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Table 3. Monthly Migraine Days (MMDs) Before and After Figure 1. Mean Change From Baseline in MMDs Over
Treatment in Patients 250 Years of Age Weeks 1-12 in the Full Study Population and Patients

Eptinszumab Eptinazhmab 250 Years of Age in (A) PROMISE-1 and (B) PROMISE-2
100 mg 300 mg Placebo A. Episodic Migraine (PROMISE-1) B. Chronic Migraine (PROMISE-2)

Table 1. Baseline Demographics, Clinical Characteristics, and
Medication Use of Patients 250 Years Old at Baseline

KEY POINTS

Introduction

= Patients older than 50 with migraine pose Eptinezumab Eptinezumab

— In the pivotal phase 3 trials PROMISE-1

unique challenges to preventive treatment due and PROMISE-2, eptinezumab 100 mg and 100 mg 300 mg Placebo | Older patlentS Wlth mlg ralne pOSG
to the greater prevalence of comorbidities and 300 mg demonstrated rapid and sustained (n=132) (n=127) (n=126) .
uee ofconcomitant medicaton reductions in migreine frequency ™ Mean age, years (SD) 55.9 (4.4) 55.7 (4.9) 55.5 (4.9) PROMISEA, n Ful — patients Aged Full  patients Aged a unique challenge to treatment
= In addition, older individuals with migraine — More than one-fifth (22.1% [385/1741]) - > Baseli sD 8.9 (2.2 8.5(25 83(27 o  00. Population 50+ Years o 0 Population 50+ Years q 5 .
have an increased risk of dementia,’ cognitive of patients who received eptinezumab Sex: Female, n (%) 111 (84.1) 115 (90.6) 110 (87.3) aseline, mean (SD) 9(22) 5(29) 327 g 05 N7 2 ] due tO Increased IIkeIIhOOd Of
complaints,2 medication overuse,3and 100 mg, 300 mg, or placebo in Race, n (%) Weeks 1-12, mean (SD) 5.1(3.5) 41 (3.1) 5.7 (3.3) s = -2 ign .
sleep apnea.s PROMISE-1 and PROMISE-2 were White 124 (93.9) 121 (95.3) 115 (91.3) . g 107 £ comorbities and concomitant
>50 years old at baseline. T ——— - 568 26 563) Change from baseline, mean (SD) -3.8(3.1) -4.4 (3.2) -2.6 (3.5) © 1.5 1 @ -3
= Eptinezumab is a humanized immunoglobulin ack or Atrican American . g 9 = | = H H
G1 (IgG1) monoclonal antibody which binds Other 323) 2(16) 324) PROMISE-2, n 90 75 77 g 20 s 4 medication use.
calcitonin gene-related peptide (CGRP) and . . . - o 2.5 a -5
is indicated for the preventive treatment of Mean (SD) BMI, kg/m? 27.5(4.8) 26.5(5.2) 28.0 (6.5) Baseline, mean (SD) 15.6 (4.6) 15.9 (4.8) 15.5 (4.6) £ -3.0 1 e -6 In thlS pOSt hOC anaIyS|S patlents
migraine in adults.® Mean (SD) age at diagnosis, years 28.4 (12.9) 26.3 (11.0) 28.0 (12.0) Weeks 1—12, mean (SD) 7.9 (6.2) 7.3 (6.1) 9.5 (5.9) E -3.5 1 E -7 >50 Id d ’d t
Mean (SD) duration of migraine o 40 o -8 2
= = diagnosis, years 27.5(13.7) 29.4 (11.8) 27.6(12.9) Change from baseline, mean (SD) —77 (6.4) -8.6 (6.7) -6.0 (6.0) = s « a3 m 2 wex -8.2 b g4 years 0 respon e o
’ c 4. . 4. © *kk . . . .
ObjeCtlve Mean (SD) baseline headache days 16.9 (5.6) 16.2 (5.7) 16.1 (6.0) SD, standard geviation. S5 50" . 5 10 ’ eptinezu mab treatment Slmllarly to
A B - I Eptinezumab 100 mg H Eptinezumab 300 mg Placebo . H . H
_ MeankiSB)ibeselinglmigralngidays IEElA) 129(54) 12763) Table 4. Summary of Treatment-Emergent Adverse Events _ I o , the entire population included in
= This post hoc analysis of data from PROMISE-1 and PROMISE-2 was performed to evaluate the Medication-overuse headache i . D\!evermes betw:ebn lre‘atment groupzwas ana\:wd udsmg an a:‘a\%'a\‘spoVoagva.r‘\;rlzeorg?d.eu\‘g\(lg ;g;:ge m‘;m bbase\me as m(e ;e?povvse'v‘ar\ah\e
o OIS 2 e perfomen o cvaluate e edication oy a@ss) 350 21(46) | (TEAEs) in Patients 250 Years of Age e R i e T
of age. . " bTreatment difference vs placebo (95% confidence interval) in change from baseline: 100 mg, -1.6 (-3.4, 0.2); 300 mg, -2.4 (-4.2, -0.5) o
Chronic migraine diagnosis, n (%) 90 (68.2) 75 (59.1) 77 (61.1) Eptinezumab Eptinezumab . . . .
Baseline medication use in 210% of patients, n (%) 100 mg 300 mg Placebo Figure 2. Migraine Responder Rates Over Weeks 1-12 in In patients =50 vears old. more
(n=133) (n=127) (n=126) . 2
ethoas Sumatriptan 41 (31.) 49 (38.6) 63 (50.0) Patients 250 Years of Age . .
buprofen 8 (28.8) 1 (32.9) 35 (278) Patients with any TEAE, n (%) 62 (46.6) 68 (53.5) 66 (52.4) . eptlnezu mab treated patlents
= PROMISE-1 (NCT02559895)5": a phase 3 Data from patients treated with eptinezumab Thomapyrin N 8 (28.8) 6 (28.3) 2(25.4) Mild 26 (19.5) 24 (18.9) 25(19.8) 63.0% were 2500/0 or 2750/0 M RR over
ranlt:oznizded, do‘utélefbflindt._ placebo:g;trtil(\)eod, 128 mg, 300f mg, 0:5‘807?0 and WhOIWderZ Paracetamol 20 (15.2) 9 (15.0) 4 (11.1) Moderate 32(24.1) 42 (33.1) 36 (28.6) 60% W k 1 1 2 th t t h
multiple-dose study of eptinezuma , 100, or 250 years of age at baseline were included in — -
300 mg IV every 12 weeks x 4 doses) in adults this post hoc analysis. Rizatriptan 21(15.9) 15 (11.8) 4(11.1) Severe 4 (3.0) 2(1.6) 43.2 2 50% €eKs an pa lents who
18-75 f th episodic migraine. Topi t 8 (6.1 13 (10.2 4 (111 £ 0
years ofage with episodic migraine For the efficacy analyses, patient results were ?plra.ma z - — 61 ( ) (1Y Life-threatening 0 0 1(0.8) £ recelved placebo )
= PROMISE-2 (NCT02974153)8% a phase 3 summarized within the treatment group to Vitamins not otherwise specified 10 (7.6) 13 (10.2) 10(7.9) =0 S 40% 35.7%
randomized, double-blind, placebo-controlled which they were randomly assigned. In the BMI, body mass index; SD, standard deviation MO_St comm?’n TEAEs (22% of total ‘s 30.3% 30.7%
multiple-dose study (100 or 300 mg IV safety subpopulation, patients were analyzed . . R ; patients), n (%) = 30% )
every 12 weeks x 2 doses) in adults according to the randomized treatment Table 2. Medical HIStory and Cardiovascular (CV) Risk Factors Nasopharyngitis 7 (5.3) 1(8.7) 6 (4.8) 8
18-65 years of age with chronic migraine. they received. in Patients 250 Years Of Age (Fu" AnalySiS Set) 0 — p—— o 009 "y E, 20% : .
= In both studies, the primary efficacy outcome Patients from PROMISE-1 and PROMISE-2 . . pper respiratory tract intection (4-5) (7.9) (63) Aplacebo: 3:5% CON C LUS ION
was the reduction in monthly migraine days were pooled for all analyses, with the Eptinezumab S e D Urinary tract infection 4 (3.0) 7 (5.5) 3(2.4) 10% B p2a7c2 :
(MMDs) over Weeks 1-12. exception of the change from baseline in 100 mg 300 mg Placebo Dizzi 430) 53.9) 3 24) . (154, '39_1)
MMDs, due to the differences in patient (n=132) (n=127) (n=126) 12ZIness : : : 0% : 1
= Secondary and exploratory outcomes . % % In thIS OSt hOC SU b rOU
included >50% and 275% migraine responder populations at baseline. Medical history in 210% of total patients, n (/o) Fatigue 5(3.8) 4(3.1) 2(16) =o0% MRR =19% MRR P 9 P
ratest, T;;X:at)ment-emergent adverse All resultstarj dzs{;;ript\\t/.e statist{\jcs,tsuch as Hysterectomy 9 (14.4) 28 (22.0) 7 (21.4) Sinusitis 2(15) 3 24) 54.0) M Eptinezumab 100 mg (n=132) M Eptinezumab 300 mg (n=127) Placebo (n=126) anaIySIS’ the efﬁcacy Of
events s). means, standard deviations, and rates. - .
Gastroesophageal reflux disease (18 9) 20 (1 57) 5 (1 1 9) Back pain 3 (2 3) 3 (2 4) 3 (2 4) ’\\ApR\aé:ebo, difference fr(()jm platcebo (95% confidence interval). . . .
Depression 9 (14.4) 20 (15.7) 0 (15.9) o - ' ' e eptlnezumab In patlents
— - - Patients with any TEAE leading to H i H 0 0 o
Resu Its Drug hypersensitivity 6(12.1) 26 (20.5) 7(13.5) treatment discontinuation, n (%) 2(19) 108 43.2) Flgure 3. Total ACUte_ Head_aChe Medication Days of Use Before 250 yearS Old W|th m|g raine
Insomnia 20 (15.2) 19 (15.0) 7 (13.5) = = and After Treatment in Patients 250 Years of Age .
Patients with any TEAE related to WaS Com pa rable to th at In the
= Patients who were 250 years old at baseline In the pooled group of patients 250 years Menopause 26 (19.7) 4(11.0 4(111) study drug, n (%) (k) (k) L) 16 14.9
o : . ) . 14.4 0 0.0
were evenly distributed across treatment old, over twice as many eptinezumab-treated Postmenopausal 8 (13.6) 9 (15.0) 7 (13.5) Patients with any serious adverse Overa” popu |at|on Of the Clln |Ca|
groups: 100 mg, n=132; 300 mg, n=127; patients than placebo-treated patients were Seasonal allergy 9 (14.4) 9 (15.0) 12 (9.5) o 2(1.5) 1(0.8) 3(24) e 14
placebo, n=126. 275% migraine responders (Figure 2). - - - event, n (%) T trIaIS and e tlnezumab WETS We”
. ) ) Tonsillectomy 6 (12.1) 5(11.8) 15(11.9) Svncone 1(08) 0 1(0.8) E" 12 y p
- The mean age of all patients mcl_uded in Greater decreases in total acute headache Ost P 6.8 8 (14.2 12(95 y P . i % . .
this analysis was 55.7 years; patients were medication days/month over Weeks 1-12 were steoarnntis ( s (i) (9.5) Apnea 0 1(0.8) = 10 t0|erated In th IS Su bg rou p -
pre‘dommant\y female (336/385 [87%)]) and noted for patients treated with eptinezumab CV risk factors, n (%) i o
white (360/385 [94%]) (Table 1). than placebo (Figure 3). Hypertension-related 15 (114) 13 (10.2) 7(56) Breast cancer 0 1(0.8) 0 = 3
- (’\/zlzrz(j3%a;?6n?§/T)ati::f:\fogif:li;?ame TEAE rates were similar across treatment Diabetes-related 1(0.8) 0 (24 Cellulitis 0 0 1(008) % 6
=143/385 [37%]). groups (eptinezumab 100 mg, 46.6%; Prior history of ischemic CV events . : 3
(n [37%]) eptinezumab 300 mg, 53.5%; placebo, o ot 1(0.8) 1(0.8) 0 Qhromc obstructive pulmonary 0 0 1(08) o,
— Most patients (268/385 [70%]) had 52.4%; Table 4). P disease <
. . . . [
Eﬂdcardll)‘vasculir rli: fggt/:rsgt t;gf/ehnhe ; _ The most common TEAES were Obesity (body mass index =30 kg/m?) 37 (28.0) 25 (19.7) 43 (34.1) Depression suicidal (0.8) 0 0 = 2
and nearly one-fourth ( (23%) ha nasopharyngitis (24/386 [6.2%]) and upper Male and =45 years of age 21 (15.9) 12 (9.4) 16 (12.7)
22 risk factors (Table 2). iratory tract infection (24/386 [6.2% Gastric ulcer 1(0.8) 0 0 0
. . respiratory tract infection ( [6.2%]). Female and 55 years of age 61(46.2) 54 (42.5) 49 (38.9) Baseline Weeks 1-12
= In patients with episodic and chronic — Most TEAEs were mild or moderate in Black or AT Amori 7 (31 863 Hematemesis 1(0.8) 0 0
migraine, reductions in MMDs over weeks severity (206% of patients across arms). ack or Arrican American race 5(3.8) (A (6.3) - - M Eptinezumab 100 mg l Eptinezumab 300 mg Placebo
1-12 were greater in patients treated with 21 CV risk factor 100 (75.8) 81(63.8) 87 (69.0) Migraine 0 0 1(0.8) ool scute heotiach mediation cave i _ mine. onioi. S anl A combination analaesic dave of uee. I
eptinezumab (~4.1 and —8.1, respectively) — TEAEs leading to treatment - — oatacltJe Es: act Ieme \c? |or7d ayts is ethsum o rldp an(,hergo amine, o(pl[o’\t, swmpNTz anal gdesl\c an cortn ina lol; analgesic days of use.
e cscontinuaton occurred i 7 patents =2 OV risk factors B@50)  25(97)  52(54) Tiia racure 108) 0 0 3 iertusetu sttt .y vt i . s ks
2.6 and -6.0, respectively) (Table 3). (eptinezumab 100 mg, n=2; eptinezumab
300 mg, n=1; placebo, n=4).
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a greater percentage of eptinezumab-treated
patients than patients receiving placebo were
250% migraine responders over Weeks 1-12
(Figure 2).
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