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Abilify
(aripiprazole)

BOXED WARNING
Elderly patients w/ dementia-related psychosis treated w/ antipsychotic drugs are at an increased risk of
death. Not approved for treatment of patients w/ dementia-related psychosis. Antidepressants increased
the risk of suicidal thoughts and behavior in children, adolescents, and young adults in short-term
studies. Monitor closely for worsening, and for emergence of suicidal thoughts and behaviors in patients
who are started on antidepressant therapy.

View FDA-Approved Full Prescribing Information for Abilify

COMMON BRAND NAMES
Abilify Discmelt

THERAPEUTIC CLASS
Atypical antipsychotic

DEA CLASS
RX

ADULT DOSAGE & INDICATIONS
Schizophrenia
Initial/Target: 10mg or 15mg qd
Titrate: Should not increase dose before 2 weeks
Range: 10-30mg/day

Bipolar I Disorder
Manic and Mixed Episodes:
Monotherapy:
Initial/Target: 15mg qd
Titrate: May increase to 30mg/day based on clinical response
Max: 30mg/day

Adjunct to Lithium or Valproate: 
Initial: 10-15mg qd
Target: 15mg/day
Titrate: May increase to 30mg/day based on clinical response
Max: 30mg/day

Major Depressive Disorder
Adjunct to Antidepressants:
Initial: 2-5mg/day
Titrate: Dose adjustments of up to 5mg/day should occur gradually at intervals of ≥1 week
Range: 2-15mg/day

Agitation
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Agitation Associated w/ Schizophrenia or Bipolar Mania:
Inj:
9.75mg IM
Range: 5.25-15mg
A lower dose of 5.25mg may be considered when clinical factors warrant. If agitation warranting a 2nd dose
persists following the initial dose, cumulative doses of up to a total of 30mg/day may be given
Max: 30mg/day or more frequently than q2h

If ongoing treatment is clinically indicated, replace w/ oral aripripazole in a range of 10-30mg/day as soon as
possible

PEDIATRIC DOSAGE & INDICATIONS
Schizophrenia
13-17 Years:
Initial: 2mg/day
Titrate: May increase to 5mg/day after 2 days and to the target dose of 10mg/day after 2 additional days
Administer subsequent dose increases in 5mg increments
Max: 30mg/day

Bipolar I Disorder
Monotherapy or Adjunct to Lithium/Valproate for Manic and Mixed Episodes:
10-17 Years: 
Initial: 2mg/day 
Titrate: May increase to 5mg/day after 2 days and to the target dose of 10mg/day after 2 additional days
Administer subsequent dose increases, if needed, in 5mg increments

Autistic Disorder
Irritability Associated w/ Autistic Disorder:
6-17 Years: 
Initial: 2mg/day
Titrate: Increase to 5mg/day, w/ subsequent increases to 10 or 15mg/day, if needed
Dose adjustments of up to 5mg/day should occur gradually at intervals of ≥1 week
Range: 5-15mg/day

Tourette's Disorder
6-18 Years:
Range: 5-20mg/day

<50kg:
Initial: 2mg/day w/ a target dose of 5mg/day after 2 days
Titrate: Increase to 10mg/day in patients who do not achieve optimal control of tics 
Dose adjustments should occur gradually at intervals of ≥1 week

≥50kg: 
Initial: 2mg/day for 2 days
Titrate: Increase to 5mg/day for 5 days w/ a target dose of 10mg/day on Day 8
Increase up to 20mg/day for patients who do not achieve optimal control of tics
Dose adjustments should occur gradually in increments of 5mg/day at intervals of ≥1 week

DOSING CONSIDERATIONS
Concomitant Medications
Strong CYP2D6 or CYP3A4 Inhibitors: 
Administer 1/2 of usual dose

Strong CYP2D6 and CYP3A4 Inhibitors: 
Administer 1/4 of the usual dose

Strong CYP3A4 Inducers:
Double usual dose over 1-2 weeks; when coadministered inducer is withdrawn, reduce aripiprazole dose to
original level over 1-2 weeks

Combination of Strong, Moderate, and Weak Inhibitors of CYP3A4 and CYP2D6: 
Reduce to 1/4 of usual dose initially, then adjust to achieve a favorable clinical response

Other Important Considerations
Known CYP2D6 Poor Metabolizers:
Administer 1/2 of usual dose

Known CYP2D6 Poor Metabolizers Taking Concomitant Strong CYP3A4 Inhibitors:
Administer 1/4 of usual dose

ADMINISTRATION
Oral/IM route

PO
Administer w/o regard to meals
Oral sol can be substituted for tabs on a mg-per-mg basis up to 25mg dose level
Patients receiving 30mg tabs should receive 25mg of the sol

Inj
Inject slowly, deep into the muscle mass
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HOW SUPPLIED
Inj: 7.5mg/mL [1.3mL]; Sol: 1mg/mL [150mL]; Tab: 2mg, 5mg, 10mg, 15mg, 20mg, 30mg; Tab, Disintegrating:
(Discmelt) 10mg, 15mg

WARNINGS/PRECAUTIONS
Neuroleptic malignant syndrome (NMS) reported; d/c immediately, institute symptomatic treatment, and
monitor. May cause tardive dyskinesia (TD), especially in the elderly; d/c if this occurs. Hyperglycemia, in some
cases extreme and associated w/ ketoacidosis or hyperosmolar coma or death, reported. Dyslipidemia and
weight gain reported. May cause orthostatic hypotension; caution w/ known cardiovascular disease (history of
MI or ischemic heart disease, heart failure, or conduction abnormalities), cerebrovascular disease, or
conditions that would predispose patients to hypotension (dehydration, hypovolemia). Leukopenia,
neutropenia, and agranulocytosis reported; consider discontinuation at 1st sign of a clinically significant
decline in WBC counts in the absence of other causative factors. D/C therapy and follow WBC counts until
recovery in patients w/ severe neutropenia (ANC <1000/mm3). Caution w/ history of seizures or w/ conditions
that lower seizure threshold. May impair physical/mental abilities. May disrupt body's ability to reduce core
body temperature; caution when exposed to conditions that may contribute to an elevation in core body
temperature (eg, exercising strenuously, exposure to extreme heat, receiving concomitant medication w/
anticholinergic activity, or being subject to dehydration). May cause esophageal dysmotility and aspiration;
caution in patients at risk for aspiration pneumonia.

ADVERSE REACTIONS
Headache, fatigue, tremor, anxiety, insomnia, increased appetite, N/V, somnolence, constipation, akathisia,
extrapyramidal disorder, nasopharyngitis, dizziness, restlessness, weight increase.

DRUG INTERACTIONS
See Dosing Considerations. May potentiate the effect of certain antihypertensive agents; monitor BP and
adjust dose accordingly. Strong CYP3A4 inducers (eg, carbamazepine) may decrease exposure; consider
increasing aripiprazole dose. Strong CYP3A4 inhibitors (eg, itraconazole, clarithromycin) or strong CYP2D6
inhibitors (eg, quinidine, fluoxetine, paroxetine) may increase exposure; consider decreasing aripiprazole dose.
Greater intensity of sedation and greater orthostatic hypotension w/ lorazepam; monitor sedation and BP.

PREGNANCY AND LACTATION
Category C, not for use in nursing.

MECHANISM OF ACTION
Partial D2/5HT1A agonist/5HT2A antagonist; not established.

PHARMACOKINETICS
Absorption: Well-absorbed (tab/sol). Absolute bioavailability (87%, tab), (100%, IM); Tmax=3-5 hrs (tab), 1-3
hrs (IM, median). Distribution: Vd=404L (IV); plasma protein binding (>99%, albumin); found in breast milk.
Metabolism: Hepatic via dehydrogenation, hydroxylation (CYP2D6 and CYP3A4), and N-dealkylation
(CYP3A4). Dehydro-aripiprazole (active metabolite). Elimination: (PO) Urine (approx 25%, <1% unchanged),
feces (approx 55%, approx 18% unchanged); T1/2=75 hrs, 94 hrs (metabolite), 146 hrs (CYP2D6 poor
metabolizers).

ASSESSMENT
Assess for dementia-related psychosis, drug hypersensitivity, psychiatric disorders, any other conditions
where treatment is cautioned, pregnancy/nursing status, and possible drug interactions. Obtain baseline FPG
in patients w/ diabetes mellitus (DM) or at risk for DM. Obtain baseline CBC if at risk for
leukopenia/neutropenia.

MONITORING
Monitor for clinical worsening of depression, suicidality, unusual changes in behavior, NMS, TD,
hyperglycemia, orthostatic hypotension, seizures/convulsions, esophageal dysmotility, aspiration, weight gain,
and other adverse reactions. Monitor CBC frequently in patients w/ a history of a clinically significant low WBC
count/ANC or drug-induced leukopenia/neutropenia. Monitor for fever or other signs/symptoms of infection in
patients w/ neutropenia. Monitor for worsening of glucose control in patients w/ DM and FPG in patients at risk
for DM periodically during therapy. Periodically reassess patient to determine the continued need for
maintenance treatment.

PATIENT COUNSELING
Inform about the risks and benefits of treatment. Instruct patients, families, and caregivers to be alert for the
emergence of anxiety, agitation, panic attacks, insomnia, irritability, hostility, aggressiveness, impulsivity,
akathisia, hypomania, mania, other unusual changes in behavior, worsening of depression, and suicidal
ideation; advise to contact physician if these symptoms occur. Instruct to use caution when operating
hazardous machinery. Counsel to avoid overheating and dehydration. Advise to notify physician if patient is
taking or plans to take any prescription or OTC drugs. Instruct to not breastfeed during therapy. (Discmelt)
Inform phenylketonurics that product contains phenylalanine. Instruct to not open blister until ready to
administer. Instruct that drug is to be taken w/o liquid, but that if needed, can be taken w/ liquid. Advise not to
split the tab. (Sol) Inform that sol contains sucrose and fructose.

STORAGE
25°C (77°F); excursions permitted to 15-30°C (59-86°F). Sol: May be used for up to 6 months after opening.
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Inj: Store in original container; protect from light.
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US-based MDs, DOs, NPs and PAs in full-time patient practice can register for free on PDR.net. PDR.net is to be used only as a reference
aid. It is not intended to be a substitute for the exercise of professional judgment. You should confirm the information on the PDR.net site
through independent sources and seek other professional guidance in all treatment and diagnosis decisions.

© 2015 PDR, LLC. All rights reserved.

converted by Web2PDFConvert.com

/about-pdr-network
/help.aspx
/contact-us
http://www.pdrbooks.com
http://www.fda.gov/Safety/MedWatch/
/privacy-policy
/terms-of-use/
http://www.pdrnetwork.com/
http://www.web2pdfconvert.com?ref=PDF
http://www.web2pdfconvert.com?ref=PDF

