A Phase Ib/Il Study of BXCL501 in Agitation Associated with Dementia
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Background

e Currently, treatment of acute agitation for the elderly with
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e InPart Aand Part B, 96 patients were enrolled and randomized, 86 completed the study Figure 4: Change in PAS Score + SEM Over 8 Hours After Treatment
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highly selective a2 adrenoceptor agonist, is currently approved in
adults for the acute treatment of agitation associated with
schizophrenia or bipolar disorder as IGALMI. The objective of this
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study was to determine the appropriate dose of BXCL501 for _;: P=0.0024 PartA
initiating Phase 3 trials in elderly patients with dementia.
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were randomized in a 1:1 ratio to receive BXCL501 40 pg or
matching placebo (Figure 1 and Table 1).

Figure 1: Overall Design of the TRANQUILITY | Phase 1b/2 Trial in Dementia

* Proportion achieving = 40% PEC reduction. ** p-value <0.05; *** p-value < 0.001

Figure 2B: Change in PEC Score + SEM Over 8 Hours After Treatment Administrationin Part B
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Overall, a total of 43 patients experienced at least 1 TEAE (Table 2).

No cases of syncope or falls were reported in any of the groups

considered unlikely to be related to the study drug

Table 2: Adverse Events by Severity
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None of the TEAEs were considered severe or required medical intervention and no patients discontinued the study due to AEs

Total of 2 SAEs (sepsis and hypernatremia) were reported in 1 patient in the BXCL501 40 pg group on Day 2. Both SAEs were

No clinically significant abnormal ECG changes observed in any patient at baseline or at 2 or 24 hours post-dose
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Summary

noradrenergicblockers or alpha- 80 = Placebo N=14)
comprisingthe PAS at screening and adrenergic antagonists within 8 7 — BXCL50130 mog (N=16) , . o I = A iy
baseline = BXCL50T 80 meg (N-20) v" Results of the TRANQUILITY | study showed that statistically significant reductions in

Scoreof 22 on at least 1 of the 4
items on the PAS at baseline

* Items were aberrantvocalization,
motor agitation, aggressiveness &
resisting care on Pittsburgh Agitation
Scale (PAS)
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agitation were achieved with both 60 pg dose and 40 pug dose as measured by PEC, PAS,

ACES, and CGI

v’ The study provided evidence that doses in the range of 30-60 ug of BXCL 501 seem to be
safe and well tolerated and can be further characterized in future larger studies of patients
with agitation associated with dementia
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