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INTRODUCTION

Posttraumatic stress disorder (PTSD) is among the most prevalent and
disabling psychiatric conditions of Warfighters deployed to OEF/OIF/OND
combat theaters. Only two pharmacotherapies, both selective serotonin

e Tablel shows selected demographics and Table 2
lists index traumas

Table 1. Patient Demographics and Characteristics

Variable

Placebo

TNX-102 SL

2.8 mg

TNX-102 SL

5.6 mg

From a functional
perspective, the
TNX-102 SL 5.6 mg
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e Table 3 shows the significance levels and effect
sizes of the CAPS-5 cluster scores (MMRM
analyses) using a CAPS-5 baseline entry criterion
of > 33 and the per protocol threshold of > 29
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tﬂCVC'ICS .for p(.)tent. blndlng and antagonlst aCthty at .S'HTZAr al-adrfenerglc, Ave deployments, military/veterans (SD) 2.2 (1.84) 2.3(2.15) 2.6(2.1) A. The symptoms have disrupted B. The symptoms have disrupted 33 Baseline CAPS-5 the rate of
and H,-histaminergic receptors, presumed to result in improvement in sleep Baseline CAPS-5 Scores (SD) 39.5(7.7) | 395(80) | 393(8.1) yourworkfschoolwork Your social/leisureactivities remission from

; : : : Baseline MADRS Scores (SD) 17.3 (6.53) 17.6 (5.18) 16.1 (5.54) 5.5 7 5o PTSD i h
architecture and sympatholytic effects. TNX-102 SL was designed for bedtime A i 6 —— " In eac
: 5 —8— TNX-102 SL 2.8 mg > 83— TNX-102 5L 2.8 mg 30% 28.9% .
sublingual administration and rapid transmucosal absorption, detectable in Table 2. Index Trauma Categories N\ s \ M 0 arm in the 2 33
plasma in minutes. This bypasses first-pass hepatic metabolism, resulting in Index Traumas During Military Service Related to PTSD Dx  Patient Count i \ i, \\\\\ ; :amzle’ fW'th i
- : : . Being involved in an IED explosi icide bombi 35 g 35 a0 = ren or a
lower exposure to a long-lived active metabolite, norcyclobenzaprine, N S - i \\\:: e o 143 sreater rate in
compared to the orally ingested products. This Phase 2 study was a double- Witnessing death or injury of fellow soldiers 30 ~—, 3 s S e the TNX-102 SL
blind, placeb trolled randomized trial t the safet d effi f Witnessing IED explosion 29 : : : : ™ 5%
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Patients were randomized to TNX-102 SL 2.8 mg, 5.6 mg (2 x 2.8 mg tablets), .
or placebo in a 2:1:2 ratio at 24 US sites (double dummy design). Eligible
participants must have experienced PTSD Criterion A-qualifying traumal(s)
during military service since 2001. Inclusion criteria: CAPS-5 score at baseline

Figure 1 shows the visit by visit mean change
from Baseline in total CAPS-5 score utilizing the
MMRM with multiple imputation method

subjects with iCAPS-IV < 50 (range 44-48)
Using entry criterion of CAPS-5 > 33, 20% of
sample excluded but all iCAPS-IVs are > 50

Table 4. Adverse Events*

TNX-102 SL
2.8 mg

TNX-102 SL

Placebo 5.6 mg

N=94

Preferred Term

Analysis of patients with CAPS-5 > 33 showed an N=93 N=50

Figure 1. CAPS-5 Mean Change from Baseline *
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