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Significant improvements occurred with lumateperone
42 mg + ADT in sleep disturbance and sad mood, which
were the most prominent symptom domains at baseline

Background Results . .
9 Lumateperone 42 mg + ADT significantly improved
* Assessing symptom severity of major depressive disorder (MDD) using patient-reported outcomes is an important component * All 480 treated patients were included in the ITT population (lumateperone + ADT, n=242; Subgroup Analyses QIDS-SR-16 Symptom domains regardless of baseline
in the research and clinical management of this condition'? placebo + ADT, n=238), and 429 (89.4%) completed treatment .. : : : . . . .
. . . . . . * At EOT, lumateperone + ADT significantly improved 4 QIDS-SR-16 symptom domains for patients anxious distress and disease severlty
- The Quick Inventory of Depressive Symptomatology-Self Report-16 item (QIDS-SR-16) is a validated tool that allows patients * Baseline characteristics were similar between groups® with DSM-5—-defined anxious distress and 5 symptom domains for those without anxious distress
: : : >3
to rate the severity of their depression symptoms ~ Overall, the mean patient age was 46 years; most patients were female (69.6%) and White (95.4%) (Figure 4A and 4B)
. :Bn?Craoquee paat?eenr]ctfewgrtg/(llesDrflftce()r:ne)s(ep\?:r?tnCeelcltce)gsslsr:li?tﬁ alre]dshslte’crgr?lecrl](?r?lg?nie;;e::Crl]e?f?ptoms’ efficacious treatments that * Lumateperone + ADT significantly improved QIDS-SR-16 total score vs placebo + ADT from baseline to - The QIDS-SR-16 symptom domain scores for sleep disturbance, sad mood, and self-criticism These results support the use of adJunCtlve Iumateperone In
P P . P . ymp . . y . pie symp . o . Day 43 (least squares mean difference [LSMD] vs placebo, -2.2; effect size, -0.45; P<.0001)° significantly improved in both subgroups regardless of baseline anxious distress (Figure 4A and 4B) patients with MDD with inadequate ADT response across a
Lumateperone IS an atyplca.l antlpsychot.lc |nd|cat§d for: treatmgnt of schizophrenia in adults; treatment. of d.epresswe | + Baseline QIDS-SR-16 symptom domain scores were balanced between treatment groups, with patients range of symptom domains in MDD
episodes associated with bipolar | or Il disorder (bipolar depression) in adults, as monotherapy and as adjunctive therapy with

reporting the greatest symptom severity in the domains of sleep disturbance, sad mood, interest,

lithium or valproate; and treatment of MDD in adults as adjunct to antidepressant therapy (ADT)°® Figure 4. Change From Baseline to EOT in QIDS-SR-16 Symptom Domain Scores in Patient Subgroups

: . : . . . : concentration, and energy/fatigue (Figure 2 . . . .
- Lumateperone is a potent serotonin 5-HT,, receptor antagonist, a dopamine D, receptor presynaptic partial agonist and gy/tatigue (Fig ) per Presence/Absence of Baseline Anxious Distress (ITT Population)
postsynaptic antagonist, a D, receptor-dependent indirect modulator of glutamatergic AMPA and NMDA currents, and A. Patients With Anxious Distress
a serotonin reuptake inhibitor’ N Acknowledgements
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