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Key Questions
What is AXS-07?
What is the EMERGE study?

Conclusions
 � EMERGE is the first study to investigate the safety, 
tolerability, and efficacy of AXS-07 for acute treatment 
of migraines in patients with a history of migraine attacks 
and inadequate response to oral CGRP inhibitors.
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Key Questions
What is AXS-07?
What is the EMERGE study?

Conclusions
EMERGE is the first study to investigate the efficacy, 
tolerability, and safety of AXS-07 for acute 
treatment of migraine in adults with a history  
of migraine attacks and inadequate response to 
oral CGRP inhibitors used for acute treatment.
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Introduction

 � Surveys of patients with migraine have identified 
dissatisfaction with their current treatment,1,2 with even 
those who are satisfied expressing a willingness to try a new 
migraine treatment.3

 � Calcitonin gene-related peptide (CGRP) inhibitors have 
been recently introduced for the treatment of acute 
attacks; however, a significant percentage of patients 
treated with these agents are not free from pain or their 
most bothersome symptom (MBS) 2-hours post dose.4

 � There remains an unmet need for effective agents for the 
acute treatment of migraine attacks, particularly in patients 
who have failed treatment with CGRP inhibitors.

Overview of AXS-07

 � AXS-07, a novel, oral, rapidly absorbed, investigational 
medicine, consists of 20 mg MoSEIC™ meloxicam and  
10 mg rizatriptan.5,6

 – MoSEIC™ (Molecular Solubility Enhanced Inclusion 
Complex) delivery technology increases the solubility and 
absorption speed of oral meloxicam with maintenance of 
the extended plasma half-life.6

 � AXS-07 exhibits multiple mechanisms of action (Figure 1):5,7

 – Inhibition of CGRP release and reversal of CGRP 
mediated vasodilation (rizatriptan). 

 – Inhibition of neuroinflammation and central sensitization 
(MoSEIC™ meloxicam).  

 – Inhibition of pain signal transmission (rizatriptan).

 � Median time to reach therapeutic plasma concentration of MoSEIC™ meloxicam is 
17 minutes.6

Lay Summary

 � AXS-07 is a novel medicine that is being developed for acute 
treatment of migraine pain. It is a single pill taken by mouth 
containing 2 active ingredients called MoSEIC™ meloxicam 
and rizatriptan. AXS-07 works by targeting multiple causes of 
migraine pain.

 � Acute treatment with AXS-07 improved migraine pain 
and associated symptoms compared with an inactive pill 
(“placebo”) and its individual parts (MoSEIC™ meloxicam and 
rizatriptan) in separate studies involving patients with migraine 
headaches.

 � EMERGE will be the first study to investigate how well AXS-07 
works for acute treatment of migraines in patients with a history 
of migraine attacks and who did not respond well to oral 
calcitonin gene-related peptide (CGRP) inhibitors.

 � EMERGE began enrolling patients in August 2022. Completion of 
the study is anticipated in December 2024.

Objective

 � To describe the methodology of a phase 3 multicenter, open-label 
trial (EMERGE, NCT05550207) evaluating the efficacy and safety of 
AXS-07 in the acute treatment of migraine headache in adults with 
a prior inadequate response to an oral CGRP inhibitor.

Methods and Study Design

 � EMERGE is a multicenter, phase 3, single-group trial (NCT05550207) 
evaluating the efficacy and safety of AXS-07 in the acute 
treatment of migraine headache in adults with a prior inadequate 
response to an oral CGRP inhibitor (Tables 2-3).

Table 2. Key Study Eligibility Criteria

Inclusion Criteria Exclusion Criteria

Male or female, ≥18 years of age
Pregnant, breastfeeding, or 

planning to become pregnant 
during the study

Established diagnosis of migraine 
with or without aura Previously received any 

investigational drug or device 
or investigational therapy within 

30 days before screening
Inadequate response to oral CGRP 
inhibitors for acute treatment of 
migraine

Source: https://www.clinicaltrials.gov/study/NCT05550207
CGRP, calcitonin gene-related peptide

Table 3. Primary Outcome Measures

Outcome Measure Time Point

% of participants with 
headache pain relief

Relief of 
headache pain 

without the use of 
rescue medication

Hour 2 after taking 
AXS-07

% of participants with 
absence of the MBS

Absence of the 
MBS, defined at 
migraine onset

Hour 2 after taking 
AXS-07

Source: https://www.clinicaltrials.gov/study/NCT05550207
MBS, most bothersome symptom

 � AXS-07 tablets will be taken orally for up to 8 weeks for treatment of the 
participant’s next 4 migraine attacks.

 � ~ 100 participants were targeted for enrollment. Enrollment began in 
August 2022 and is ongoing across approximately 31 clinical sites in 
the United States (Figure 2).

Figure 2. Map of Study Sites

 � Study completion is anticipated in December 2024.

Screening Up to 8 weeks

AXS-07 for up to 8 weeks for next 4 migraine attacks

Source: https://www.clinicaltrials.gov/study/NCT05550207

Figure 1. Mechanism of Action of AXS-075

AXS-07* (MoSEIC™ meloxicam and rizatriptan): an investigational acute
migraine treatment acting on multiple pathways†

Drug inclusion complex formulation 
combined with pH modifier to facilitate 
drug release and enhance absorption

AXS-07 is an investigational agent for the multimechanistic
treatment of acute migraine in adults, which leverages 
meloxicam and rizatriptan, that targets 4 physiological 
processes thought to occur in a migraine attack.

AXS-07 is designed to provide rapid, enhanced, and consistent
relief of migraine, with reduced symptom recurrence.

MoSEIC™ (Molecular Solubility Enhanced 
Inclusion Complex) technology
Novel MoSEIC™ delivery technology increases the 
solubility and rate of absorption of meloxicam, all 
while maintaining its extended plasma half-life.

MoSEIC™  
Meloxicam

Rizatriptan

Meloxicam Cyclic carrier molecule

Buffer

5-HT1B, 5-hydroxytryptamine 1B receptor; 5-HTID, 5-hydroxytryptamine 1D receptor; CGRP, calcitonin gene-related peptide;
COX-1, cyclooxygenase-1; COX-2, cyclooxygenase-2; MOA, mechanism of action; MoSEIC™, molecular solubility enhanced inclusion complex

 *AXS-07 is an investigational drug; the safety and effectiveness of AXS-07 have not been established. 
†These images portray the proposed mechanisms of action of each drug, which are not completely understood, and are for illustrative purposes only. 

Proposed MOA Rizatriptan Proposed MOA Meloxicam

Pain Signal Transmission 
Rizatriptan may reduce the transmission of pain signals to the brain

CGRP-Mediated Pathway 
Rizatriptan is thought to inhibit CGRP release 

and reverse CGRP-mediated vasodilation

Central Sensitization 
Meloxicam is thought to reverse central sensitization by inhibiting 

prostaglandin synthesis that stimulates neurons leading to sensitization

Neuroinflammation 
Meloxicam may reduce inflammation 

by inhibiting prostaglandin synthesis
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AXS-07* consists of MoSEIC™ 
meloxicam and rizatriptan 
Meloxicam is a new molecular entity for migraine enabled
by Axsome's MoSEIC™ (Molecular Solubility Enhanced Inclusion 
Complex) technology, which results in rapid absorption of 
meloxicam while maintaining a long plasma half-life. 
Meloxicam is a COX-2 preferential non-steroidal
anti-inflammatory drug and rizatriptan is a 5-HT1B/1D agonist.

 Source: Adapted from https://www.axsome.com/axs-portfolio/pipeline/about-axs-07

 � In 2 phase 3 clinical trials, AXS-07 has shown statistically 
significant elimination of pain for patients with migraine 
relative to those on placebo and to active controls.7-9

 – MOMENTUM (NCT03896009) was a randomized, phase 
3 double-blind,4-arm, parallel group, single-dose, 
placebo-controlled trial with a factorial study design in 
participants with a history of inadequate response to 
acute treatment of migraine, in which AXS-07 improved 
clinical outcomes compared with MoSEIC™ meloxicam, 
rizatriptan, and placebo (Table 1).7,8

 – In INTERCEPT (NCT04163185), a double-blind, single-
dose, placebo-controlled phase 3 trial, patients were 
administered AXS-07 at the earliest sign of migraine pain, 
while the pain was mild. In INTERCEPT, AXS-07 improved 
clinical outcomes compared with placebo (Table 1).9

 – The safety findings across both trials indicated AXS-07 was 
well tolerated.7-9

Table 1. Co-primary Endpoints in Phase 3 Trials of AXS-07
(% Participants)

AXS-07 Placebo Difference P value

MOMENTUM7,8 N=428 N=209

Pain freedom at Hour 2 19.9% 6.7% -13.2% <0.001

Absence of MBS at Hour 2 36.9% 24.4% -12.5% 0.002

INTERCEPT9 N=132 N=135

Pain freedom at Hour 2 32.6% 16.3% -16.3% 0.002

Absence of MBS at Hour 2 43.9% 26.7% -17.3% 0.003
Sources: Jones A, et al. Poster presented at AAN 2022. P13-005; Jones, et al. Oral Presentation at AHS 2021; Jones, et al. 
Poster presented at AAN 2020
MBS, most bothersome symptom


