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Stratification based on the Neuropsychiatric Inventory
(NPI) Agitation/Agression Domain Score, Risk
for Falk, and Concomitant Antipsychotic Medi

Randomization (1:12) at Baseline (Day 1)
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Stratification based on Treatment Response

[Re-Randomization (1:1:1) at Visit 4 (Day 43)*
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E = evening dose; M = morning dose.

Study medication (active or placebo) was administered as capsules, 1 in the moming and 1 in the evening,

approximately 12 hours apart.

* Visit 4 (Day 43) stratification for the placebo arm is based on treatment response criteria followed by

rerandomization (1:1:1).
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