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Background
• Aggression prevalence as high as 68%1

• Challenges finding right medication for severe aggression in youth with 
ASD

• 2 FDA approved meds for irritability in youth with ASD: risperidone, 

aripiprazole2,3. 
• Irritability: aggression, self-injurious behavior, temper tantrums, and 

mood lability2,3

• Often not right fit prompting use of off-label meds 
• Current literature examining aripiprazole and risperidone for aggression
• Discuss their risk-benefit profiles.
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Risperidone 
• FDA approved for irritability associated with AD in youth 5-16 years
Short term efficacy and safety: Two 8-week RPCTs
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Figure 1. Mean irritability scores in risperidone vs 
placebo groups in 8-week trial4. Figure 2. Mean irritability scores in risperidone vs 

placebo groups in 8-week trial5. 

Risperidone 
Long term efficacy and safety 
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Figure 3. ABC Subscores during 6-month open-label 
extension of a previous 8-week trial6. 

Figure 4. Cumulative probability of relapse in the final 8-
week double-blind, placebo-controlled discontinuation 
period6. 
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Risperidone 
Notable adverse events
• Mean weight gain2

• Short term (3-8 weeks) trials: 2 kg in risperidone group vs 0.6 kg in placebo 
• At 24 weeks: 5.5 kg
• At 48 weeks: 8 kg 

• Hyperprolactinemia: 49% in risperidone group vs 2% in placebo2

• Galactorrhea: 0.8% of 1885 risperidone-treated youth in trials2 
• Gynecomastia: 2.3%2

Recommended effective dose range
0.5 to 3 mg/day2
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Aripiprazole 
• FDA approved for irritability associated with AD in youth 6-17 years
Short term efficacy and safety: Two 8-week RPCTs
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Figure 5. Mean irritability scores in aripiprazole vs 
placebo groups in 8-week trial7. Figure 6. Mean irritability scores in aripiprazole vs 

placebo groups in 8-week trial8. 
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Aripiprazole 
Long term efficacy and safety 
• Aripiprazole did not separate from placebo in preventing relapse 

of irritability associated with ASD9 
• Two-phase relapse prevention RPCT with 6–17-year-old youth with 

ASD. 
• Generally safe and well tolerated in a 52-week open-label safety 

and tolerability study of 330 youth 6-17 years old with AD10
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Aripiprazole 
Aripiprazole compared to risperidone 
• Comparable safety and efficacy11 
• 8-week study of 59 youth with ASD randomized to risperidone or 

aripiprazole groups
• No significant difference in weight gain between aripiprazole and 

risperidone12
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Aripiprazole 
Notable adverse events
• EPS-related events excluding Akathisia: Incidence of 18% in 

aripiprazole-treated group vs 2% in placebo group3

• Akathisia-related events: 3% in aripiprazole-treated group vs 9% in 
placebo group3 

• Weight gain: Mean weight gain of 1.6 kg in aripiprazole-treated 
group vs 0.4 kg in placebo group3 

Recommended effective dose range: 
• 5-15 mg/ day3
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Thank you for your attention!
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