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IN BRIEF
Three New Injectable Antipsychotic Drugs

Three extended-release injectable formulations of
second-generation antipsychotic drugs — two of
risperidone (Rykindo, Uzedy) and one of aripiprazole
(Abilify Asimtufii) — have been approved by the FDA
for treatment of schizophrenia in adults. Rykindo and
Abilify Asimtufii are also approved for maintenance
treatment of bipolar | disorder in adults. Other
extended-release injectable formulations of
risperidone and aripiprazole have been available in
the US for years (see Table 1)."

EXTENDED-RELEASE INJECTABLE
ANTIPSYCHOTICS — Extended-release injectable
second-generation  anti-psychotic drugs are
generally used in patients with a history of relapse
due to poor adherence to oral maintenance
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Pronunciation Key
Abilify Asimtufii: a bil' i fy ah sim tuh fye
Rykindo: rye kin' doe
Uzedy: ue ze dee

therapy. They are believed to improve adherence,
hospitalization and relapse rates, and long-
term outcomes in patients with schizophrenia,
even though a benefit has not been consistently
demonstrated in controlled trials comparing them
with oral formulations.z*

CLINICAL STUDIES — No new clinical efficacy
trials were required for FDA approval of Rykindo
or Abilify Asimtufii; approval was based on the
results of earlier trials with other extended-release
formulations of risperidone or aripiprazole. Approval
of Uzedy was based on the results of earlier trials
with oral risperidone and an unpublished trial

Table 1. Some Extended-Release Injectable Second-Generation Antipsychotics

prefilled syringes

Drug Some Formulations Usual Adult Dosage’? Cost®
Aripiprazole —
Abilify Maintena (Otsuka/Lundbeck) 300, 400 mg prefilled syringes, vials 400 mg IM once/month* $2719.20
Abilify Asimtufii 720, 960 mg prefilled syringes 960 mg IM g2 months*® 5438.50
Aripiprazole lauroxil — Aristada 441, 662, 882, 1064 mg prefilled syringes 441, 662, or 882 mg IM once/month or 1499.70
(Alkermes) 882 mg IM g6 weeks or 1064 mg g2 months®
Olanzapine pamoate — Zyprexa 210, 300, 405 mg vials 150 or 300 mg IM g2 weeks or 300 or 405 mg  842.40
Relprevv (Lilly)” IM once/month
Paliperidone palmitate —
Invega Sustenna (Janssen) 39, 78,117,156, 234 mg prefilled syringes 117, 156, or 234 mg IM once/month 1674.00
Invega Trinza 273,410, 546, 819 mg prefilled syringes 410, 546, or 819 mg IM g3 months 5022.10
Invega Hafyera 1092, 1560 mg prefilled syringes 1092 or 1560 mg IM g6 months 13,277.90
Risperidone —
Risperdal Consta (Janssen) 12.5, 25, 37.5, 50 mg vials 25, 37.5, or 50 mg IM g2 weeks® 1229.10
Rykindo (Luye) 25, 37.5, 50 mg kits 25 mg IM g2 weeks® (max 50 mg) 1172.80
Perseris (Indivior) 90, 120 mg kits 90 or 120 mg SC once/month 2070.60
Uzedy (Teva) 50, 75,100, 125, 150, 200, 250 mg 50, 75, 100, or 125 mg SC once/month or 1232.00

100, 150, 200, or 250 mg SC g2 months

—_

. Dosage adjustments may be needed for renal or hepatic impairment or for drug interactions.

oo

O o~

. Initial dosage of long-acting formulations for schizophrenia is based on patient's stable oral maintenance dosage. Dosage of Invega Trinza is based on
the previous dose of Invega Sustenna; dosage of Invega Hafyera is based on the previous dose of Invega Sustenna or Invega Trinza.

. Approximate WAC for 4 weeks' or 1 month's treatment with the lowest usual adult dosage (2 months' treatment with Abilify Asimtufii, 3 months' treatment
with Invega Trinza, 6 months' treatment with Invega Hafyera). WAC = wholesaler acquisition cost or manufacturer's published price to wholesalers; WAC
represents a published catalogue or list price and may not represent an actual transactional price. Source: AnalySource® Monthly. December 5, 2023.
Reprinted with permission by First Databank, Inc. All rights reserved. ©2023. www.fdbhealth.com/policies/drug-pricing-policy.

. The first dose should be given with oral aripiprazole 10-20 mg for 14 consecutive days.

. In patients taking Abilify Maintena, Abilify Asimtufii can be given in place of the second or later doses of Abilify Maintena.

. Either a single 675-mg IM dose of Aristada Initio and one 30-mg dose of oral aripiprazole or 21 days of oral aripiprazole should be given with the first dose
of Aristada.

. Use has been limited by the risk of post-injection delirium sedation syndrome.

. The first dose should be given with 21 days of oral risperidone

. The first dose should be given with 7 days of oral risperidone.
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(summarized in the package insert) in patients with
schizophrenia. In the unpublished trial, patients
received oral risperidone for 12 weeks, followed
by either Uzedy or placebo given SC once monthly
or once every 2 months. Time to relapse was
statistically significantly longer with Uzedy than
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CONCLUSION — Extended-release injectable
formulations of the second-generation antipsychotic
drugs risperidone and aripiprazole have been
available for years. The new extended-release
formulation of aripiprazole (Abilify Asimtufii) and
one new formulation of risperidone (Rykindo) do not

with placebo. appear to offer any advantage in efficacy and safety
over other extended-release injectable formulations
of these drugs. Uzedy, the other new extended-
release formulation of risperidone, extends the
interval between injections to once every 2 months,
which is longer than with other extended-release

injectable formulations of risperidone. =

ADVERSE EFFECTS — The adverse effects of the
new formulations of risperidone and aripiprazole
appear to be similar to those observed with other
injectable extended-release formulations of these
drugs. Risperidone and aripiprazole can cause
akathisia, angioedema, dyslipidemia, extrapyramidal
symptoms, and hyperglycemia; risperidone can also

- ! 1. Aripiprazole with digital ingestion tracking (Ability MyCite).
cause hyperprolactinemia.

Med Lett Drugs Ther 2019; 61:15.
2. Drugs for psychotic disorders. Med Lett Drugs Ther 2016;
58:160.
3. GA Keepers et al. The American Psychiatric Association
practice guideline for the treatment of patients with
schizophrenia. Am J Psychiatry 2020; 177:868.
Drugs for bipolar disorder. Med Lett Drugs Ther 2016; 58:103.

The labels of all second-generation antipsychotic
drugs contain a boxed warning about an increased
risk of death in older patients with dementia-related
psychosis. 4.
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