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Table Double-blind randomized placebo-controlled trials

PREEMPT 1 PREEMPT 2 PREEMPT1& | CHARM
2 pooled

Study design

Patients CM patients with and without MO CM patients with
MO

Sample size Onabot-A Onabot-A Onabot-A Onabot-A

341/PCB 338 347/PCB 358 688/PCB 696 90/PCB 89

Treatment outcome

(mean intergroup

difference)

Change from 0.1(1.12,0.39) | -0.7 (-1.65, - -0.3 (-1.17, - n/a

baseline in 0.33)* 0.17)*

frequency of

headache episodes

Change from 0.1(1.21,0.26) | n/a -0.4 (-1.20, - n/a

baseline in 0.23)*

frequency of

migraine episodes

Change from -1.4 (-2.40, - -2.3(-3.25, - -1.8 (-2.52, - -1.3(-3.1,0.6)

baseline in 0.40)* 1.31)* 1.13)*

frequency of

headache days

Change from -1.5 (-2.60, - -2.4(-3.31, - -2.0 (-2.67, - 0.8 (-1.0,2.7)

baseline in 0.59)* 1.36)* 1.27)*

frequency of

migraine days

Change from -1.4 (-2.41, - -2.5(-3.37, - -1.9 (-2.62, - 0.5(-1.2,2.2)

baseline in number | 0.46)* 1.48)* 1.26)*

of

moderate/severe

headache days

Change from -2.3(-3.25, - -2.5(-3.54, - -2.4(-3.11, - 0.0 (-1.5, 1.6)

baseline in total 1.31)* 1.55)* 1.72)*

HIT-6 score

Caveats

Study location International, multicenter Single center

Dose of Onabot-A 155-195U 155U

Duration of double- | 24 weeks 12 weeks

blind phase

Treatment in PCB PCB 17.5U of

group Onabot-A in
forehead

Preventive Not allowed 33.3%in

medications Onabot-A group
and 39.3% in
PCB group with
current use of
prophylactics

PCB: placebo-controlled, blinded
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