
Ubrogepant is Effective in the Acute Treatment of Migraine  
with Mild Pain
Richard B. Lipton,1 David W. Dodick,2 Peter J. Goadsby,3 Rami Burstein,4 Aubrey M. Adams,5 Jeff Lai,6 Sung Yun Yu,6 Michelle Finnegan,6 Joel M. Trugman6 
1Albert Einstein College of Medicine and Montefiore Headache Center, Bronx, NY, USA; 2Mayo Clinic, Phoenix, AZ, USA; 3NIHR-Wellcome Trust King’s Clinical Research Facility, King’s College London, UK; 4Harvard Medical School, Beth Israel Deaconess Medical Center, Boston, MA, USA;  
5AbbVie Inc., Irvine, CA, USA; 6AbbVie Inc., Madison, NJ, USA

M
ET

H
O

D
S

A
D

D
L 

IN
FO

R
ES

U
LT

S

C
O

N
C

LU
SI

O
N

S

 I
N

TR
O

D
U

C
TI

O
N

Treating migraine patients with ubrogepant when 
headaches are mild rather than moderate/severe doubles 
the likelihood of rendering them free of pain at 2 hours; 
associated symptom free rates are also substantially 
higher when headaches are treated during mild pain

Baseline Demographics and Clinical Characteristics
• A total of 1254 participants were randomized into the long-term extension trial
• The analysis population included 808 participants randomized to ubrogepant 50 mg 
(n=401) and ubrogepant 100 mg (n=407)

• Demographics were consistent with the typically reported migraine population (Table 1)

Ubrogepant  
50 mg

(N=401)

Ubrogepant  
100 mg
(N=407)

Age (years), mean (SD) 42.4 (12.2) 41.5 (11.2)

Female, n (%) 370 (92.3) 364 (89.4)

White, n (%) 347 (86.5) 336 (82.6)

BMI (kg/m2), mean (SD) 29.4 (7.3) 30.1 (7.9)

Table 1. Baseline Participant Demographics Figure 1. Pain Freedom at 2 Hours by Headache Status  
Across All Treated Attacks

Analysis population is defined as all randomized patients who received at least 1 dose of IP (ubrogepant) and had at least 1 posttreatment efficacy assessment in the trial.
Pain Freedom (PF) is a reduction in headache severity from mild/moderate/severe at baseline to no headache pain.
All available data are used in the analysis. Multiple treated attacks of a subject may contribute multiple responder status

Efficacy in Mild Pain

Number of Treated Attacks
• Throughout the trial 21,454 migraine attacks were treated with 31,968 doses of ubrogepant

 ̶ Ubrogepant 50 mg: 404 participants treated 10,323 migraine attacks with ≥1 dose for a 
total of 15,536 doses

 ̶ Ubrogepant 100 mg: 409 participants treated 11,131 migraine attacks with ≥1 dose for a 
total of 16,432 doses

 ̶ Average number of doses taken over 1-year trial period was 38.5 and 40.2 doses of 
ubrogepant 50 mg and ubrogepant 100 mg, respectively

• The analysis population consists of data from 19,255 migraine attacks treated with 
ubrogepant 50 mg or ubrogepant 100 mg (Table 2)

Summary of Ubrogepant Adverse Events
• Treatment-emergent adverse events (TEAEs) were reported by n=268 participants (66%) 
in the ubrogepant 50 mg group and n=297 participants (73%) in ubrogepant 100 mg 

 ̶ Most commonly reported was upper respiratory tract infection (Table 3)
• Treatment-related TEAE were reported by n=42 participants (10%) in ubrogepant 50 mg 
and n=43 participants (11%) in ubrogepant 100 mg

 ̶ Most commonly reported were nausea, dizziness, and somnolence (all ≤2%)
• Serious TEAEs were reported by n=9 participants (2%) in ubrogepant 50 mg and n=12 
participants (3%) in ubrogepant 100 mg; one was considered treatment-related

 ̶ Ubrogepant 50 mg: n=1 (0.2%), exacerbation of sinus tachycardia
 ◦  41 year old female with medical history of supraventricular tachycardia with ablation; 
concomitant medications included propranolol, citalopram, and tizanadine

 ◦  Reported to emergency room with racing heart, intermittent chest pain, feelings of stress, 
feeling flushed and hot, and numbness in left upper extremity

 ◦ Physical exam (normal cardiovascular exam and negative blood work); ECG (normal)
 ◦  The event of exacerbation of sinus tachycardia was treated with increasing propanolol 
dose and resolved; ubrogepant 50 mg was continued

• Discontinuations due to TEAEs were reported by 2%-3%; no deaths occurred during the trial

Preferred Term, n (%) Ubrogepant 50 mg
(N=404)

Ubrogepant 100 mg
(N=409)

Nasopharyngitis
Upper respiratory tract infection
Sinusitis
Urinary tract infection
Influenza
Nausea
Bronchitis
Blood creatine phosphokinase increased
Alanine aminotransferase increased
Aspartate aminotransferase increased
Back pain
Nephrolithiasis
Dizziness
Anxiety
Cough
Diarrhea
Arthralgia
Gastroenteritis viral
Muscle strain
Depression
Epididymitis*
Testicular pain*

33 ( 8.2)
47 (11.6)
28 ( 6.9)
22 ( 5.4)
17 ( 4.2)
19 ( 4.7)
13 ( 3.2)
10 ( 2.5)
9 ( 2.2)
7 (1.7)

14 (3.5)
4 (1.0)
5 (1.2)
6 ( 1.5)
8 (2.0)

10 (2.5)
11 (2.7)
7 (1.7)
2 ( 0.5)
1 ( 3.2)
1 (3.2)
1 (3.2)

47 (11.5)
44 (10.8)
26 ( 6.4)
26 ( 6.4)
25 ( 6.1)
19 ( 4.6)
18 ( 4.4)
16 ( 3.9)
15 ( 3.7)
14 (3.4)
14 (3.4)
13 (3.2)
12 (2.9)
11 ( 2.7)
11 (2.7)
11 (2.7)
10 (2.4)
10 (2.4)
10 ( 2.4)
5 (1.2)
0 (0)
0 (0)

Table 3. Common (≥2%) Adverse Events by Preferred Term

Only includes TEAEs reported in ≥2% of participants (after rounding) in any treatment group; AE dictionary: MedDRA Version 20.1
* For sex-specific AEs, percentages are relative to the number of participants of the appropriate sex.

Ubrogepant   
50 mg

Ubrogepant  
100 mg

All treated attacks, n (%) n=9299 n=9956

Mild pain 1994 (21.4) 1911 (19.2)

Moderate/severe pain 7305 (78.6) 8045 (80.8)

First treated attack, n (%) n=401 n=407 

Mild pain 65 (16.2) 57 (14.0)

Moderate/severe pain 336 (83.8) 350 (86.0)

Table 2. Number of Treated Attacks by Headache Status (Analysis Population)

Analysis population is defined as all randomized patients who received at least 1 dose of IP (ubrogepant) and had at least 1 posttreatment efficacy assessment in the trial.
Absence of symptom includes data for all treated attacks regardless of presence/absence of the symptom for the treated attack. 
All available data are used in the analysis. Multiple treated attacks of a subject may contribute multiple responder status

Analysis population is defined as all randomized patients who received at least 1 dose of IP (ubrogepant) and had at least 1 posttreatment efficacy assessment in the trial.
Absence of symptom includes data for all treated attacks regardless of presence/absence of the symptom for the treated attack. 
All available data are used in the analysis. Multiple treated attacks of a subject may contribute multiple responder status

Analysis population is defined as all randomized patients who received at least 1 dose of IP (ubrogepant) and had at least 1 posttreatment efficacy assessment in the trial.
Absence of symptom includes data for all treated attacks regardless of presence/absence of the symptom for the treated attack. 
All available data are used in the analysis. Multiple treated attacks of a subject may contribute multiple responder status

• Across all efficacy endpoints reported, average percentage of treated attacks reporting freedom from pain or symptoms was significantly higher for attacks treated when pain was mild 
compared to those treated when pain was moderate or severe (Figures 1-4)

• Data for first treated attacks trended similarly

Figure 2. Absence of Phonophobia at 2 Hours by Headache Status  
Across All Treated Attacks

Figure 3. Absence of Photophobia at 2 Hours by Headache Status  
Across All Treated Attacks

Figure 4. Absence of Nausea at 2 Hours by Headache Status  
Across All Treated Attacks

Background
• Ubrogepant demonstrated efficacy in treating migraine with moderate/severe pain in two 
phase 3 trials

• Clinical guidance recommends treatment of migraine when pain is mild, a strategy not 
previously studied for ubrogepant 

Objective
• To evaluate the efficacy of ubrogepant in treating migraine attacks with mild pain

Study Design
• Phase 3, open-label, 52-week extension trial (NCT02873221)
• Participants must have completed one of the lead-in trials:

 ̶ ACHIEVE I, NCT02828020
 ̶ ACHIEVE II, NCT02867709

• The trial included adults with a history of migraine with or without aura
• Participants were randomized 1:1:1 to usual care or in blinded fashion to ubrogepant 50 mg 
or ubrogepant 100 mg

• Participants were allowed to treat up to 8 migraine attacks of any pain severity within each 
4 week time period over the course of 1 year

Efficacy Measures
• Efficacy measures were only collected for ubrogepant treatment groups and included

 ̶ 2-hour pain freedom
 ̶ 2-hour absence photophobia
 ̶ 2-hour absence of phonophobia
 ̶ 2-hour absence of nausea

Statistical Analysis
• Data were analyzed in two ways

 ̶ Across all treated attacks, where data were averaged for each participant and then across 
participants, weighting individuals equally

 ̶ For first treated attack

Thank you to all the participants and investigators who participated in this trial!
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