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OBJECTIVE

» To assess pain reduction and other patient-reported outcomes to further establish the clinical meaningfulness of CBP SL efficacy

METHODS

INTRODUCTION

» Fibromyalgia (FM) is a chronic pain disorder that affects ~2 to 4% of US adults, occurs predominantly
in women, and is characterized by widespread pain, nonrestorative sleep, fatigue, cognitive
dysfunction, and functional impairment'-3

Figure 1. TNX-102 SL Largely Bypasses First-Pass Hepatic Metabolism
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absorption), with 154% relative bioavailability over oral
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Binary endpoints were analyzed with the Pearson chi-squared test; missing data were treated as non-response

The base drives formation of free-base CBP, which enters the ] \_ y.
» Safety assessments included reporting of adverse events (AEs)

CBP, cyclobenzaprine; IR, immediate release; nCBP, norcyclobenzaprine.

CONCLUSIONS

» CBP SL treatment provided clinically meaningful improvements in pain (230%), FIQR total score (=50%), and the composite
endpoint of 230% pain reduction and PGIC response

RESULTS

« Atotal of 457 adults with FM were randomized 1:1 to receive either CBP SL (2.8 mg tablets at bedtime
for 2 weeks, followed by 5.6 mg at bedtime for 12 weeks) or placebo

» At Week 14, 45.9% of CBP SL-treated participants and 27.1% of placebo-
treated participants achieved 230% reduction in pain intensity (p<0.001,

Figure 3. Continuous Responder Graph of Percentage Change from Baseline
Scores at Week 14 on the FIQR
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TEAEs, treatment-emergent adverse events.



