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BACKGROUND METHODS RESULTS Clinical context:

* The combination of olanzapine and samidorphan (OLZ/SAM) is approved in the United States for the Figure 1. Study Design Schizophrenia and Comorbid AUD BD-l and Comorbid AUD Hﬁﬂ Initiating OLZ/SAM was associated with significant

. . . . . _ 1 . . . . .
treatment of adults with schizophrenia or bipolar | disorder (BD-) October 18,2020 October 18, 2021 December 31,2023  December 31, 2024 reductions in patients experiencing acute care events

AICOhOI usg disorder (AUP) '? a common comorbidity in these patients and is associated with : : * For patients with schizophrenia and comorbid AUD, statistically significant reductions * For patients with BD-l1 and comorbid AUD, statistically significant reductions in the
increased risk of hospitalization?3 v v

_ . e _ _ . . . in the proportions of patients with 21 acute care event were observed across all proportions of patients with 21 acute care event were observed across all categories
Samidorphan is an opioid receptor antagonist that was tested in a phase 2 study in patients with AUD |< |dentification Period >| categories in the 12 months after initiating OLZ/SAM treatment (Figure 2) in the 12 months after initiating OLZ/SAM treatment (Figure 3) Schizophrenia® and Comorbid AUD BD-I® and Comorbid AUD

—Although the study did not meet its primary endpoint, samidorphan treatment was associated with IP Admissions IP Admissions

significant reductions in cumulative heavy drinking days and reductions in drinking-risk severity and T T
AUD related: AUD related:
OLZ/SAM Index Date

alcohol craving*
In prior real-world studies of patients with schizophrenia or BD-I, significant reductions in acute care Launch (Date of First Claim for OLZ/SAM) AUD Related® Schizophrenia Related 100 AUD Related* BD-I Related 54% ‘ 49% 72% ‘ 50%

Figure 2. Acute Care Eventsa? Figure 3. Acute Care Eventsa?

events and significantly better treatment patterns versus olanzapine were observed following Date 100

« ege . 5-7. . . . . . . .
O'LZ/S,'AM |n|t|at|9n ; here we describe outcomes in patients with comorbid AUD, a difficult-to-treat el | Gl Rl (N CIPre-0LZ/SAM Il Post-OLZ/SAM B Pre-OLZ/SAM B Post-OLZ/SAM
high-risk population Pre-0LZ/SAM Post-OLZ/SAM

Schizophrenia related: BD-I related:

OLZ/SAM, combination olanzapine and samidorphan.

OBJECTIVE RESULTS

* To assess and compare acute care events among patients with schizophrenia or BD-l1 and comorbid
AUD in the 12 months before and after initiating OLZ/SAM Table 1. Baseline Patient Demographics, Clinical Characteristics, and

Medication Use

31% 17% 52% 40%

aAbsolute percentage point differences (95% Cl): AUD-related IP admissions in patients with schizophrenia and comorbid AUD, -19% (-24%, -14%); AUD-related ED visits in
patients with schizophrenia and comorbid AUD, -12% (-17%, -7%); schizophrenia-related IP admissions, -14% (-19%, —-8%); schizophrenia-related ED visits, -7% (-13%,
-1%). PAbsolute percentage point differences (95% Cl): AUD-related IP admissions in patients with BD-I and comorbid AUD, -26% (-33%, —20%); AUD-related ED visits in
patients with BD-l and comorbid AUD, -11% (-17%, —6%); BD-l-related IP admissions, -23% (-31%, -16%); BD-I-related ED visits, -11% (-18%, -5%).

AUD, alcohol use disorder; BD-I, bipolar | disorder; ED, emergency department; IP, inpatient; OLZ/SAM, combination olanzapine and samidorphan.

Schizophrenia and BD-I and

M E T H O D S Comorbid AUD Comorbid AUD

Characteristics (N=326) (N=238)
Data Source Age, mean (SD), years 39.1(11.5) 39.0(11.7)

 Administrative claims data from October 18, 2020, to December 31, 2024, obtained from the Komodo Female, n (%) 122 (37.4) 151 (63.5) Claims data do not capture disease severity and are subject to data omissions and/or coding
Healthcare Map were analyzed retrospectively (Figure 1) Insurance type, n (%)° inaccuracies

* The Komodo Healthcare Map is a fully deidentified US-based database with membership information Commercial 33 (10.1) 69 (29.0) l . . Presence of a claim for a filled prescription may not indicate that the medication was consumed

LIMITATIONS

The insured groups studied may not be representative of uninsured patients

Proportion of Patients With 21 Event (%)
Proportion of Patients With >1 Event (%)

for ~150 million patients covered by a commercial (66%), Medicaid (27%), or Medicare Advantage Medicaid 230 (70.6) 138 (58.0) Due to the fixed follow-up time, treatment patterns and acute care events reported may not fully

capture the effects of longer-term (>12 months) OLZ/SAM treatment
No adjustment for multiplicity was performed for the statistical tests used in these analyses

(7%) health plan Medicare Advantage 60 (18.4) 31 (13.0)
Patients and Study Design Select health characteristics reported by >15% of IP Admissions ED Visits IP Admissions ED Visits IP Admissions ED Visits IP Admissions ED Visits
Inclusion Criteria patients in either cohort during baseline, n (%)

o AUD was identified from claims during the baseline period only; AUD status during the follow-up
>1 pharmacy or medical claim for OLZ/SAM between October 18, 2021, and December 31, 2023 Anxiety disorders 219 (67.2) 196 (82.4) period may have varied across patients

and >1 medical claim for AUD during the baseline period Hypertension 145 (44.5) 81(34.0) l—17‘y
—Patients with medical claims for both schizophrenia and BD-I in the observation period were Obesity 136 (41.7) 78 (32.8) [IPre-OLZ/SAM Ml Post-OLZ/SAM l —29% ClPre-OLz/SAM Ml Post-OLZ/SAM C O N C I_ U S I O N S
3k %k %k

assigned to the schizophrenia cohort Posttraumatic stress disorder 97 (29.8) 103 (43.3) ook
6% * Initiating OLZ/SAM treatment was associated with statistically significant reductions in

>12 months of continuous enroliment with medical and pharmacy benefits in the baseline period, Hyperlipidemia 92 (28.2) 66 (27.7) o
before the index date (date of first medical or pharmacy claim for OLZ/SAM), and in the fixed follow- § -30% the proportions of patients with schizophrenia or BD-1 and comorbid AUD with >1 AUD-
§ 52% related IP admission or ED visit

up period, beginning on and including the index date
%k %k %k

Exclusion Criterion : :
* % k — The numerically largest reductions were observed for AUD-related acute care events

* Any pharmacy or medical claim for OLZ/SAM during the baseline period S50y 57%
° * The significant reductions in all-cause, mental health—related, and schizophrenia/

Outcomes
Acute care events included inpatient (IP) admissions and emergency department (ED) visits in the BD-I.—reIated acute care events were consistent with those observed in prior real-world
studies of OLZ/SAM>/

all-cause, mental health-related, schizophrenia/BD-I-related, and AUD-related categories
* Findings were consistent across the schizophrenia and BD-I cohorts

—IP admissions and ED visits were compared during the baseline and follow-up periods
Treatment patterns * Significant reductions in AUD-related acute care events are of particular interest
—Adherence: medication possession ratio (MPR), calculated as the sum of the dispensed days’ supply considering this difficult-to-treat high-risk patient population
. . . . . .. . 2Values do not sum to 100% because none/unknown insurance type was identified in 0.92% of patients with schizophrenia and comorbid AUD. ®Overall,
Of the IndeX medlcatlon In the fO”OW-Up perlOdr dIVIded by the number Of days In the fO”OW-Up the most common antipsychotics used in the baseline period (reported by >20% of patients in either cohort) were olanzapine, quetiapine, aripiprazole,

periOd and cariprazine.

AUD, alcohol use disorder; BD-I, bipolar | disorder; LAI, long-acting injectable.

§ -25%
Intentional self-inflicted injury 81 (24.8) 50 (21.0)
Type 2 diabetes mellitus 63 (19.3) 36 (15.1)

% %k %k

l —34% 67%

% sk k
57%

Antipsychotic use during baseline, n (%)°
Any second-generation oral 310(95.1) 218 (91.6)
Olanzapine 224 (68.7) 148 (62.2)
Any first-generation oral 92 (28.2) 29 (12.2)
Any second-generation LAI 70 (21.5) 15 (6.3)
Any first-generation LAl 20 (6.1) 1(0.4)
None 6(1.8) 15 (6.3)

Proportion of Patients With 21 Event (%)
Proportion of Patients With >1 Event (%)

—Persistence: the number of days from the index date to the discontinuation date (for patients who
discontinued) or from the index date to the end of the follow-up period (for patients who did not Table 2. Adherence, Persistence, and Discontinuation R E F E R E N c E S

discontinue
. . ) . L Lo L Schizophrenia and Comorbid AUD BD-I and Comorbid AUD . .. L. .. L .. L . ) ) . ' ) ) . _
—Discontinuation: a minimum 45_day gap in index medication thera py Follow-up® treatment batterns (N=326) (N=238) IP Admissions ED Visits IP Admissions ED Visits IP Admissions ED Visits IP Admissions ED Visits 1. Lybalvi [package insert]. Waltham, MA: Alkermes, Inc.; 2025. 2. Pathak S, et al. J Clin Psychlat'ry. 2020;81(2):19m12731. 3. Hoblyn JC, et al.
P P Psych Services. 2009;60(1):50-55. DOI: 10.1176/ps.2009.60.1.5. 4. O'Malley SS, et al. Alcohol Clin Exp Res. 2018;42(10):2011-2021. DOI:

* Patient demographics and baseline clinical characteristics and medication use MPR, mean (SD) 0.86 (0.20) 0.85 (0.22) . ***P<0.001 for absolute difference. S . 10.1111/acer.13849. 5. Cutler AJ, et al. Adv Ther. 2025;42(8):3691-3707. DOI: 10.1007/512325-025-03211-w. 6. Cutler A, et al. Psych
. . ’ *P<0.05 and ***P<0.001 for absolute difference. 2Absolute percentage point differences (95% Cl): AUD-related IP admissions in patients with BD-I and comorbid AUD, -26% (-33%, —20%); AUD- Coneress 2024: Oct 29-Nov 2. 2024 Boston. MA. 7. Jain R. et al. Psvch Coneress 2024: Oct 29-Nov 2. 2024 Boston. MA
StatIStICS MPR >0.80. % 58.3 56.3 aAbsolute percentage point differences (95% Cl): AUD-related IP admissions in patients with schizophrenia and comorbid AUD, -19% (-24%, -14%); AUD- related ED visits in patients with BD-I and comorbid AUD, -11% (-17%, -6%); BD-I-related IP admissions, -23% (-31%, —-16%); BD-I-related ED visits, & ’ ’ ’ ’ s ’ - Sy g 4 ’ ’ ’ :

. . . .. .. . . related ED visits in patients with schizophrenia and comorbid AUD, -12% (-17%, -7%); schizophrenia-related IP admissions, —-14% (-19%, —-8%); schizophrenia- -11% (-18%, -5%); mental health—related IP admissions, -29% (-37%, -21%); mental health—related ED visits, -22% (-30%, -15%); all-cause IP
* Baseline patient demographic and clinical characteristics and medication use are reported as numbers Days persistent, mean (SD) 175.0 (134.1) 157.8 (138.1) related ED visits, ~7% (~13%, -1%); mental health-related IP admissions, ~19% (~25%, ~13%); mental health-related ED visits, ~17% (~23%, -10%); all-cause P admissions, ~28% (~36%, —~21%); all-cause ED visits, ~22% (~30%, ~14%). "Gray boxes show relative change from baseline to follow-up. ‘Events were

H H admissions, —~18% (-24%, —-12%); all-cause ED visits, —~14% (-20%, -8%). ®Gray boxes show relative change from baseline to follow-up. ‘Events were defined as defined as AUD related if the claim included an ICD-10-CM diagnosis code for AUD, including codes for alcohol abuse, dependence, intoxication, or Acknowledgments, disclosure information, and copies of this

d nd perce ntages for Categorlcal varia bleS an d mean (SD) for age Discontinuation, % 74.2 74.0 AUD related if the claim included an ICD-10-CM diagnosis code for AUD, incmding codes for alcohol abEse, dependence, intoxicatiorr:, or withdrawal; alcohol- withdrawal; alcohol-related medical conditions, including liver, neurologic, cardiovascular, gastrointestinal, pancreatic, and endocrine conditions; poster can be obtained through this QR (Quick Response)

° Cha nges in the proportions Of patients Wlth >1 1P ad m iSSion or ED ViSit between the ba Seline a nd related medical conditions, including liver, neurologic, cardiovascular, gastrointestinal, pancreatic, and endocrine conditions; alcohol-related pregnancy alcohol-related pregnancy conditions, including alcohol use during pregnancy and fetal effects; and alcohol-related counseling. code. These materials are for personal use only and may not

. . A . . . . , aThe follow-up period began on the index date and ended 12 months after the index date. conditions, including alcohol use during pregnancy and fetal effects; and alcohol-related counseling. AUD, alcohol use disorder; BD-I, bipolar | disorder; ED, emergency department; ICD-10-CM, International Classification of Diseases, 10th Revision, be reproduced without permission of Alkermes.

follow-u P per|0d5 were evaluated using an u nadj usted palrwise comparison with McNemar’s test AUD, alcohol use disorder; BD-I, bipolar | disorder; MPR, medication possession ratio. AUD, alcohol use disorder; ED, emergency department; ICD-10-CM, International Classification of Diseases, 10th Revision, Clinical Modification; IP, inpatient. Clinical Modification; IP, inpatient. For permission, contact USMedInfo@Alkermes.com.
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