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CONCLUSIONS

— Headache-related disability, based on the 6-item Headache Impact Test (HIT-6) and Migraine Disability Assessment (MIDAS) scores, was significantly improved with quarterly or
monthly fremanezumab treatment compared with placebo

— These early improvements in HIT-6 and MIDAS scores, reflective of early improvements in headache-related disability, were observed in patients with episodic migraine (EM) and
chronic migraine (CM) and documented inadequate response to 2 to 4 classes of migraine preventive medications

— These results support the overall benefits of fremanezumab in this population of patients with difficult-to-treat migraine
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In randomized clinical trials, fremanezumab has
demonstrated significant efficacy as a migraine preventive
treatment in patients with EM and CM*>
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HIT-6, 6-item Headache Impact Test; LSM, least-squares mean; EM, episodic migraine;

Baseline Double-blind Open-label Endof  Follow-up CM, chronic migraine.

The impact of subcutaneous (SC) quarterly or monthly period period  treatment  period *P <0.0001 versus placebo.

fremanezumab on headache-related disability outcomes °P = 0.0068 versus placebo.
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With both fremanezumab dosing regimens in the overall
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was assessed based on the mean change from baseline scores versus placebo were observed during the 4 weeks

in HIT-6 and MIDAS scores during the 4 weeks after after the third dose of study treatment (all P <0.0002;
Patients administration of the third dose of study drug (Week 12) Figure 3)

— Similar results were observed in the overall study
Table 1. Key Selection Criteria population and subgroups of patients with EM and CM
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Inclusion criteria Exclusion criteria

Patients Figure 3. Reduction in disability as measured by
MIDAS score during the 4 weeks after the third dose

— Adult patients (18-70 years) Any migraine preventive
of study drug.

_ , , . — Efficacy analysis population, N = 837 (placebo, n = 278;
with a diagnosis of migraine treatment for >5 days at quarterly fremanezumab, n = 276; monthly fremanezumab,
with onset at <50 years screening and plan to n=283)
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History of migraine for — Baseline clinical characteristics were similar across
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Documented inadequate Opioid- or barbiturate-
— Across all treatment groups, baseline HIT-6 and MIDAS

response (within the past containing treatment on it ==, d
scores indicated severe disability due to headache

10 years) to 2-4 classes of >4 days during the run-in

prior migraine preventive period
T edications: Table 2. Baseline Clinical Characteristics

Intervention/device for

LSM change from baseline in MIDAS score
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Beta-blocker (propranolol, migraine during the

metoprolol, aten0|0|’ 2 months priorto screening Quarterly Monthly MIDAS, Migraine Disability Assessment; LSM, least-squares mean; EM, episodic migraine;

Placebo fremanezumab fremanezumab CM, chronic migraine.

Triptans, ergots, or Characteristic (n=278) (n=276) (n=283) P 20,0001 versus placebor

Anticonvulsant (topiramate) nonsteroidal anti-inflammatory . S P =0.0162 versus placebo.
Mean (SD) years since migraine 24.3 24.3(12.83) 24.0(13.72)

drugs for migraine preventive diagnosis (13.61)
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During the double-blind period, patients were randomized HIT-6 Scores

(1:1:1) to SC quarterly fremanezumab, SC monthly

fremanezumab, or placebo (Figure 1) — With both fremanezumab dosing regimens in the overall
population, significantly greater reductions in mean HIT-6
scores versus placebo were observed during the 4 weeks
after the third dose of study treatment (all P <0.0001; '
Figure 2)
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