 	 300 mg si110IHI06e pre-ml8d dual chamber sYringe containiog ABILIFY 
MAINTENA {arlplprazole) 1or 8.'(tended•relsase injectable suspllflsion
lvophlllzed powd9< and Stel'lkl W8t81' for lnjectkln 

• 	 One 23 gai.ige, 1 Inch (25 mm) hytN,cJermic salety needle wilh neeole 
i,rotection
device for deltoid adminis1ration !rt non-obese patients
One 22 gauge, 1.S Inch (38 mm) hypodermic safety needle with ne~le 
protection device tor gluteal admini$trali0ri in non-obese i>atienl$ or 
deltoid admi11islration in obest [)atients 

• 	 One 21 gauge. 2 Inch (50 mm) hypodermic satety needle with needle 
protection device for glut91ll administration In obese patients 

The 400 mg kit illCludes (NOC 591 ~8-072-1!0): 
• 	 400 rng &ingle-d0$e pre-"lled dual chamber sYringe co11t~ining ABII.IFY 

MAINTENA (artpiprazole) for e)(tended·release injeclable suspension
1\/ophltzed powder and Sterile Water tor Injection 

• 	 Ot!e 23 gauge, 1 Inch (26 mm) llypol'.lennic salely needle with neee11e 
protection
device lor delroio administration in non-~e~tients 
One 22 gauge, 1.5 Inell (38 mm\ lr/podormlc safety neelfe with needle 
protecrion device for gluteal administration in non-obese patienlS or 
deltoid ;idmillislration in all!!Sll p.atienls

• 	 Otle 21 gaug,, 2 inch (50 mm) hypodermic safety ~!Nils with n"dle 
protectlon devloe for glutsa! aomlnlstratlon If\ obese patl911ts 

Sl11glHIH 'Vial: 
AOILIFY MAINTENA (aripiprazole) extended-release injeclable suspensioi, in ~ngle­

use vials is available 111 SOO mg or 400 mg $lrenglh vial$. 

Tho 300 mg kit iriclooes (~JDC 59148·0HH1):


• 	 300 mg slogle-use vial of ABILIFY MAINTcNA (ariplprazole) e)(tended· 
rele1m Injectable suspension lyophlllzed powelllr

• 	 5ml Sillgle-use vial of Sterile Water tor IJ1jec1ion, USP 
• 	 Ono 3 ml luer lack syringe wi1h pnraltaclHtd 21 g.iuoe, 1.5 i11Ch 

hypodermic safely needle with nesdle protection device 
One 3 ml luer lock dlsposat>le syl'lnge with luer loc,k tip 

• 	 One vlat adapter 
• 	 One 2a gauge, 1 Inch (2fi mm) hypOdermic safety neet'Jle with needle 

protection device for d81toid adminis1ration in non-obese patients 
• 	 One 22 gauge, 1.5 inch (38 mm) hypodermic safety rteedle with needle 

protectlon<!evlcaforglu teatadmlnlstratl-OnIn non·otlese paU9fl tsordeItold 
administration in obese patierits

• 	 One 21 gaug,. 2 ifl(:h (50 mm) h~ermil; safety nee«tle with needle 
protection dBvice lorgluteal administration In obese patients 

Thi 400 mg kit Includes (NDC 59148·010-71): 
• 	 400 mg slngl&-use v~ of ABILII¥ MAJNTEHA /arlPl?razole) a)(tended­

release injectable suspension lyophilizedpowder 
• 	 5ml single-use vial ol Sterile Yhter lor lnjactioll, USP 
• 	 One 3 mL luer Jock syringe with pre-attached 21 i,auge, 1.5 inch 

hypodannlc safety needls with needle protactlon device 
• 	 One 3 ml luer IOCk disposable syringe wilh luer lock tip
• 	 Ono vial adapter 
• 	 Oll8 23 gatJge, 1 inch (25 mm) hypodermii; safety netJdle \Vith needle 

protection device tor dellold admlnlsuatlon In oon-obese patients
• 	 One 22 gauge, 1.5 incll (38 mm) hypodermic safety noodle wllh neeale 

protectiondevice lorgtutoaladministr~tionin non-obese patieritsordelloid 
aorninistration in ob&se9-alienti 
Ona 21 googe, 2 Inch (50 mm) hypodermic safety needla wllfl needle 
protection device tor gkitee.l admin1Sb'ation in obese patients 

1a.2 31oreoe 

Pre-llled dual dl111blr gyrtn99: 

Store below 30GC (8SGF1. Do not freeze. Protect tile syringe from ll"ht by storing In 
the orlglMI )iacl!age unt11 time of lJ.9e. 
Vial: 
Storie at 25•c (77"F), exct1rsioos perl'llilteQ beLwoen 15•c and ao·c (59"f to 86"F)
[se~ USPControlled Room Temperature]. 

17 	 PATIENT COUNSEUN6 INFORMAT10N 
AdVl68 tl19 patient to road the FDA•approved pallem labeing (MEJ)ICATIONGUIDE) 

Pllllalo11ce1 Gam11 Hn1 and DIiier Comp1tllv1 B&111t1ar1 

Alt.ise patients ant:! theit caregivers ol lf\e possibility U1at they may experience 

compUlsive urws to shop, illcreased urges to ~mblQ, CQmpulstve SO)(u.al urges,

birige ealing and/or otlter compui&ive urges and !lie inabilily to control these urges

while ta'r<ing arfplprazole. In some cases, but notall, lhe urgeswere reported to have 

SIOtJped vvli&n thedosewas red ooed or stopped /Me WARNfNGSANDPRECAUnONS 

(5.6)/. 
Neml1pllc Mallgnard svndronu, 

Counsel patients aboul a poiellllally taial adverse reaction referred to as NMS that 

has beenreported In ~ocle.tlon with administration al antl!)SYchotlc <i'ugs. Advise 
patiems. family member$, or caregivers tt, contact aheallh cats pf'O\lieler Or report to 
theerneruency room if the~ e)(perience signs antisymptomsotNMS [s«J WARNINGS 
AND PRECAUTIONS(5.3)/. 
Tanllva Dvaklnesla 
Advise paJients that abnormal invOlurilary movements h!lVe been associated with 
the admiristration o1 .¥1bpsyc1Jolic tlfl.li,s. Counnl ~ ien~ to notify lhetr hsalth 

care provid11r i1 they noUce any movemllf11$ which th~ cannot cootrol in their faca, 

tongue, orother body part [see WARNINGSAND PRECAUTIONS (5.4)]. 

Me1ab0Uc CUn1es (Hyperglycemia and Dlalletes 111e1111m, DvsllplMmla, an­

Weight 08111) 

Educate pali&nts about the risk ofmetabolic char\ges, how to recogr.ze symptoms ol 

hyperglycemia and dlabe1es melllrus, and th& need tor specific monitoring, lncludlng

blood glucose, fiplds, and weight {Se8 WARNINGS ANO PRECAUTIONS (5.5)}. 

0itbl)$1alt Hypo1$1'1Sl811 

Educete patients aboot the risk ol orthostatic hypotension and S'fncops 8$p,Jcially 

early ln treatment. and also at times of re-lnllla11ng trea1ment or Increases In dosage 
[888 WARNINGS AND PREGAUnONS(5.7)). 
1.at1110,a1la/UIIUlfllpBl la 
Advise patients with a pre-existiBg low WBC count or a hislory of drug-iooucad 
1eucope11ia/neutropenia that they should have their CBC monltored While receiving 
ABiLIFY MAINTENA f&9B WARNfNGS ANDPREc.AUnONS (5.8)). 
l1tarferanc11 with &agalthn11nd Mot1r Parfam111ca 
Because ABILIFY MA!NTENA may have the potanllal to impair judgmBn~thinking, or 
motor Skills, instruct palienls to be cau1iout about operating hazardous machinery, 
including automobiles, until I.hey we reasonabtv certaill that ABILIFY MAlfITTNA 
therapy does not&Jfectthem adversely f~e WARNINGS AND PRECAUTIONS (5. 10)]. 
Heat E1111asun and D11hydrat11n 
Advise patlllnts reglt'dlng approprle.te care In avoiding overheaUno and detlydraJton
(s~ WARNTNB$ AND PRECA11Tl0M$ (5. 11)I. 
Concornllant N,dkl11llon 
Advise patients to inform their health care provklers of any changes to their currerit 
pr86Cflpllon or ovar-the-countsr me<lcallons since there 16 apolentl.11 fOf' cllrtlcalfy
slgn111cant lnteracllons (see DRUG INTERACTIONS (7)). 
Pr81l11BRCJ 
Advise ~entsthat ABILIFY fAAINTENA mayca1m@ll.trapyrarnidal and/orwithora~ 
symptoms in a neonate and IO notify lfleir healthcare provider with a known or 
suspected pregnancy. Advlse pallants that there Is a progrtanoy exposure regls1ry 
tnat moni!Ors pregnancy outcomes In ,,;omen eiqiosea 10ABILIFY MAJNTENA dunng 
pregnancy {see USE IN SPECIFIC PDPULATIDNS (8. f)}. 
Dislntlut&d alld marMledby 
otsuka America Pharmaceutlcal, Inc., Rocltvllle, MD 20850 USA 
Mark8lsd by Lundbeck, Deer11eld, IL 60015 USA 
ABILIFY MAINTENA ts elrademarl< o1 Olsuka Pharmaceutical Co1T1pany• 
09US161BR0004 08/2016 
<1>2016, Ol$uka Ptianna.cet1tical Co., lid., Tokyo, 101-8535 Japan 

mailto:mayca1m@ll.tr
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http:approprle.te
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MEDICATION GUIDE 
ABILIFY MAINTENA• (a·BIL·Hy main~TEN·a) 

(arlplprazola) 
for extended-release Injectable sus,ension, ror 1n1ranuscu1ar use 

W~al Is the mast lmporta•l inrormation I sllould know about ABILIFY MAINTENA? 
Each injection of ABILIFY MAINTENA must be administered by ahealthcare professional only. 
ABILIFY MAINTENA may cause serious side effects, Including; 
• Increased risk or death In elderly people w1U1 dementia-related psychosis. ABILIFY MAINTENA is not forthe treatment of people 

who have lost touch with reality (psychosis} dueto confusion and memory loss (dementia). 
• Neurtleptlc malignant svndrome (NMS) aserious condition tllat can lead to death. Ten your healthcare provider right away If 

you have some or all of the followinq symptoms of NMS: 
o high fever c stiff muscles 
o confusion o sweating 
o changes In poise, heart rate, and bloodpressure 

Call your healthcare provider er go to Iha nearest emar9ency room rl1ht away Hyou have any of these symptoras. 

What Is ABILIFY MAINTENA? 
ABILIFY MAINTENA is aprescription medicinegiven bV injection by ahealthcare professional and used to treat schizophrenia 
It is not known If ABILIFY MAINTENI\ Is safe and effective In children under 18 years of age. 

Do not recetve ABIUFY MAJNTENA Hyo, are allergic to aripiprazole or any of the ingredients in ABILIFY MAINTENA. See the end of 
this leaflet for acomplete list of ingredients in ABILIFV MAINTENA. 

Before receiving ABILIFV MAINTENA, tell ya• healthcare provider about all your medical condltlans, lncludlng IJ you: 
• have never taken ABILlfY {aripip razole) before 
• have diabetes or high blood sugar or afamily history of diabetes or high blood sugar. Your heattheare provider should check your 

blood sugar before you start receiving ABILIFY MAINTENA and during your treatment. 
• have or had seizures (convulsions) 
• have or had low or high blood pressure 
• have or had heart problems or astroke 
• have or had a low white blood cell count 
• have any other medical problems including problems that may affectyou receiving an ln)ectlon In your arm or buttocks 
• are pregnant or plan to become pregnant. It Is not known if ABILIFY MAINTENA will harm your unborn baby. 
• If you become pregnant while 1aklng ABILIFY MAINTENA, talk to your healthcare provider about registering with the National 

Pregnancy Registry for Atypical Antlpsychotlcs. You can register by calling 1-866-961-2388 or visit htlp://womBnsmentalhealth. 
org/cllnlcal·and-resaarch-programs/pragnancymgistry/ 

• are breastfeeding or plan lo breastfeed. ABILIFY MAINTENA can pass into your milk and may harm your baby. Talk to your 
healthcare provl~r about the bast way to feed your baby if you receiva ABILIFY MAINTENA. 

Tull yuar baahhcrare provider about all the medicines vou tan, includinQ prescription mecicines, over-the-counter medicines. vitamins. 
and herbal supplements. 
ABILIFY MAINTENA and other medicines may affect each other causing possible serious side effects. ABILIFY MAINTENA may affect 
the way other medicines work, and other medicines may affect how ABILIFY MAINTENA works. 
Your healthcare provider can tell you If It is safe to take ABILIFY MAINTENA wltll your other medicines. Do not start or stop any 
medicines while taking ABILIFY MAINTENA without talking to your healthcare provider first. Know themedicines you take. Keep a list 
o1 them to show your healthcare provider andpharmacist when you get anew medicine. 

How should Ireceive ABILIFY MAINTENA? 
• Follow your ABILIFY MAINTENA 'treatment schedule exactly as your healthcare provider tells y0u lo. 
• ABILIFY MAINTENA is an injection given in your arm or buttock by your healthcare provider 1 time every month. YOtJ may feel a 

little pain in your arm or buttock during your injection. 
• After your first injection of ABI LIFY MAINTENAyou should continue your current antipsychotic medicine lor 2 weeks, 
• You should not miss adose of ABILIFY MAINTENA. If you miss adose for some raason, call your healthcare provider right away 

to discuss what you should do next 
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ABllFY MAIIITENA• (arlllflJrazult) 

What $hOUld I a,01, whlle taking ABILIFY MAINTENA? 
• Do not drive. operate machinery, or do other dangerous activities untll you know how ABILIFY MAINTENA affects you. 

ABILIFY MAINTENA may make you feel drowsy. 
• Do not drink alcohol while you receive ABILIFY MAINTENA. 
• Do not become too hot or dehydrated whileyou receive ABILIFY MAINTENA. 

o Do oot e)(ercise too much. 
o In hot weather, stay inside in acool place if possible. 
o Stay out of the sun. 
o Do not wear too much clothing or heavy clothlng. 
o Drink plenty of water. 

Whal are the PIJSSlble side effects DI ABILIFY MAINTENA? 
ABIUFY MAINTENA mav cause serious side eHects, lnr:ludlng: 
• Sea "What Is lhe masl Important information Isho1ld know aboul ABIUFV MAINTENA?· 
• Uncontrolled body movements (tanllva dysklnesla). ABILIFY MAINTENA may cause movements that you cannot control In your

face, tongue, or other body parts. Tarcllve dysklnesla may not go awav. even if you stop receMng ABILIFV MAINTENA. Tardive 
dyskinesia may aJso start after you stop receiving ABILIFY MAINTENA. 

• Problems with your melaboUs11 such as: 
o 'High blooo sugar (hJPerglycemla)! Increases In blood sugar can happeo In some people who take ABILIFY MAINTENA. 

Extremely high blood sugar can lead to coma or death. If you have diabetes or rtsk factors for diabetes (such as being 
overweight or a family history of diabetes), your healthcare provider should check your blood SU(Jar before you start receiving
ABILIFY MAINTENA and during your treatment 

Call your heal1hcare provider II you have any of these symptoms of high blood sugar while receiving ABILIFY MAINTENA: 
> feel very thirsty 
;,, need to urinate more 1han usual 
)-­ feel very hungry 
), feel weak or tired 
), feel slck to your stomach 
;,, feel confused , or your breath smells fruity 

o Increased fat levers (cholesterol and lrlglycerldes) In vour lltleod. 
o Waight gain. You and your healthcareprovider should check your weight regularly. 

• Unusual uges. Some people taking ABI LIFY MAINTENA have had unusual urges such as gambling, binge eating or ea1tng that you 
cannot control (compulsive), compulsive shoppiog and selCual urges. 
If you or your family members notice that you are having unusual urges or behaviors, talk lo Your healthcare provider. 

• Decreased blood press•a {arlhastallc hypalanslon). You may feel lightheaded or faint when you lise too quickly from a sitting 
or lying position. 

• Low white blod cell co1nt 
• Seizures (convulsions} 
• Problems cantrolllng your body temperature so lhat yoa leal too warm. Sea "What should I avoid 111hlle receiving ABILIFY 

IIIAINTENA?" 
• DIHlcunv swallowlng 
The most commen side errecl ol ABILIFY MAINTENA Includes feeling like you need to move to stop unpleasant feelings Ml your legs 
(restless leg syndrome or akathisia), infection site pain, or sleepiness (sedation). 
Ten your healthcare provider if you have any side effect that bothers you or does not go away. 
These are not all the possibl~ side effects of ABILIFY MAINTEN.A. 
Call your doctor for medical advice about side effects. You may report sideeffects to FDA at 1-800-FDA-1088. 

G,e1eral lnlormatlon about the sale and efl1ctlva use of ABILIFY MAINTENA 
Medicines are sometimes prescribed for purposes other than those llsted In a Medication Gulde. Do not use ABILIFY MAINTENA tor 
a condition for which it was not prescribed. Do not give ABILIFY MAINTENA to other people, even if they have the same symptoms
that you have. It may harm them. You can ask your pharmacist or healthcare provider for mfomiation about ABIUFV MAINlENA that 
is wrllten for healthcare professlonals. 

What are the Ingredients In ABILIFV MJ\INTENA? 
Active Ingredient! aripiprazole monohydrate 
Inactive ingredients; carooxymethyl cellulose sodium. mann1to1, sodium phosphate monobaslc monohydrate and sodium hydrO)ode 
ABILIFY MAINTENA Is a trademark ot Otsuka Pharmaceutical Company. 
@2016, Otsuka Pharmaceutical Co., ltd., Tokyo, 101-8535 Japan 
F-0r more information, go to www.ABILIFYMAINTENA.com or call 1-800-441·6763. 

lli!Y..,. .._ , V ....... 


T"is Medication Guide has been approve(! by the U.S. Food and Drug Administratioo. 09US161BR0005 R&vised: August/2016 
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