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Abstracts

Calcitonin Gene-related Peptide (CGRP) Monoclonal Antibodies Market Summary

The Calcitonin Gene-related Peptide (CGRP) monoclonal antibodies market has

emerged as a groundbreaking frontier in neurology, specifically revolutionizing the

prophylactic management of migraine, a debilitating neurological disorder affecting over

one billion people worldwide and ranking as the second-leading cause of disability

globally. These biologic therapies, engineered as fully humanized or human IgG2

monoclonal antibodies, precisely target the CGRP ligand or its receptor to interrupt the

neuropeptide's role in trigeminovascular activation, vasodilation, and pain signaling,

thereby reducing monthly migraine days by 50% or more in clinical responders. Unlike

traditional small-molecule triptans or beta-blockers with cardiovascular contraindications

and inconsistent efficacy, CGRP mAbs offer monthly or quarterly subcutaneous or

intravenous administrations that align with patient lifestyles, boasting favorable safety

profiles with low immunogenicity and minimal systemic effects beyond injection-site

reactions. The market's sophistication lies in its biomarker-agnostic approach, yet it

benefits from patient-reported outcomes like the Migraine Disability Assessment Scale,

guiding personalized dosing. Advancements include explorations into cluster headache

extensions and pediatric approvals for adolescents, alongside hybrid models combining

mAbs with acute gepants for comprehensive attack prevention. Real-world evidence

from registries underscores sustained benefits over two years, with adherence rates

surpassing 70% due to self-injection devices. By 2025, the global CGRP monoclonal

antibodies market is estimated to be valued between USD 3.5 billion and USD 5.5

billion, with a projected compound annual growth rate (CAGR) of 5.5% to 9.5% through
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2030. This vigorous growth is propelled by escalating migraine prevalence amid

stress and hormonal shifts, guideline endorsements from the American Headache

Society prioritizing CGRP blockade for episodic and chronic subtypes, and payer

expansions covering 80% of eligible patients in developed systems. The sector's

trajectory reflects a paradigm shift from reactive to preventive care, diminishing

emergency visits by 40% in treated cohorts, though challenges like high acquisition

costs—averaging $6,000-$8,000 annually—necessitate outcomes-based contracts.

CGRP mAbs symbolize precision neurology's ascent, transforming migraine from an

undertreated burden into a controllable condition with potential for 20% prevalence

reduction through early intervention.

Regional Market Trends

The CGRP monoclonal antibodies market exhibits varied regional contours, influenced

by headache epidemiology, specialist access, and reimbursement paradigms.

 North America: Spearheading with a CAGR of 5.0%–8.0%, this region's

leadership stems from robust FDA approvals and CMS coverage expansions.

The United States, the foremost consumer, fuels momentum through

widespread neurologist adoption of galcanezumab in chronic migraine per

Phase 3 EVOLVE data, with urban disparities easing via telehealth

prescriptions; Canada's provincial formularies accelerate eptinezumab infusions

amid rising episodic cases in working-age adults.

 Europe: Projected at a CAGR of 4.5%–7.5%, Europe's EMA harmonization and

national headache societies drive uniformity. Germany dominates uptake with

SHI reimbursements for fremanezumab in treatment-resistant cohorts, while the

United Kingdom's NICE appraisals favor erenumab for cost-effectiveness in high-

frequency migraine; Scandinavian registries highlight quarterly dosing

preferences.

 Asia-Pacific: The fastest-growing at a CAGR of 7.0%–10.0%, demographic

pressures and urbanization amplify needs. Japan leads as the key market, with

PMDA endorsements boosting atogepant oral alternatives alongside mAbs for

hormonal migraine in women; China's NMPA fast-tracks ubrogepant for acute-

reliever hybrids, tempered by rural diagnostic gaps.

 Latin America: Advancing with a CAGR of 5.5%–8.5%, regional alliances and

urban clinics catalyze penetration. Brazil emerges prominently, where SUS
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inclusions of rimegepant address socioeconomic migraine burdens, with trends

toward subcutaneous self-administration in Sao Paulo's professional

demographics.

 Middle East and Africa (MEA): Emerging at a CAGR of 4.0%–7.0%, donor-

funded programs and migration patterns shape access. Saudi Arabia propels via

SFDA approvals for galcanezumab in expatriate-heavy populations, while South

Africa's private sector integrates eptinezumab for cluster overlaps, constrained

by specialist shortages.

Application Analysis

The CGRP monoclonal antibodies market centers on migraine as its singular

application, yet nuances across episodic (4-14 days/month) and chronic (15+

days/month) subtypes underscore tailored deployment and emerging multimodal

integrations.

 Migraine: This encompassing application drives the market with a CAGR of

5.5%–9.5%, characterized by CGRP's pivotal role in aura, photophobia, and

allodynia, where mAbs like erenumab block receptor binding to yield 4-6 fewer

migraine days monthly per PROMISE-2 outcomes. Episodic migraine favors

monthly subcutaneous options for convenience, achieving 60% responder rates,

while chronic variants leverage quarterly IV infusions for sustained receptor

occupancy exceeding 90%. Trends emphasize combination therapies with

neuromodulation devices like Cefaly for non-responders (20-30%), biomarker

explorations via CGRP levels in saliva for stratification, and pediatric extensions

per REINFORCE trials reducing school absences by 50%. Future directions

include preventive-acute hybrids, addressing medication overuse headaches in

40% of chronics, and digital therapeutics tracking auras for dose optimization.

Company Profiles

 Eli Lilly: Emgality (galcanezumab-gnlm) generated USD 0.8–0.9 billion in 2024

revenues, fortified by patents extending to 2033-2035; Lilly's neuroscience

portfolio synergizes with acute gepants, emphasizing patient support programs

for adherence.
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 Amgen: Aimovig (erenumab-aooe) achieved USD 0.3–0.4 billion in 2024,

pioneering receptor antagonism with autoinjector innovations; Amgen's biologics

expertise extends to cluster headache label pursuits.

 Teva Pharmaceuticals: Ajovy (fremanezumab-vfrm) posted USD 0.2–0.3 billion

in 2024, offering quarterly dosing flexibility; Teva's generics heritage aids

affordability strategies in emerging markets.

 Lundbeck: Vyepti (eptinezumab-jjmr) delivered USD 0.4–0.5 billion in 2024,

unique in rapid IV onset within 15 minutes; Lundbeck's psychiatric focus

complements migraine comorbidities like depression.

 AbbVie: While primarily gepant-focused, Ubrelvy (ubrogepant) and Qulipta

(atogepant) amassed USD 1.5–2.5 billion in 2024 combined, bridging acute and

preventive gaps; AbbVie's immunology scale supports mAb pipeline extensions.

 Pfizer: Vydura (rimegepant) targets oral acute prevention, aligning with mAb

combos for comprehensive care; Pfizer's neurology resurgence leverages

vaccine infrastructure for distribution.

Industry Value Chain Analysis

The CGRP monoclonal antibodies value chain integrates advanced bioprocessing with

neurology ecosystem integrations, from epitope mapping to real-time efficacy tracking.

Upstream research and development leverages hybridoma technology and phage

display for high-affinity binders, with computational modeling of CGRP-receptor

interfaces accelerating lead selection; collaborations with academic centers like the

Headache Cooperative refine Phase II endpoints using patient diaries, costs mitigated

via breakthrough therapy designations slashing timelines by 20%. Clinical development

employs adaptive designs per ICH E9(R1), incorporating MRI for meningeal

inflammation surrogates and PROs for quality-adjusted life years, with FDA/EMA's

PRIME access expediting orphan-like chronic approvals. Midstream manufacturing

deploys CHO cell perfusion cultures yielding 5-7 g/L titers, affinity chromatography

purifying IgG2 to 99.99% homogeneity; fill-finish in pre-filled syringes incorporates

needle-free tech for phobia reduction, often scaled in European hubs for regulatory

alignment. Formulation stabilizes with histidine buffers to avert aggregation, packaged

in temperature-monitored kits. Downstream distribution utilizes controlled-room-

temperature logistics to infusion centers and retail pharmacies, with AbbVie's direct-to-
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patient apps ensuring cold-chain compliance. Marketing deploys KOL engagements at

AHS congresses and digital campaigns demystifying auras, while HEOR dossiers

demonstrate $20,000 per responder savings via reduced ER visits. Patient support

encompasses co-pay accumulators capping $0 out-of-pocket and tele-neurology for

switch monitoring, with pharmacovigilance via FAERS flagging rare hypertension.

Vertically integrated firms like Eli Lilly streamline from cell line development to RWE

platforms, enhancing resilience against supply disruptions and variant mutations.

Opportunities and Challenges

Opportunities:

 Comorbidity Expansions: Migraine's 50% overlap with anxiety/depression

unlocks combos with SSRIs, potentially doubling eligible patients via integrated

care models.

 Digital Biomarker Integrations: Wearables tracking heart rate variability for

prodrome prediction amplify 30% response rates, tapping $2 billion in connected

health.

 Emerging Market Penetration: Asia-Pacific's 300 million sufferers via WHO-

backed screenings offer volume growth, generics post-2033 slashing barriers.

 Pediatric and Cluster Frontiers: Adolescent approvals per Phase 3 data and off-

label clusters expand orphan incentives, addressing 10% youth prevalence.

Challenges:

 Cost and Access Barriers: $70,000 lifetime premiums deter 40% uninsured,

necessitating value-based pacts amid payer scrutiny.

 Non-Responder Heterogeneity: 30-40% inadequate responses demand

genomic profiling, inflating R&D for multi-target mAbs.

 Injection Aversion: 25% discontinuation from phobia requires oral gepant pivots,

complicating adherence in mobile cohorts.

 Patent Precipices: 2033-2035 cliffs risk $3 billion erosions, spurring biosimilar
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battles versus small-molecule rivals.
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