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participants showed the primary endpoint did not meet a pre-specified continuation
threshold at Week 12. The results of pre-planned and retrospective analyses of P201 and
P301 are compared and discussed.
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P301 mITT P301 <9 Year Subsample subgroup would be expected to show a treatment response. Together, these findings support the interpretation that
ON/OT/NT events did not account for the observed responses to TNX 5.6 mg in the P201 mITT population or the P301 <9
year subgroup.

METHODS

Both Phase 2 P201 and Phase 3 P301 were multicenter, double-blind, placebo-
controlled, 12-week trials conducted in the US. Participants meeting PTSD diagnosis,
assessed by Clinician-Administered PTSD Scale for DSM-5 (CAPS-5), were randomized to

TNX-102 SL 5.6 mg
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e The Phase 3 P301 study differed from the Phase 2 P201 study because median time since index trauma in the P301 TNX
5.6 mg group was 9.5 years, whereas it was only 6 years in P201

e The <9 year subgroup of the P301 study essentially replicated the results of the P201 mITT TNX 5.6 mg group

e Time since index trauma is important in the treatment response, as in is more difficult to demonstrate a response in
those with >9 years since trauma

e The TNX treatment-responsive phase of PTSD may correspond to the “remitting” phase of Kessler et al. 1° (see Figure 4).

e The P301 and P201 studies help to advance the clinical development of TNX-102 SL, i.e. future studies will focus on
participants with more recent trauma (<9 years)

e Treatment response with TNX in P301 decreases over time since trauma (lack of separation from PBO), suggesting
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to better understand how to design future studies and identify the potential group of | shown). Note that for the <9 subsample, all four measures showed a p-value I across studies.

responders. <0.05 at the Week 12 endpoint, indicating possible global recovery, functional || To investigate the possibility of ON/OT/NT events for potential
recovery, and improved sleep quality after 12 weeks of treatment compared § unblinding, ~individuals were grouped as either having military service members and veterans with PTSD >9 years are transitioning from a treatment responsive state to a non-
with placebo. Similar results were seen in P201 with the mITT TNX 5.6 mg § experienced ON/OT/NT event or not (+ or -). In P201 and P301, responsive state and emphasizes the urgency for early diagnosis and treatment for PTSD, especially military-related
group. experiencing ON/OT/NT event(s) seems to correlate with PTSD
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