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3 VYEPTI® (eptinezumab) is indicated for the prophylaxis of migraine in adults who have at least 4 migraine
days per month.? The recommended dose is 100 mg administered by intravenous infusion every 12 weeks.?

CONTEXT

CONTEXT"3

In the phase 3b, multicentre, multi-arm double-blind, placebo-controlled DELIVER study, eptinezumab reduced migraine
and headache frequency and severity and acute medication use compared to placebo in adults with migraine and

2—4 prior preventive treatment failures.® This is a summary of a sub-analysis to investigate the effects of eptinezumab
on patient-reported outcomes (PROs) reflecting quality of life and functioning in the placebo-controlled phase of the
DELIVER study! Refer to the full publication for more details.

KEY QUESTION

L@ KEY QUESTION"

What are the effects of eptinezumab on PROs reflecting quality of life and functioning in patients with documented
prior preventive treatment failures arising from inadequate efficacy, tolerability, or contraindication reasons?

METHODOLOGY

@ METHODOLOGY"3

Multicentre, double-blind, randomised, placebo-controlled, parallel-group, phase 3b clinical trial

O,

® The 76-week adaptive design study comprised a 24-week placebo-controlled period and a 48-week
dose-blinded extension period

O,

A total of 1,369 patients were screened for study inclusion. 892 were randomised to receive treatment and
865 completed the placebo-controlled treatment period?

PATIENT DISPOSITION"?

=3 Randomised (n=892) E Analysis sets

Placebo Efficacy (n=298)
(n=299) Safety (n=298)

Eptinezumab 100 mg Efficacy (n=299)
(n=299) Safety (n=299)

Eptinezumab 300 mg Efficacy (n=293)
(n=294) Safety (n=294)

VYEPTI 300 mg is not available in the UK.

é E KEY INCLUSION CRITERIA'3
Adults aged 18-7/5 years

Diagnosis at/before 50 years of age

History of migraine for 212 months before screening

CM or EM diagnosis per ICHD criteria

CM criteria: Experienced >15 headache days and >8 migraine days during the 28-day screening period

EM criteria: Experienced up to 14 headache days and >4 migraine days during the 28-day screening period

Q00O

Two-to-four different prior preventive migraine medication failures (i.e., propranolol/ metoprolal,
topiramate, amitriptyline, flunarizine, candesartan, valproate or divalproex, or botulinum toxins A or B) in the
past 10 years

& Failure due to inadequate efficacy (>3 months), tolerability (i.e., discontinuation due to AEs), or
contraindications (i.e., ineligibility due to medical reasons)

KEY EXCLUSION CRITERIA'3
€& Previous treatment failure of agent targeting the CGRP pathway

DELIVER PRIMARY ENDPOINT (eptinezumab vs placebo)?

Change from baseline in monthly migraine days (MMDs) over Weeks 1-12

PRO MEASURES — SUB-ANALYSIS (eptinezumab vs placebo)’
 PRO measures included the EQ-5D-5L, HIT-6, PGIC, PI-MBS and MSQ

« All PRO measures were administered at baseline (except PGIC) and Weeks 12 and 24 site visits prior to infusion

 The EQ-5D-5L and HIT-6 were also completed every 4 weeks between site visits

RESULTS

RESULTS"?

(’ DELIVER PRIMARY ENDPOINT
1W:e1ks.

) JoR 4 * In Weeks 1-12, eptinezumab 100 mg significantly reduced the number of MMDs compared with placebo?

PRO OUTCOMES’

@® Eptinezumab improved EQ-5D-5L VAS score compared with placebo as early as Week 4 (mean change in well-being
numerically improved in the eptinezumab groups and numerically deteriorated in the placebo group)

Mean change from baseline in EQ-5D-5L VAS score

Placebo (n=287)
—&- Eptinezumab 100 mg (n=275)
o —@- Eptinezumab 300 mg (n=283)
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LS mean change from baseline
in EQ-5D-5L VAS score

4

-6
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*p<0.05 vs placebo; **p<0.001.
Adapted from Goadsby PJ, et al. Eur J Neurol. 2023.

HIT-6 life impact at baseline, Week 4, Week 12 and Week 24
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Adapted from Goadsby PJ, et al. Eur J Neurol. 2023.

@® At Weeks 12 and 24, the percentages of patients with a >5-point reduction in HIT-6 total score were higher for both doses of
eptinezumab compared with placebo (p<0.0001)

Both doses of eptinezumab improved PGIC score compared with placebo (p<0.0001 at Weeks 4, 12 and 24) with >60% of patients
reporting either “much improved” or “very much improved” at Week 24

®

@® >50% of patients reported either “much improved” or “very much improved” on the PI-MBS scale at Weeks 12 and 24 (p<0.0001 vs
placebo at both timepoints)

O,

Both doses of eptinezumab improved MSQ domain scores (role function restrictive, role function preventive and emotional function)
from baseline by a greater amount than placebo at Weeks 12 and 24 (p<0.0001)

SAFETY

) SAFETY & TOLERABILITY?

Safety and tolerability have previously been described in full in the primary DELIVER publication

In DELIVER, TEAEs were reported by 42% of patients receiving eptinezumab 100 mg and 40% of patients
receiving placebo. TEAEs leading to study drug withdrawal occurred in 1 patient (<1%) receiving eptinezumab
100 mg and 1 patient (<1%) receiving placebo?®

Please refer to the primary publication for full safety data

LIMITATIONS

LIMITATIONS!

® Most of the analyses included were not part of the statistical hierarchy; as such, the results must be interpreted
with caution

® The individual outcome measures used themselves have limitations, in particular the EQ-5D-5L, which likely
underestimates the impact for patients who didn’t have a migraine on the day the measure was administered

CONCLUSIONS

©_CONCLUSIONS!

@® Patients with two to four prior preventive treatment failures who received eptinezumab consistently reported
greater improvement in PROs and quality of life, as well as reduced life impact, than patients who received placebo

® Benefits were observed as early as Week 4 and continued through Week 24
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AE, adverse event; CGPR, calcitonin gene-related peptide; CM, chronic migraine; EM, episodic migraine; EQ-5D-5L,
European Quality of Life 5-Dimension 5-Level; HIT-6, 6-item Headache Impact Test; ICHD, International Classification
of Headache Disorders; LS, least squares; MMDs, monthly migraine days; MSQ, migraine-specific quality of life;
PGIC, Patient’s Global Impression of Change; PI-MBS, patient-identified most bothersome symptom; PRO, patient-
reported outcome; VAS, visual analog scale.

PRESCRIBING INFORMATION

PRESCRIBING INFORMATION IS AVAILABLE HERE.

Adverse events should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard. Adverse events should also be reported to
Lundbeck Limited, Medical Information, on: 01908 638972 or Email: SafetyLuUnitedKingdom@lundbeck.com

UK-VYEP-0821| January 2026



https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
http://
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf
https://www.vyepti.co.uk/assets/pdf/Vyepti_PI.pdf

	Button 1: 
	Button 2: 
	Button 3: 
	Button 4: 
	Button 5: 
	Button 6: 
	Button 7: 
	Button 8: 
	Button 9: 
	Button 10: 
	Button 11: 
	Button 12: 
	Button 13: 
	Button 14: 
	Button 15: 
	Button 16: 
	Button 17: 
	Button 19: 
	Button 20: 
	Button 21: 
	Button 22: 
	Button 23: 
	Button 24: 
	Button 25: 
	Button 26: 
	Button 27: 
	Button 29: 
	Button 30: 
	Button 31: 
	Button 32: 
	Button 33: 
	Button 34: 
	Button 35: 
	Button 36: 
	Button 37: 
	Button 39: 
	Button 40: 
	Button 41: 
	Button 42: 
	Button 43: 
	Button 44: 
	Button 45: 
	Button 46: 
	Button 47: 
	Button 49: 
	Button 50: 
	Button 51: 
	Button 52: 
	Button 53: 
	Button 54: 
	Button 55: 
	Button 56: 
	Button 57: 
	Button 59: 
	Button 60: 
	Button 61: 
	Button 62: 
	Button 63: 
	Button 64: 
	Button 65: 
	Button 66: 
	Button 67: 
	Button 68: 
	Button 69: 
	Button 70: 
	Button 71: 
	Button 72: 
	Button 73: 
	Button 74: 
	Button 75: 
	Button 76: 
	Button 77: 
	Button 78: 
	Button 79: 
	Button 80: 
	Button 81: 
	Button 82: 
	Button 83: 
	Button 84: 
	Button 85: 
	Button 86: 
	Button 87: 
	Button 88: 
	Button 89: 
	Button 90: 
	Button 91: 
	Button 92: 
	Button 93: 
	Button 94: 
	Button 95: 
	Button 96: 
	Button 97: 
	Button 98: 
	Button 99: 
	Button 100: 
	Button 101: 
	Button 102: 
	Button 103: 
	Button 104: 
	Button 105: 
	Button 106: 
	Button 107: 
	Button 108: 


