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Background

e Currently, treatment of acute agitation for the elderly with
dementia includes antipsychotics and benzodiazepines. Though
efficacy has been demonstrated for each of these agents, older
people are more sensitive to the side effects produced by these
drugs

e Thereis a need for an alternative non-invasive, potentially safer
medications which would produce a calming effect that would
allow patients with acute agitation and dementia to better be able
to participate in their care and treatment

e BXCL501, a sublingual film formulation of dexmedetomidine, a
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
study was to determine the appropriate dose of BXCL501 for

e InPart Aand Part B, 96 patients were enrolled and randomized, 86 completed the study
o 9 patients discontinued due to COVID-19 lockdown, 1 due to closure of the assisted living facility
e At 2 hours post-dose (primary efficacy endpoint), a significant improvement from baseline in PEC total
score was observed in the both the 40 ug and 60 pg groups compared with placebo (Figure 2A and 2B)

Figure 2A: Change in PEC Score £ SEM Over 8 Hours After Treatment Administration in Part A
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Figure 4: Change in PAS Score + SEM Over 8 Hours After Treatment
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Figure 5: Change in ACES Score at 2 Hours After Dosing
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Figure 1: Overall Design of the TRANQUILITY | Phase 1b/2 Trial in Dementia
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Figure 2B: Change in PEC Score + SEM Over 8 Hours After Treatment Administration in Part B

2 Hours Post-dose 2 Hours Post-dose

Overall, a total of 43 patients experienced at least 1 TEAE (Table 2).

None of the TEAEs were considered severe or required medical intervention and no patients discontinued the study due to AEs
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