
 

Conclusion: Based on pooled data, brexpiprazole was well tolerated in patients with AAD, and had a clinical safety 
profile consistent with that of brexpiprazole in other indications. Patients receiving brexpiprazole had a similar 
incidence of sedation, EPS events, falls, cardiovascular events, and cerebrovascular events compared with 
placebo, and no worsening of cognition. The incidence of death was low, and no deaths were considered related 
to study treatment.  
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Objectives: Agitation and aggression (AA) occur frequently in patients with dementia (PwD), are challenging to 
manage, and are distressing for PwD, families, caregivers, and healthcare systems. Physiological parameters, such 
as Actigraphy, Heart Rate Variability, and Electrodermal Activity, measured via wearable sensors are correlated 
with AA in PwD. It is unclear whether these parameters could be compiled into an operational algorithm to create 
a pre-agitation biometric marker (i.e. parameters of Autonomous Nervous System’s arousal: elevated EDA, more 
frequent HR, lower heart rate variability (HRV), as well as higher motor activity) capable of predicting episodes of 
AA. This study will assess the feasibility and clinical utility of collecting physiological parameters via wearable 
multi-sensor Empatica E4 device in relation to clinically recorded episodes of AA in PwD. 

Methods: This study is leveraging a clinical trial (ClinicalTrials.gov/NCT04516057) taking place at Ontario Shores 
Centre for Mental Health Sciences. Participants are inpatients, males and females, 55-years old or older, with 
clinically significant AA, and a diagnosis of a Major Neurocognitive Disorder due to Alzheimer’s disease or multiple 
aetiologies. Participants wear the E4 device for 48 to 72 hours on three occasions during the 8-week study period. 
Participant demographics, and clinical measures used to assess behavior are collected at specific time intervals 
during the study period.  

Results: The study is ongoing and currently to-date we have been able to acquire approximately 240 hours of 
recordings from patients. We will be presenting feasibility data (proportion of participants successfully completing 
a minimum 48-hours of recordings), correlation analysis between physiological measures and clinical measures to 
identify pre-agitation triggers. Further, we will use generalized linear models to test whether physiological 
measures can predict pre-agitation triggers. This study will allow estimation of sample size needed to detect a 
meaningful effect size, which will be determined from the prediction model. Deep learning using Python will be 
used to create a predictive algorithm using the physiological data to profile participants’ behaviors and detect 
pre-agitation triggers.  

Conclusion: Early detection of AA in PwD will allow caregivers to offer timely, 260ndividualized, non-medical or 
medical interventions which will help avoid crises and critical incidents and improve quality of life of the PwD and 
their caregivers. 
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Introduction: -Patients with a memory deficit, as well as patients with small deficits in various cognitive areas, 
with the requirement that there is no functional impairment in their domestic or work life, do not meet the 
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