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| umateperone Treatment of Manic Episodes With or Without Mixed Features in Bipolar |
Disorder: Results From a Double-Blind, Placebo-Controlled, Randomized, Phase 3 Trial
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Conclusions

Lumateperone 42 mg vs placebo substantially and rapidly
Improved acute manic symptoms in patients with bipolar |,
with and without mixed features

Effects on YMRS Total score were significant from Day 3

Department of Psychiatry, SUNY Upstate Medical University, Lakewood Ranch, FL, USA; 2Johnson & Johnson, Titusville, NJ, USA; 3Community Clinical Research, Inc., Austin, TX, USA; “Perelman School of Medicine, University of Pennsylvania, Philadelphia, PA, USA and were maintained throughout the treatment period

More patients receiving lumateperone 42 mg achieved
YMRS response and remission by the end of treatment than

Results those receiving placebo

Patient population

Background

» Bipolar | disorder is characterized by the occurrence of =1 manic episode, which may be preceded or followed by hypomanic and/or

Figure 3. YMRS Total Score Response and Remission Rates at Day 22 (ITT Population) Improvements in CGI-S scores were significantly greater in

major depressive episodes (MDE)!2 « Of 354 pati.ents treated (lumateperone, n=177; placebo, n=177), 327 (92.4%) completed treatment (safety and Response Katds at Day 22 Remission Rates at Day 22 . . .
* More than 90% of patients who experience manic episodes go on to have recurrent mood episodes, and around 60% of manic episodes ITT populations) 100 4 OR 3.10 (95% Cl: 1.94, 4.95) 100 1 OR 2.41(95% Cl: 1.43, 4.05) patlents rece.lvm.g Iumateperone 42 Mg vs placebo at Day S
occur immediately before an MDE2 + The mean age at the start of the study was 46.6 years, and 55.6% were female (Table 2) a0 - P<.0001; NNT=4.0 a0 - P=.0009; NNT=7.1 and were maintained to the end of treatment
o . o . . . o) o . . . 2 32
* Bipolar disorder is characterized by high rates and durations of persistent iliness, frequent hospitalization, symptom recurrence and ?/Ior:ce than halfccl).f pitli?]tsggf\lﬂe;piﬂeb?cezd =5 lifetime manic episodes (58.8%), and 15.3% were diagnosed with mixed £ 60 - 4;8 ‘ £ 60 - ‘ .
rehospitalization, and elevated risk of suicide3- I\;a ur\?:ﬂ E;QCSC‘%" t'“lg othe o _r (Ta d? z ) S na 9 the It i $ 40 - $ 40 - 305 Lumateperone 42 mg had a consistent safety and
» Patients with bipolar disorder desire new, effective treatments to stabilize symptoms and reduce suicidal thoughts and with better ean T otal score at baseline indicated severe mania in both groups (33.2 in the lumateperone 42-mg group * 20 - — * 20 - 16.4 tolerability profile and was well tolerated, with no new Safety
: : 8 and 32.1in the placebo group) (Table 2) ’
safety profiles than those currently available 0 | 0

- Baseline demographics and psychiatric history were balanced between treatment groups ' findings and low rates of discontinuation

Lumateperone 42 mg Placebo Lumateperone 42 mg Placebo

* Lumateperone is an atypical antipsychotic indicated for depressive episodes associated with bipolar | or bipolar Il disorder,
for schizophrenia, and as adjunctive therapy to ADT in MDD?®

« Study 451 is the first randomized, double-blind, placebo-controlled trial to evaluate the efficacy and safety of lumateperone 42 mg for
the treatment of acute mania in patients with a diagnosis of bipolar | disorder, including those with mixed features as defined in the

Response was defined as 260% decrease from baseline YMRS Total score at Day 22; remission was defined as a YMRS Total score <12 at Day 22.
Cl, confidence interval; ITT, intent-to-treat; NNT, number needed to treat; OR, odds ratio: YMRS, Young Mania Rating Scale.

Total
* Lumateperone 42 mg demonstrated statistical superiority to placebo for the change in CGI-S score from baseline at

Table 2. Baseline Demographics and Clinical Characteristics (Safety Population)

Lumateperone 42 mg
(n=177)
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reference, and the information should not be altered or reproduced in any way.
Total score - The number needed to treat for lumateperone 42 mg was 4.0 to achieve response and 7.1 to achieve remission
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