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Characteristic
OLE 

Lasmiditan 
(N=445)

Mean age (SD), years 42.5 (11.9)

Age <65, n (%) 434 (97.5)

Female, n (%) 383 (86.1)

Race, n (%)*

White 369 (83.3)

American Indian or 
Alaska Native 53 (12.3)

Asian 11 (2.6)

Black or African American 7 (1.6)

Multiple 1 (0.2)

Abbreviations: N = number of participants in the analysis population; n = number of participants 
in the specified category; OLE = open-label extension; SD = standard deviation
* Race information was missing for 14 patients.

Table 1: Baseline patient 
demographics

Methods
■Eligible patients aged ≥18 years with 
migraine with or without aura, with a 
history of 3-8 migraine attacks per month 
(<15 headache days per month) were to 
treat 4 attacks or until 4 months after 
randomization during the main study. 

■Participants enrolled in the main study 
could continue in the 12-month OLE if 
they treated ≥3 attacks during the main 
study with study drug.

■During the 12-month OLE patients were 
to receive 100mg LTN as initial dosing, 
with flexible dosing (50, 100, or 200mg) 
thereafter to optimize efficacy and 
tolerability.

■Patients were not to drive for 8 h after 
LTN dosing.

Figure 1: Patient disposition, ITT 
population

Pattern of Use
Figure 2: Most attacks treated 
with LTN

Safety
Figure 4: TEAEs reported in ≥5% of 
patients

Patient Disposition and 
Dosing
■In all, 477 patients entered the OLE and 
445 (intention-to-treat [ITT], 93.3%) 
treated ≥1 attack with LTN. 

■In total, 8654 of 11327 attacks (76.4%) 
were treated with LTN.
– A mean of 19.5 (maximum 106) attacks 

per patient were treated with LTN.
–84.9% of these involved moderate or 

severe pain.
■2660 attacks (23.5%) were treated solely 
with other acute treatments concurrent 
with migraine onset or <24 h after 
migraine onset. 

Abbreviations: N = number of participants in the analysis population; n = number of participants within 
category; OLE = open-label extension.
a During the OLE, these patients took 50 mg (n=2), 200 mg (n=1), and unknown dose (n=1).

Number of Subjectsa
OLE 

Lasmidita
n (N=447)

Deathsb 1 (0.2)

SAEs 19 (4.0)

Discontinuations from study due 
to an AE 25 (5.2)

Discontinuations from study 
treatment due to an AE 26 (5.5)

TEAEs 327 (68.6)

TEAEs related to study 
treatmentc 279 (58.5)

Abbreviations: AE = adverse event; N = number of participants in the analysis population; 
n = number of participants with at least one adverse event per event type; OLE = open-label 
extension; SAE = serious adverse event; TEAE = treatment-emergent adverse event, defined as AE 
occurring within 48h after dose.
All values are presented as n (%).
a Subjects may be counted in more than 1 category.
b Deaths are also included as SAEs and discontinuations due to AEs.
c Includes events considered related to study treatment, as judged by the investigator.

Table 2: Overview of adverse events, 
OLE population

■Most treatment-emergent adverse 
events (TEAEs, defined as AEs occurring 
within 48h after dose) were mild or 
moderate in severity. 
–Four patients (0.9%) reported a serious 
TEAE.

–Only 1 case of serotonin syndrome 
(0.2%) lasting 1h 40min and not 
requiring intervention was considered 
related to LTN by investigator.

■No patients reported a motor vehicle 
accident or violation associated with LTN.

OBJECTIVE
■To collect up to 1 year of 
open-label extension (OLE) 
data evaluating the effect of 
lasmiditan (LTN) on 
migraine-related disability, 
as measured by the mean 
change from baseline in the 
Migraine Disability 
Assessment Test (MIDAS) 
total score

■Data were also collected on 
the following:  
–Quality of life, measured 
by the Migraine-Specific 
Quality of Life 
Questionnaire (MSQ v2.1)

–Dose optimization
–Patterns of use
–Safety 

STUDY DESIGN

KEY RESULT CONCLUSIONS
■In relatively real-world 
conditions, LTN 
therapy was 
associated with a high 
rate of study 
completion. 

■During this 12-month 
OLE, most attacks 
were treated with LTN
and most patients 
remained on LTN 
100mg throughout. 

■Patients reported 
improvements in 
migraine-related 
disability and quality 
of life. 

■There were no new 
safety findings with 
exposure up to 
12 months.

Figure 3: In the ITT population, improvements in mean 
changes from baseline in MIDAS (A) and MSQ v2.1 (B) total 
scores that were observed during the double-blind period 
persisted during the OLE

■This was a 12-month OLE 
of a phase 3, randomized, 
placebo-controlled, 
double-blind, 4-month main 
study. 

■The OLE took place in 
Europe and North America.

A. Mean (SD) Changes from Baseline in MIDAS Total 
Score (N=445)

B. Mean (SD) Changes from Baseline in MSQ v2.1 Total 
Score (N=439)

Abbreviations: ETV = early termination visit; ITT = intent-to-treat; MIDAS = Migraine Disability Assessment; MSQ = Migraine-Specific Quality 
of Life Questionnaire; N = number of participants in the analysis population; n = number of participants having non-missing values at each 
timepoint; OLE = open-label extension; SD = standard deviation.
Note: For the MIDAS total score, the baseline value was measured at Visit 1 in the double-blind main study. For the MSQ total score, the 
baseline value was measured at the baseline visit (Visit 6/Month 0) during the OLE.
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■Most common reasons for not 
treating with lasmiditan: planning to 
drive or operate machinery (8% of 
attacks) or thought another 
medication would work better (6% of 
attacks). 
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