Table 1: Studies included in the exposure-response analysis
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Introduction

Dexmedetomidine sublingual film (DSF, BXCL501) is an orally dissolving film of dexmedetomidine HCl that d exm ed EtO m |d | ne su b | | ngu d I f| | m

was developed by BioXcel Therapeutics and approved for sublingual self-administration for the treatment for

Note: 27 participants in study BXCL501-102 also participated in study BXCL501-301

Table 2: Parameter estimates of the final PK-PEC and —ACES Model

Parameter Description Estimate (%CV) 95% Confidence Interval Estimated/Fixed
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Note: The PEC predictions were shifted by a value of 4.5 in order to prevent (rounded) PEC predictions below the lower limit of the scale (a PEC score of 5.). Therefore, the actual baseline PEC score is
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Placebo response was considerable and highly variable. The final parameter estimates are presented in Table
2 and a VPC is presented in Figure 1.

Simulation results with the final model are presented in Table 3. Simulations indicated high levels of efficacy Slg N |f| Cd nt Effl Cd Cy N FEd UCI ng

at both the 120 mcg and 180 mcg dose (Table 1).

Table 3. Simulated PEC responder and ACES response category fractions at 2 h after last administration
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