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Methods

e INTERCEPT was a phase 3, multicenter, randomized,
placebo-controlled study

Key Objective

To evaluate the effect of Symbravo® (MoSEIC™ meloxicam and
rizatriptan [MMR]) among adult patients with differing levels of

migraine-related disability at baseline e The study included adults with an average of 2—8 migraine

attacks per month over the prior 3 months
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Results

Table. Demographics and Baseline Characteristics Across MIDAS Categories

Figure 1. Mean Baseline MIDAS Score Across Categories (A) and Percent With Allodynia at Baseline (B)

e

Conclusions

e Early treatment of migraine, when pain was still mild,
with a fixed-dose combination of 20 mg MoSEIC™
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e The co-primary endpoints were headache pain freedom
and freedom from patient-identified MBS, both at 2 hours
post dose

the milder severity categories

e In INTERCEPT, participants treated their migraine early while
pain was mild, and mMR significantly improved the percentage
achieving freedom from migraine pain and their most
bothersome symptom (MBS) at 2 hours post dose

e At later timepoints, participants with mild disability
exhibited a somewhat greater response, which may
indicate that early intervention prevented
progression of migraine

e A total of 132 participants received mMR (mean age 41.6 years, 85.6% women) e Participant demographic characteristics were relatively similar across baseline MIDAS categories (Table, Figure 1)

and 135 received placebo (mean age 41.4 years, 85.2% women; Table)

— Participants in the little or no disability category had the highest level of dissimilarity between the treatment and

e Treatment and placebo groups were compared in each . . _
placebo groups, likely due to small sample size (n=7 and n=13, respectively)

MIDAS category using chi-square tests. In the event of
expected cell counts <5, Fisher’s exact test was used instead

e Mean (SD) baseline functional disability scores were 1.3 (0.67) in the mMR
group and 1.3 (0.77) in the placebo group, indicating relatively mild current
disability prior to treatment

— The difference in percentage of participants treated with mMR

. . . — Future analyses may assess the impact of
able to return to normal function was numerically superior to e Absolute risk reduction effect sizes with 95% Cl are

treatment with mMR on migraine progression

BMI, body mass index; MIDAS, migraine disability assessment. MIDAS, migraine disability assessment; mMR, 20 mg MoSEIC™ meloxicam and 10 mg rizatriptan.

placebo at 2 hours, reaching significance at later timepoints reported
e In this post-hoc analysis of INTERCEPT, participants were
stratified by baseline migraine disability assessment (MIDAS)
score category, and efficacy endpoints were compared between
mMR and placebo within each category Limitations Figure 2. Treatment Outcomes 1-2 Hours Post Dose Figure 3. Treatment Outcomes 24 Hours Post Dose
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e The percentage of participants free from their MBS at Hour 2 was higher in the mMR group than the placebo group across effect in mild and moderate disability categories (Figure 3)

MIDAS categories, and this effect was greater in the more severe MIDAS categories e The percentage of participants experiencing sustained freedom from pain between Hours 2 and 24 post dose was larger in the

— The percentage was nominally significantly greater with mMR than placebo in the severe disability category mMR group versus the placebo group for the mild, moderate, and severe disability categories

The percentage of participants who did not use rescue medication within 24 hours was greater in the mMR group versus the
placebo group, with a slightly larger effect in the mild and moderate disability categories

e Pain freedom at Hour 1 was more common in those receiving mMR than placebo in the mild disability, moderate disability, o
and severe disability categories, and was nominally statistically significant in the moderate disability category

Size of circle represents population size. MBS, most bothersome symptom; mMR, MoSEIC™ meloxicam and rizatriptan. Size of circle represents population size. mMR, MoSEIC™ meloxicam and rizatriptan.
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