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Abilify Maintena
(ariprazoe) prokongedhrelease suspension i rection

In the EU and UK, Abilify Maintena® (aripiprazole once-monthly)
is indicated for maintenance treatment of schizophrenia
in adult patients stabilised with oral aripiprazole.!

This document is intended to be viewed online only. Prescribing
information can be found at the end of this document. Thi
material s intended for healthcare professionals only. Prescribing
information may vary depending on local approval in each
country. Before prescribing any product always refer to local
materials such as the prescribing information and Summary of
Product Characteristics (SmPC). This material has been produced
by Otsuka Pharmaceutical Europe Ltd. and H. Lundbeck A/S.

Adam'’s big passion is football. He
loves going to his friend’s house to
watch the big game; especially when
his team is playing against his friend’s
team. The playful competition they
have on match days was something
Adam always looked forward to.

Unfortunately, Adam missed out on
the last few games due to him having
an episode and relapsing. This
resulted in him being hospitalised.

After an acute episode, he was
switched from oral aripiprazole to
Abilify Maintena® (aripiprazole
once-monthly).

Abilify Maintena® was shown to
control positive and negative
symptoms vs. placebo.’?

Adam is looking forward to watching
tonight’s big game with his friend.
He is now able to do what he loves
most, sitting with his friend and
watching his team play.

Consider bringing back these
achievable moments for patients like
Adam. Please see Abilify Maintena®
SmPC for more information.!

The PRELAPSE study is an
investigator-initiated, multicentre,
cluster randomised, controlled clinical
trial with a follow-up duration of 2
years. The objective was to determine
whether encouraging the use of LAI
antipsychotic medication compared
to usual care, delays the time to first
hospitalisation in patients with
early-phase illness. All sites were
community (‘real world’) mental
health clinics that were representative
of where most patients receive
ambulatory services. It was designed
as a large simple trial, which is less
likely to influence adherence as it is
embedded in the delivery of care and
demands little extra effort from
physicians and patients. The study
was conducted in the US. Therefore
clinician's choice was determined
according to US practice.?

Clinician’s choice — oral
antipsychotics (including but not
limited to): aripiprazole, risperidone,
lurasidone hydrochloride (HCI),
quetiapine fumarate, olanzapine,
ziprasidone hydrochloride (HCI); LAls
(including but not limited to):
risperidone, haloperidol decanoate,
olanzapine, paliperidone palmitate,
fluphenazine decanoate. Products
may have different indications and
availability in different countries.
Number of patients per product is not
available. No direct comparison has
been made with individual products.*
Patient inclusion criteria included
patients aged 18-35 years with
schizophrenia diagnosis confirmed by
a Structured Clinical Interview for
DSM-5, Research Version (SCID-5)
and <5 years of lifetime antipsychotic
use, of which the first-episode
patients were classified as having <1
year of prescribed treatment with
antipsychotic medication and only 1
lifetime episode of psychosis and the
early-phase patients were classified as
1-5 years of <1 year of antipsychotic
treatment and >1 episode of
psychosis.*

Abilify Maintena®
demonstrated longer
time to first
hospitalisation for
first-episode and
early-phase
schizophrenia patients
vs. clinician’s choice®
(no direct comparison
has been made with
individual products)

Mean survival time until first
hospitalisation
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Adapted from Kane W, e al, 2020
AOM 95% 0 582.3-645.1 days CC 95% 1, 497.3-563.9 s,

The most frequently observed adverse drug
reactions (ADRs) reported in 25% of patients
two double blind, long-term trials of Abilify
Maintena® were weight gain (9.0%), akathisia
(7.9%), insomnia (5.8%), and injection site
pain (5.1%).! Please consult the SmPC for
more information.

AOM, aripiprazole once-monthly; CC, clinician’s choice;
cl, confidence interval; DSM-5, The Diagnostic and
Statistical Manual of Mental Disorders, Fifth Edition;
EU, European Union; UK, United Kingdom; LAIs, long
acting injectables; SCID-5, The Structured Clinical
Interview for DSM-5.
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Prescribing information

ABLIEY: Griporazole) PRESCRISNG. INFORMATION —_ ABILIFv: TABLETS
ABILIFY" GRODISPERSIBLE TABLETS, ABILIY® ORAL SOLUTION, ABILIFY'
SOLUTION. FOR INECTION (NTRAUSCULAR (V). oty ATEn:
OLONGED RELEASE SUSPENSION. FOR
IEcTion, " Aaitv  ANTENA DER e
PROLONGED-RELEASE SUSPENSION FOR INECTION IN PRE FILLED SYRINGE.

Please refer to the full Summary of Product Characteristics (SmPC) before
prescribing.

PRESENTATIONS st mg 10,15, d0ma, Ol et 1ome
15mg, 3omg; Ora sauton Lt o acton (M) Via wih 9751

imo/mi; Solution for injection (I mg
o e e o
ecion: Vil wih 390mg or 400mg ariprazole Pre fed syinge i 300mg o
400mg aripiprazole. INDICATIONS: Oral formulations: Treatment of schizophrenia
in e and adolesents aged 15 years and oider +7.5ma/mi Soluion for ijection
apid control of agitation and disturbed behaviours in adults with
SOohEna, whe o tarapy s ot apsopTate. et wih ABrAtON

ection: Mantenance teaiment of schzophrenia in aduls stabiised with oral
anpirazole DOS 10
mg once 3 day maintenance dose 16mg once 2 day wihout regar to meats.
1
o b than T5m Gaty ek . s dersomsi-ted Ao, meie]
patients may benefit from higher dose. Maximum daily dose should not excee
30mg. Adolescents (>15 years old) Initate at 2mg (using oral 1mg/mi solution) for
2 days,titrate to 5mg for 2 further days o reach recommended daly dose of 10mg
if needed, dose can be increased in Smg increments, maximum daily dose 30mg

IM injection into deltoid or deep into gluteus maximus muscle (should ot be
administered intravenously or subcutaneously). Effective dose range 5.25mg-15mg

maintenance or acute treatment. A second injection may be administered 2 hours

jection, n
hvenin 24 hours.Maximur Gall ose of aipprazol s 30mg (ncucing al Abilfy
formulations). I continued reatment indicated withoral arpprazole, see SmeCs
for oralarpiprazole preparaions, Prolongetirelease suspension for i jaction: For
patients who haveaver taken arpprazele,tlraily with oral aplrazole must

as one injection start or as two injection start. One injection start: On the day of
initation, administer one_injection of 400mg_Abilfy Maintena® and continue
treatment with 10mg to 20mg oral arpiprazole per day for 14 consecutive days to
maintan therapeutic arppraole concerraton during nflation of therapy
Suspension should be injected slowly as a single injection (doses must not be
e o gutel o Qero muscle. (are Shou b taken (o v radertent
jection into a blood vessel). Two injection start: On the day of initation,
administer two separate injections of 400mg Abilfy Maintena” at separate inection
sies (e SmPCs for method of adminisraton,slong withane 20mg coseoforal
aripiprazole. If ites in
‘two different muscles. DO NOT ijct both ictons concomiandy thesnmz
or known CV either

s DONOT mject

into two gluteal muscles. After either the one or the two injection start, the
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adjustment_required _for

lowersarting dese (ora formuasions an 7.5 ma/mi sltionfo necion (V)

i ral_formul Safety and efficacy below 15 years of age not

=subhshednndusem<]5 Yearsnot recommended. Z5m imi soltion orinjection
long

Broceaure. CoNTRAINDI i5: Hypersensitivity to_ active substance or
excipients. WARNINGS AND PRECAUTIONS: All formulations: During antipsychotic
e improvement in clinical condition may take ‘weeks — mon

fisory of seigue disorder of have conditions associated with seizures. Extreme

Guten shold be taken when corconitantly adminsteing sippriole and
stimulant ey and aspiration have ciated with
ol and. anpmvai le should be used cautiously in patients at risk for

iEitaion, Do, Cases of venous. thromboepilism (VTE), have. been
reported with antipsychotics. All possible VTE risk factors should be identified
before and. durng eatment and.preventive. measures taken. There were

oris of westment emergent dyskinesa during arpiprazole
reatment. I Sone and symproems of tarig dskinesia appear durbg Meatment
Teduce dose of discontinue. Symptors can temporaly deceriorate of even arisé
st estment dscondruatin. f sns and ymptoms of ather e peamia

st Cexcemh Aviy Maitena®. Rare cuse of nesrolepic malgnant syndrome
RIS} were reported i aripiprazole cinical tras I patent develops sgns and
Giscontinued. May cause’ somnolence, postural hypotension, motor and sensory

instability which may lead to falls, Caution when treating patients at higher risk ¢.g.
elderly or debitaied patients  conscer a ower tating dose,Not indicated for

ireatment of patents wih Semenigrelted pychoss Hperglicacmia os beer

repores

monitor diabetes melitus patents or Those at sk o Gabetes malecs feguirly for
ight gain with oral

aripiprazole, usually in those w\[h sanifcant sk actors fweight gan f incally
significant, 9

apiprazole and inabiity to-Control wrges e, gambing, soxual wrges, compulive
Shopping, binge or compulsive eating. Patients or caregivers should be asked about
development of new or increased urges. If urges develop during treatment, consider

gucosegaiiose misbiorption Grodspersble tblets contan ssparare, 3
Source of phenyllanne which may be harmful 1o those wih phenylketonuri
Orosisprshic faiets contan Sotium (. 1mmol/ bt Gl lion

7.5mi/mi soluion for injection contain sodium (both contain' <1mmol/dosage
unit), Oralsoltion contains fuctose and sucrose. Should not be taken by patients
Wih fructose intolerance, glucose. galactose malabsorption or sucrase-somaltase
irifcency Oal soluion contans et propy| parycropherzoss, i

may cause allergic resctions erve and
e OB et i psvestor
benzodazerine may be ALsociated with excesse sedation and cardiorespItory
epression. f given with parenteral benzodiazepine, monitor for excessive sedation

Abiy Maintena® should not be used for scutely agftated or severly psychotic
states when immediate symptom control needed. Abilfy Maintena contains sodium
{3 ol dose), INTERACTIONS: All formlations: Aripiprazoie has potental to

administered with medicines. known to cause QT prolongation of electrolyte
imblance Montor for serotony yrdrome  arpprizole  sed concomtantly
wi erotonin SSRI)/

Lot Norepinephrne. Resptake Thblior GSNRID 6 "eqtimés. koo 1o
increase aripiprazole concentrations. All formulations: For advice on use with

g hid imescr of pregnancy at risk of reacions nclusing extrapyramical
and/or withdrawal sympioms; maritor carefuly. Arpiprazole/metaboltes are
excreted in human milk. Make a benefit-risk decision whether to discontinue
UNDESIRABLE EFFECTS
For further detalls on adverse events, conslt SmPC. Oral formulations and
Z5mo/mi solution for injection (1M): Common (21/100 to <1/10)
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etes
melits, ty restl tremor,
headache, sedation, somnelence, dziness, visor brred, aonsipaton, d spepsiz
nasea, Salhary nypersecretion, vomiting, fatigue. Uncommon: (21/1060
By Nyperpaacinacmay biood roactl detesseds Typeraycleria:
X ia, photophobia,
ey, ethestatc hporensen hicps resess leos yrame e
77sma/mi slution fo nection () only. moin dry, dastlc Blood pressure
et Ftapenc b koo, (Cahnot e e o She. vt
kapenia, nevropei, fromb ccytapeni. aleraic reacion (2. amapmyacic
T, ahgiocdera inludng Swen tonoe, Songus SCaETe Fce. Dedema
pruitus allerie, or urticara, dabetic ypercsmlar coma, diset ketoacidosi
byponatraemia, anorexia, suicide attempt, ideation or completed, pathological
gambiin inge eatin

aggression, agitation, nervousness, neuroleptic malignant syndrome, grand mai

reaction, alopecia, hyperhidrosis, rhabdomyolysis, myalgia, stifness, urinar
incontinence, wrinary retenton, drug withdraval Syndrome neonatal prapism,

emperature ¢ i
oedema, weght decreased, weight gam alanine_aminotransferase. increased,
aspartate creased, increased,

Siaine  phosphatase. ncreased, QT protonged.  bood glucose increased,
glycosylated haemoglobin _increased, blood  glucose fluctuation,  creatine
phosphokinsse increzsed,drug reactonwith eosnophiia and systemic symptoms
(DRESS) Prolonged-release r_injection: Common
R R R R R S R A
e o, exirapyr ol Seordes skthae (o, e
sedation, somnolence, diziness, headache, dry mouth, musculoskeletal stiffness;
erectile dysfunction, injection site pain, injection site induration, fatigue, blood
U 1/1000t0<

anaemia, thrombocytopenia, neutrophil count decreased, white blood cell count
decreased, hypersensitivity, blood prolactin decreased,  hyperprolactinaemia,

hypertriglyceridaemia, appetite disorder, suicidal ideation, psychotic _disorder,
hallucination, delusion, ypersexality, panic reaction, depression, afect by,
thy,

it O e Fetnsortes ot sonde oy horotor Iypericimy.
reslss legs syndtome, coguheel rigdty, hypertona bradykinests, crooing
Gysgeuia, paroemis, oculsayc crids, vion Brred, e pain. dpiops
Phetophabia, ventrcular extrasystoles, bradycarda, chycardi,

(ECG) T wave amplitude decreased, ECG abnormal, ECG T wave inversion,

hypertension, orthostatic hypotension, blood pressure increased, cough, hiccups,
gastrooesophageal reflux disease, dyspepsia, vomiting, diarrhoea, nausea,
abdominal pain_upper, abdominal_discomfort, constipation, frequent_bowel
movement, salivary hypersecretion, iver function test abnormal, hepatic enzymes
increased, alanine aminotransierase increased, gamma-lutamy| ansferase

e rossctn et i b e rany use spasme s
iwiching, muscle ghtness myalga, pan in extremity,arfralga back pain joint
range of motion decreased, nuchal rigidity, trismus, nephrolt

galactorrhoea, gynaecomastia, breast tenderness, vulvovaginal dryness, pyrexia,
asthenia, gait disturbance, chest discomfort, injection site reaction, injection site

aemoglobin increased, waist circumference increased, blood_cholesterol or
riglycerides decreased. Ezcquency not known (capnot be estimat

avallable data): Leukopenis, allergic _reaction (eq._anaphylactic reaction,
angioedema including swollen tongue, tongue oedema, face oedema, pruritis, or
Urtlcaria),  diabetic © hyperosmolar coma, _diabetic ketoacidosis,  anorexia
hyponatraemia, completed suicide, suicide_attempt, pathological_gambiing,

Serotonin syndrame, spéech disorder, suden unexplained death, carda arrest,
forsades de pointes, ventricular arthythmias, QT prolangation. syncope, venous
thromboembolism (including puimorary embolism and deep ven thrombosis),
oropharyngeal  spasm. laryngospasm, aspiration pneurmoria, _pancreatis
dysphagi, hepatic faiure, aundice hepatic,alkaline phosphatase inceased, ras

Dhotosensiivty reaction, hyperhiarosi,thabdomylys, rnary retention, rinry
Incontinence, drug withdrawal syndrome  neonatal prapsm, - temperature

blood glucose fluctuation, drug reaction with eosinophilia and systemic symptoms

(DRES®). OVERDOSE: All formulations: Supportve therapy, mainaning an
adequate airway, oxygenation and ventiation, management of symptoms with

Cardiovascular fhonftorng, inclading continuous eleciocardiographic monitoring
th close medical supervision and monitoring. For oral formulations, actvated
charcoal administered ay be effective n treatment of overdose.
LEGAL CATEGORYFescption ol e (FOM).
TING  AUTHORISATION  (MA) Abilfy® tablets
Eu,’\,04/27s/oo\ 020: Abilfy" orodisperéible bl Eu/1/0h/B76/035 055,
Abilfy® 1'ma/mi oral solution: EU/1/04/276/033-035; Abilify” 7.5 mg /mi solution
!or wmecnon (IM): EU/1/04/276/036; Abilify Maintena® powder and solvent for
longed release suspersion for njection: vl EU/1/13/882/ 001-004, pre.filed
e TS a5 088008
MA HOLDER: Otsuika Pharmaceutical Netherlands B, Herikerbergweg 292, 1101
CT, Amsterdam, The Netherlands.
PRESCRIBING INFORMATION DATE: April 2022

list of

Pharmaceutical Europe Ltd.

hould also be rep: i
by email to vigilance @otsula-eurape.com

Example Price UK Al tables: 28 tablets Smg (EU/1/04/276/002) £96.04

Ioms (£1/1/04/276/007) £96.04, 15mg (£0/1/04/276/012) E5e.04, 3omg

GEGR fG4/a16/017) €157 08: Abity orscspirsble tabets: 28 tablets: 10mg

@ /276/025) £96.04, 04/276/028) 3604 Abitfy” 1

o/ opi solocn: 150m] (Eu/t?oa/zm/oao)imzso Aoty 75

solton for iection Lm| vl (EU/1/04/276/036) 345 Abity il
longed release _suspension for nfction and_solvent:

BEORTES a5 0023 E550 43 e led snge: (B0 14/ 885008) 23041

For reference in Denmark:

PACK SIZES: Tablets: § mg: 28 abs, 56 tabs; 10 mg; 28 tabs 56 abs; 1 mg: 28

5,56 tabs. Orodispersible Tablets: 10 mg 28 tabs, 15 mg

28 abs Oral slution: 1 ma/m! 150 i Soltion for Ijecton: 7.5 g/l 490 mg
+ an  prol elease suspension for ijection, suspension in

Vial(single pack) and in pre-filed syringe (single pack, mulipack).

REFERENCE TO CURRENT PRICE: wunw.medicinpriser d

DISPENSING GROUP: 8

REIMBURSEMENT STATUS: general reimbursement _(tablets), conditional

reimbursement_(orodispersible tablets, oral solution, powder and solvent for

prolonged-release suspension for injection), non-reimbursement on Solution for

Injecti

‘OPE-AM-2200004; DOP: April 2022

Click here for prescribing information in Austria.


https://mofhost.com/ECNP/ECNP2022_FKIAbilifyMaintena.pdf



