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ALZHEIMER’S DISEASE
& RELATED AGITATION

Of the approximately 5.5 million people in the U.S. with dementia, it
is estimated that 60-80 percent have Alzheimer's disease.'?
Behavioral symptoms develop in the majority of people with
Alzheimer’s disease and many of these symptoms are clinically
diagnosed as agitation; including wandering, restlessness, significant
emotional distress, aggressive behaviors, and irritability. It is
estimated that agitation symptoms affect nearly 50 percent or more

of patients with Alzheimer’s disease.?

Symptoms of agitation place a serious burden on the people afflicted
with the disease and their caregivers, significantly affecting the
quality of life for all concerned. Agitation is often a determining factor
in the decision to place patients in high-level residential care facilities,
contributing to the ~$259 billion cost associated with Alzheimer’s
disease in the U.S. for 2017.*

CLINICAL RESEARCH STUDY

Otsuka Pharmaceutical Development & Commercialization, Inc. (Otsuka) has started a
Phase 3 study of brexpiprazole in the treatment of agitation in patients with dementia
of the Alzheimer’s type. This study will compare the efficacy of 2 doses of brexpiprazole

with placebo in subjects with agitation associated with Alzheimer’s disease.

Approximately 300 patients are expected to be enrolled in this 12-week study. The
study population will include subjects between 55 and 90 years of age (inclusive)
with a diagnosis of probable Alzheimer’s disease, who are residing either in an
institutionalized setting or in a non-institutionalized setting and have been

diagnosed with symptoms associated with agitation.

BREXPIPRAZOLE

Brexpiprazole is an atypical antipsychotic co-developed by Otsuka and Lundbeck.
Brexpiprazole is approved in the United States for use in adult patients for the
treatment of schizophrenia and as an adjunctive therapy to antidepressants for the
treatment of major depressive disorder (MDD). It is also approved in Canada and

Australia in adult patients for the treatment of schizophrenia.

PREVIOUS CLINICAL RESEARCH EXPERIENCE

Two phase Il clinical studies were previously conducted evaluating the efficacy, safety
and tolerability of brexpiprazole in the treatment of agitation in patients with
Alzheimer’s disease. Improvements were seen against both the primary and secondary
endpoints; change from baseline total score in the Cohen-Mansfield Agitation
Inventory (CMAI) and change from baseline score in the Clinical Global Impression-
Severity of Iliness (CGI-S), respectively. Following the completion of the studies, results
confirmed the safety and tolerability profile obtained from studies for schizophrenia

and major depressive disorder (MDD).



ADDITIONAL INFORMATION

If you have any additional questions please contact Michael Ward:

michaeljames.ward@syneoshealth.com, or visit the link below for a study pre-

screener to review potential patient eligibility,

leapcurealzag.studies.leapcure.com/?lang=en-

us&utm_source=AAGP&utm_ medium=article&utm campaign=ALZ
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