A Phase 3 Open-label Safety Trial of Fasedienol (PH94B) Nasal Spray
In the Treatment of Anxiety in Adults With Social Anxiety Disorder (SAD)

INTRODUCTION

- Social anxiety disorder (SAD) is characterized by intense and
persistent fear of embarrassment or humiliation in social or

OBJECTIVES

- The primary objective was to evaluate the safety and tolerability of
repeated dosing of fasedienol over a period of up to 12 months

RESULTS

- Of 482 patients enrolled, 481 received =21 dose of study medication and
made up the safety population; patient details are presented in Table 1

Table 2. TEAEs Occurring in 22% of Patients Treated With Fasedienol

Fasedienol (N=481)
n (%)

TEAE

- |In patients who remained on treatment through month 3, fasedienol
was associated with similar LSAS total score reductions (i.e.,
improvement) in both males and females (Figure 3)

Table 3. CGI-S, CGl-l, and PGI-C Response Over Time (Observed Cases)

CGI-S CGl-l PGI-C

(% Response) (% Response)

(% >4)
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for use in clinical trials.

- Summary statistics were reported based on observed data

treatment related by the investigator of improvement throughout most of the trial
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