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- Key Objective Methods Results

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

Conclusions

To evaluate the effect of Symbravo® (MoSEIC™ meloxicam and

rizatriptan [mMMR]) among adult patients with differing levels of e Early treatment of migraine, when pain was still mild,
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\_ ) attacks per month over the prior 3 months meloxicam and 10 mg rizatriptan (Symbravo®),
Little or no disability Mild disability Moderate disability Severe disability Overall . . . ) .
e Participants were randomized 1:1 to 1 oral dose of mMMR mMR  Placebo RUIVLRNNCIT VISR mMR Placebo  mMR  Placebo A. B. improved migraine pain, MBS, and avoidance of
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pain was mild, and mMR significantly improved the percentage post dose ' 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 1, Figure 1) e At later timepoints, participants with mild disability
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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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analyses and the small sample size and resultant ’ ’
P I ad i N La ngu age S umma ry underpowered nature of the analysis Pal:oftra?edom e hous 43/132(32.6) 22/135 (16.3) —C 16.3 (6.1, 26.4) 0.002 Pain freedom at 24 hours
A lod Somb . | by the FDA — The sample size of the little or no disability category was k;ltitlijeiggéliiys,ability 72//177((2481.62)) Zﬁg 823; : _ - 1999(3) ((512153 3129?) (1).(2);)(7) Total 91/132 (68.9) 64/135 (47.4) —(O— 21.5 (10.0, 33.1) <0.001
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2 urem et EelllEel S ravo™ was SECEML ElefpronEel oy e particularly small, and caution is warranted in Moderate disability 15/45(33.3)  4/43(9.3) —e— 24.0 (7.7, 40.3) 0.006 Feorno TabTY /771.4) [13(538) ( )
for the acute treatment of migraine ) ] Severe disabilit 19/63(30.2)  9/61 (14.8) o 15.4 (1.0, 29.8) 0.040 Mild disability 15/17 (88.2)  7/18(38.9) ' ' 49.3 (22.1, 76.6) 0.003
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e In clinical trial ticinants who took Svmb ® likelv t Freedom from MBS at 2 hours Moderate disability 31/45 (68.9)  20/43 (46.5) ——— 22.4 (2.2, 42.5) 0.034
n clinical trials, participants who took Symoravo™were more likely to : - Total 58/132 (43.9) 36/135 (26.7) —(O— 17.3 (6.0, 28.6) 0.003 Severe disability 40/63 (63.5)  30/61 (49.2) H—— 14.3 (-3.0, 31.6) 0.108
have headache pain relief and relief from their most bothersome e Although the MIDAS scores used to categorize participants Little or no disability 4/7(57.1)  7/13 (53.8) ; , 3.3 (-42.3, 48.9) 1.000 Sustained pain freedom 2-24 hours
symptom within 2 hours, compared with participants who took placebo based on historical disease disability most frequently iddabiy A — 26(304.359 0877 Tota 30/132(227) 17/135 (12 o 101(11,192)
e In this study, participants from the same clinical trial were divided into indicated severe disability, participants reported low levels of Severe disability 31/63 (49.2)  13/61(21.3) —— 27.9 (11.8, 44.0) 0.001 Little or no disability 1/7(143)  4/13(30.8) ' ' -16.5(-52.6,19.6) 0.613
groups based on their history of migraine disability, and it was found functional disability during the attacks treated in INTERCEPT, Pai;‘ f"’iedom at 1 hour 132 (121) 10/135 (7. o 7 ira 114 160 Mild disability 6/17(35.3)  3/18(16.7) 18.6(-9.9, 47.1) 0.264
that those who had a history of more severe migraine disability had likely due to the instruction to treat early in the attack when Lic:c?e or no disability 1//7 (1(4.35 ) 3//13 (2(3.i)) ' - 8.8 ((:45.21 25 5)3) 1.000 2/| Odera;.e d;?tb ity ggz gég 2;231; gz; T 1(2)2 Eig Zi; ggZE
; : ; - - Sy gL ro= ' evere disability . . —O— .8(-1.7, 23. .
greater improvement with Symbravo® treatment than those with a ain was mild Mild disability 3/17(17.6)  2/18(11.1) ——— 6.5 (-16.7,29.8) 0.658 _ —
history of less migraine disability P Moderate disability 7/45 (15.6)  1/43 (2.3) —o— 13.2 (1.7, 24.7) 0.031 Avoidance of rescue medication at 24 hours
Severe disability 5/63 (7.9) 4/61 (6.6) —0— 1.4 (-7.7, 10.5) 0.767 Total 20/132 (15.2) 57/135 (42.2) —@— 27.1(37.4,16.7) <0.001
Functional ability at 2 hours Little or no disability 2/7 (28.6) 5/13 (38.5) ' ' 9.9 (-32.8, 52.5) 1.000
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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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