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Introduction Results

- Agitation is a common neurotransmitter systems.® _ _ _ _ o _
neuropsychiatric symptom of Brexpiprazole is an atypical Figure 1: Cumulative proportion of patients achieving sustained
Alzheimer's dementia,"2 which is antipsychotic with activity in these clinically meaningful response over 24 weeks
associated with substantial health three systems,® and is approved Iin : _
and financial burden for patients the United States,;° Canada" and Trial 213 Trial 182 For patients who received 24 weeks
and Caregiversl1'4 other regions for the treatment of 1.0- (placebo-controlled trial)? (extension trial) of brexplpl‘aZO|e 20r3 mg/day, rates
. Antipsychotics can provide some agitation ass_ocia’fed with dementia — Brexpiprazole 2 or 3 ma/day (n=159) of mf-)anlngfu! agitation response
improvement in agitation for people due to Alzheimer’s disease. . Placebo (=95) 75.5% continued to increase throughout
with dementia.! However, people « In clinical trials of brexpiprazole in | 24 weeks.
with dementia may be particularly this patient population, agitation £ /
vulnleralra]le to advebrse eve_nts_.5 Ar? ) syrggtomg reducied IN frequenlci‘y, % 0.6 - 54.7% f The incidence of adverse events
resu t, there may be cautlo.n In the | an rexplpraze e was generally % was low over 24 weeks. Longer-term
dosing and duration of antipsychotic well tolerated.'>™ c 68.4% : :
treatment 57 | o S 470 treatment with brexpiprazole was
L + Uik et e sl els slnie tie g 04- not associated with additional safety
- Agitation symptoms may result evaluate clinically meaningful o - | ti
from dysfunction in noradrenergic efficacy, and safety, of brexpiprazole + - signals over fime.
y _ , ,g ! Yi Yi PP — Brexpiprazole 2 or 3 mg/day
serotonergic, and dopaminergic throughout 24 weeks of treatment. 0.2 - 33.7% (prior brexpiprazole subgroup) (n=159)

Analysis limitation: There was
no placebo group in the 24-week

0.0 | | | | analysis, and findings therefore cannot
Week

Sample - The proportion of patients who
achieved a sustained cIinicaIIy n-values reflect all analyzed patients; observed cases n-values were lower than stated at Week 18 (prior brexpiprazole, n=155; prior placebo,

Brexpiprazole 2 or 3 mg/day
(prior placebo subgroup) (n=95)

aSubset of patients who continued into Trial 182

- Data were included from two
brexpiprazole trials in patients with
agitation associated with dementia
due to Alzheimer'’s disease: a
Phase 3, 12-week, fixed-dose,

n=94) and at Week 24 (prior brexpiprazole, n=140; prior placebo, n=86)

meaningful response was e . . . . o - .
: . . Sustained clinically meaningful response is defined as 20-point reduction from baseline in CMAI Total score that was maintained to the end of Trial 182
determlned, defined as a 20-p0|ﬂt CMAI=Cohen-Mansfield Agitation Inventory

reduction from baseline of Trial 213
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(TEAEs overall, and TEAEs
of interest)

(2°rfo3r ”}2{; ‘éz%,'ygagﬁz) Figure 3: TEAEs in 2-week intervals over 24 weeks Figure 4: Duration of TEAEs over 24 weeks -
priorp group e TEAESs overall and TEAEs of interest
o New TEAE
B New TEAE (incidence’) (incidence’) | Patients with TEAEs (n=163) Median TEAE duration
N ing TEAE (' I ’
ew or ongoing (‘prevalence’) S D o
20 A 212 | 2.5-12.9%
@ o . Second 12 weeks: Any TEAE 79 (48.5%) . Any TEAE: 3 (IQR 1-8) days
. c - 1.3-8.9% :
QD Serious TEAE 7 (4.3%
Efficacy Safety % 15- 172 Now or onuing TEAE | (4.3%) L
- Data were analyzed for 254 patients: - Data were analyzed for 163 patients 5 " o e 18 (‘prevalence’) TEAEs of interest
- 159 patients who received who received brexpiprazole in % 12.9 12.9 ' ' °gi:st11824vg/eeksr Dizziness 8 (4.9%) I
. . - i = 10 4 1=10.4"7
brexpiprazole in both trials both trials. 3 . Second 12 weeks EPS-related? 12 (7.4%) N
- 95 patients who received placebo ~ * Among patients who had not S 1.7-21.2% Any akathisia® 5 (3.1%) -
in Trial 213, and brexpiprazole in already experienced a TEAE in 5 - Insormnia 2 (1.2%) —
Trial 182 Trial 213, TEAEs were rare _ _ i
. Rate of sustained Clinica”y thrOughOUt Trial 182 (Figure 2). ) 55 = Somnolence or sedation 8 (4.9%) I | | | | |
: _ . . - ' 0 10 20 30 40 50
meaningful response is shown - The percentage of patients with a 2 4 6 8 10 12 14 16 18 20 22 24 Duration of all events (days)
in Figure 1. new TEAE (‘incidence’), or a new n=163 n=163 n=163 n=163 n=163 n=163 n=163 n=162 n=157 n=154 n=149 n=146
. I n o 2EPS-related TEAEs included akathisia, bradykinesia, drooling, extrapyramidal disorder, hypokinesia, Parkinsonism,
or ongomg. TEAE ( prevalence )l IS Week restlessness, and tremor; Pa subcategory of EPS that includes akathisia, extrapyramidal disorder, and restlessness
presented N Flgure 3. At Week 2. incid ; I I oth 619 Duration data not presented for cardiovascular events (duration could not be estimated because the end of the TEAEs
_ _ _ _ eek 2, Incidence and prevalence values are both 6.1% were not observed), or for falls (duration not applicable)
- TEAE duration is shown In Flgure 4, TEAE=treatment-emergent adverse event EPS=extrapyramidal symptoms; IQR=interquartile range; TEAE=treatment-emergent adverse event
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