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Clinically Meaningful Benefits of OnabotulinumtoxinA Beyond
Headache Days in Chronic Migraine: Analysis of the COMPEL and

Pooled PREEMPT Studies
related quality of life, headache was met by 72.1% at 24 onabotulinumtoxinA treatment
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severity, and reduction in monthly weeks in PREEMPT and 87% in the pooled PREEMPT
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OnabotulinumtoxinA-treated patients Among onabotulinumtoxinA- Reduction in headache
were more likely than placebo- treated patients, a clinically days failed to fully capture
treated patients to meet responder meaningful improvement on the treatment benefit
criteria for headache impact, health- 1 or more outcome measures associated with 24 weeks of
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¢» Trial Population Figure 1. Responder Rates Across Outcome Measures (mLOCF) Clinically Meaningful Improvement (COMPEL) Adverse Events
I: » The PREEMPT pooled analysis population comprised 1384 patients 100 - * More than half of patients treated with onabotulinumtoxinA qualified as A summary of adverse events (AEs) for pooled onabotulinumtoxinA and
- randomized to onabotulinumtoxinA (n=688) or placebo (n=696) # OnabotulinumtoxinA F Placebo responders in each outcome measure (Figure 3) placebo patients in PREEMPT and all patients in COMPEL is shown in
w e ln COMPEL, 716 patlents were enrolled to receive OnabOtUIinumtOXinA 80 - {P<O[OO1\ — MIDAS showed the greateSt S|ng|e'OUtC0me response rate, fO||Owed by Table 2
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PREEMPT Pooled COMPEL . %2 8 o B0.6% 7519%
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Ch teristi =688 =696 =716 ° Headache HIT-6 MSQ-RFR ADHS >1 Qutcome c 40%-
aracieristic (n_ ) (n_ ) (n_ ) days/month measure? § PREEMPT Pooled COMPEL
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Age, mean, y 41.1 41.5 43.0 ADHS, Average Daily Headache Severity, HIT-6, 6-item Headache Impact Test; mLOCF, modified last observation carried x . .
forward; MSQ-RFR, Migraine-Specific Quality-of-Life Questionnaire Role Function-Restrictive. 0% Onabotulinum- Onabotulinum-
Female. % 87 6 85 2 84 8 aAny patient who achieved =1 of the criteria—50% reduction in headache days, clinically meaningful change in HIT-6, 48 weeks 108 weeks toxinA Placebo toxinA
’ MSQ-RFR, or headache severity—at week 24 was counted as a responder. (n=687) (n=692) (n=716)
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e, 7o ' ' . e The significant between-groups difference in rates of response on 1 or more Disability Assessment Scale; MSQ-RFR, Migraine-Specific Quality-of-Life Questionnaire Role Function-Restrictive. n (%) n (%) n (%)
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(SD) _ _ _  More than 1 in 2 patients treated with onabotulinumtoxinA qualified as ;’(rj?/aetrrgeer;tvreer:?;ced 202 (29.4) 88 (12.7) 131 (18.3)
HIT-6 scoreb. mean Figure 2. Percentage of PREEMPT Patients Who Achieved Response responders on 3 or more outcomes, and 1 in 4 qualified as responders on all
(SD) 65.5 (4.1) 65.4 (4.3) 64.7 (4.8) on 1 or More Outcome Measures? outcomes
| - 100° : : : Serious adverse
L-Il_ll'g-a6ci860-:2rgag:apclearczrge_cllr:;?)ceztri'lc;edst; SD, standard deviation. B OnabotulinumtoxinA 1 Placebo Figure 4. Percentage of COMPEL Patients Who Achieved Response on events 33 (4.8) 16 (2.3) 75 (10.5)
bScores of 36-49 indicate little or nc; impact; 50-55, some impact; 56-59, substantial impact; 260, severe impact. 80 - P<0.001 1 or More Outcome Measurea
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— The MSQ-RFR showed the single-outcome greatest response rate and o 20 - . — 2 0o ' related to adverse 26 (3.8) 8 (1.2) 32 (4.5)
difference between groups 20.1 . % events
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* More than 7 in 10 patients treated with onabotulinumtoxinA qualified as 0 | | | 86 - 1yr (Wk 48) 2 yr (Wk 108)
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— Lomparatively, only 4.9 In patients were considered treatment responders 2Any patient who achieved 21 of these 4 outcome measures—50% reduction in headache days, or clinically meaningful 2Any patient who achieved 21 of these 4 outcome measures—50% reduction in headache days, or clinically meaningful
when onIy reduction in headache days was considered change in HIT-6, MSQ-RFR, or headache severity—at week 24 was counted as a responder. change in HIT-6, MSQ-RFR, or MIDAS—at week 48 or 108 was counted as a responder.

* This was a post-hoc analysis of pooled data from the — Change in headache days: 250% reduction in monthly Thank you to all the participants and investigators who participated in this study! References

PREEMPT trials (NCT00156910, NCT00168428) and headache-day frequency
COMPEL (NCT01516892) study

* Full methodology for the PREEMPT trials has been
published?*

Background

» Chronic migraine (CM) is a complex, distinct neurological disease defined
by 215 headache days/month and individualized presentation that may
iInclude prodromal symptoms, aura, photophobia, phonophobia, and
nausea/vomiting’

» The Phase Il REsearch Evaluating Migraine Prophylaxis Therapy — The PREEMPT trials are a pair of randomized, double-
(PREEMPT) studies established the benefit of onabotulinumtoxinA blind, placebo-controlled, 24-week trials followed by
treatment for a reduction of headache frequency#* 32-week open-label phases
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(COMPEL) study provided additional evidence for the efficacy and long-term (1:1) to injections of onabotulinumtoxinA (155 U to 195 — Average Daily Headache Severity (ADHS): 21-point il Edoman y Ler i _
safety and tolerability of onabotulinumtoxinA treatment for the prevention of U) or placebo every 12 weeks for 2 cycles improvement on a 4-point ordinal scale where Theranice, Tova, vedanta, WL Gore, Nocir, PSL. Group Seniass, XoG, Zosand, 2P Opto, Foresite Capta, Gppenhaimer, Upjohn (Division of
headache in those with CM over 2 years®® + Full methodology for the COMPEL trial has also been 0=no pain and 3=severe pain (PREEMPT only) oayments: HealthLog, Mecicom Workdwide, MedLogix Communications, Mecet,Miler Medica, PoerViow, WebMD HealtwMedscape, Chameloan

Academy for Continued Healthcare Learning, Universal Meeting Management, Haymarket, Global Scientific Communications, Global Life Sciences,

® CI | n |Ca| trlals Of preve ntlve treatments fOF CM genera”y CIaSS|fy reS pOnSG aS pu bl |Shed 5-6 — M |g ralne D|Sab|||ty Assessment Scale (M I DAS) Global Access Meetings, Catamount, UpToDate (Elsevier), Oxford University Press, Cambridge University Press, and Wolters Kluwer Health. Stock

0 . : : options: Precon Health, Aural Analytics, Healint, Theranica, Second Opinion/Mobile Health, Epien, Nocira, Matterhorn, Ontologics, and King-Devick
250 /O redUCtIOH frOm basellne |n mOnthly headaChe dayS, bUt headaChe'day COM PEL Was a S| n |e arm O en |abe| mu |t|Center aSSGSSI ng the ImpaCt Of headaCheS On d ISabIIIty Technologies. Consulting without fee: Aural Analytics, Healint, Second Opinion/Mobile Health, and Epien. Board of Directors: Precon Health, Epien, To obtain a PDF of this poster:
reduction may not fully capture the benefits of treatment’ g , OP ) )

This study was sponsored by Allergan plc, Dublin, Ireland. Writing and editorial assistance was provided to the authors by Peloton Advantage, LLC,
an OPEN Health company, Parsippany, NJ, USA, and funded by Allergan plc, Dublin, Ireland. All authors met ICMJE authorship criteria. Neither
honoraria nor payments were made for authorship. . Aurora SK, et al. Cephalalgia. 2010;30:793-803.

. International Headache Society. Cephalalgia. 2018;38:1-211.

— Headache Impact Test (HIT-6), assessing the impact
of headaches on QoL: =5-point improvement

— Migraine-Specific Quality-of-Life Questionnaire
Role Function-Restrictive dimension (MSQ-RFR),
assessing the impact of migraine on QoL: 210.9-point
Improvement
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