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DEPARTMENT OF THE ATHENS NAVAL HOSPITAL IN
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ABSTRACT

Background: Eptinezumab is the first anti-CGRP monoclonal antibody administered intravenously for
migraine prevention. Objective: To evaluate the effectiveness and safety of eptinezumab in patients
with episodic and chronic migraine during the first trimester of treatment in a real-world clinical setting.
Methods: Seven patients received eptinezumab 100 mg intravenously. Baseline and 3-month assessments
included monthly migraine days (MMDs), pain intensity, days of acute medication use and quality of life
indices (HIT-6, MIDAS). Results: The cohort comprised six women and one man, mean age 40 years,
mean migraine onset at 24 years. Five had episodic migraine without aura, one episodic migraine with
aura, and one chronic migraine. All had failed at least two previous preventive treatments. At baseline,
patients reported a mean of 10 MMDs, pain intensity 9/10, 15 days of acute medication use/month,
mean MIDAS score 36 and HIT-6 score 70 (severe disability). After 3 months of treatment, MMDs
decreased by 60% (mean 4 days), pain intensity to 4/10, and acute medication days by 75% (mean 4
days). MIDAS improved to 8 and HIT-6 to 44 (mild/none disability). No adverse events were observed.
Conclusions: Eptinezumab was effective and well tolerated, substantially reducing migraine frequency,
pain intensity, and acute medication use, while improving quality of life. Its intravenous administration and
bioavailability may provide clinical advantages.
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H EMTINEZOYMAMIMH £THN NPOAHIMTIKH ©EPATIEIA
THZ HMIKPANIAZ: EMIMEIPIA ATMO THN NEYPOAOIIKH
KAINIKH TOY NAYTIKOY NOXOKOMEIOY AGHNQN

AbBnvad Tourniktoioyou’, Xpiotiva Aednyidwn’, MixanA lwakeiuidns’, TpiavidpuAnos Ntookas’
" Neuporoyikn kAvikh, Nautiké Noookopegio ABnvav

NEPIAHWH

Eicaywyn: H enuveloupdunn gival 1o npwto govokAwviké aviiowpa katd tou CGRP nou xopnyeital evdo-
eAeBiws yia tnv npdAnyn s nuikpavias. Zkonds: H a§loAdynon tns anoteAeopaukdINTas Kai tns aopanel-
as s enuve(oUPAPNNS KAtd T0 NpmTo TpiuNvo Bepaneias o€ aobeveis pe eneicodIakn Kal xpdvia Npikpavia
o€ npaypatkés KAvikés ouvBnkes. Mé&Bodol: Enta aobeveis énapav 100 mg enuveloupdpnns evoopneRiws
kal a§loNoynBnkav npiv Kal PETA 10 T€N0S ToU NPMTOU TPIPAVOU aywyNns ws Npos TUs NPEPES nuikpavias avé
unva (MMDs), tnv évtaon névou, us nuépes xpnaoels papudkwy ofeias gdons/unva kal pe Baon beiktes
nolétntas wns (HIT-6, MIDAS). AnoteAéopata: To deiypa nepindpBave €€ yuvaikes kal évav avopa (uéon
nAikia: 40 éin- péon nAikia évap&ns nuikpavias: 24 €wm). MNévie eixav eneicodiakn nuikpavia xwpis aupa,
évas eneicobiakn npikpavia pe aupa kai évas xpdvia nuikpavia. Onol eixav anotixel og =2 NPonyoUpEeves
npoguiaktkés Bepaneies. MNpo s xopnynons tou @appdkou, ol acBeveis avépepav katd péco 6po 10
MMDs, évtaon novou 9/10, 15 npépes xpnons oféwv papudkwv/pnva, péon Babuonoyia MIDAS 36 kal
HIT-6 70 (coPapn avannpia). Metd and 3 pnves, ol MMDs pei®bnkav katd 60% (uéoos 6pos 4 nuépes),
n évtaon tou névou o€ 4/10 Kal ol NUEPES XPNons O&Ewv Papudkwy Katd 75% (Uéoos 6pos 4 NUEPES).
H BaBuodoyia MIDAS Beduwbnke oe 8 kai n HIT-6 o 44 (hma/kapia avannpia). Aev napatnphnkav
aveniBuuntes evépyeles. ZupNepAopara: Y& autd 1o npaypaukd kAivikd Sefypya, n enuveoupdunn ntav
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anoteAeoPaUKA Kal KAAG avektn, PEIVOVIAS CNPAVIKA T ouxvdtntd Twv KPIoEwy, Ty éviaon tou névou
Kal tn xphon gappdkwy o&eias aons, evd Bedtiwoe tnv noidtnta {whs. H evdopAiéPia xophynoh tou kai n
nAnpns PlodiaBeoipdtnta evoéxetal va NpooPEépouy KAvIKG NAEOVEKTNATA.

Né€eis-kAe1d1a: nuikpavia, enuveloupdunn, CGRP, npoeunagn, dedopéva npaypatukol KOOPoU

INTRODUCTION

Migraine is a debilitating and prevalent neurological
disorder worldwide and remains inadequately
controlled in many patients due to limited efficacy
or poor tolerability of conventional preventive
medications.!

Monoclonal antibodies targeting the calcitonin
gene-related peptide (CGRP) pathway have trans-
formed migraine prophylaxis. ¥ Among these, ep-
tinezumab is the first administered intravenously,
offering immediate and complete bioavailability,
and has demonstrated rapid onset and sustained
efficacy in phase-lll trials, including PROMISE-1 and
PROMISE-2 .31 A recent meta-analysis confirmed its
effectiveness and safety across episodic and chronic
migraine.?! Real-world evidence, including multi-site
observational studies, has begun to reflect these
benefits in broader patient populations. ['-7:2.11]

In this study, we present real-world clinical expe-
rience from Greece with eptinezumab in patients
with episodic and chronic migraine treated at the
Athens Naval Hospital, assessing its clinical impact
and tolerability.

METHODS

Study design and setting

Single-centre, observational, prospective cohort study
at the Neurology Department of the Athens Naval
Hospital.

Participants

Seven adults with migraine (episodic or chronic),
fulfilling ICHD-3 criteria, were included. All
patients had failed at least two previous preventive
therapies. Prior to data collection, all participants
were required to read and sign an informed consent
form, confirming their agreement to confidentiality,
anonymity, and their right to withdraw from the
study at any time.

Intervention

Eptinezumab 100 mg was administered intravenously
once every 3 months.

Outcomes

Patient-reported outcome measures were assessed
at baseline and after 3 months:

e Monthly migraine days (MMDs)

¢ Pain intensity (0-10 scale)

Days of acute medication use per month
Headache Impact Test (HIT-6)
Migraine Disability Assessment (MIDAS)

e Safety

Adverse events were monitored during infusion
and throughout follow-up.

RESULTS

Seven patients were included in the study, six women
and one man, with a mean age of 40 years. The mean
age at migraine onset was 24 years. Five patients had
episodic migraine without aura, one had episodic
migraine with aura, and one had chronic migraine. Al
patients had previously failed at least two preventive
treatment options.

At baseline, the clinical burden was substantial.
Patients reported a mean of 10 monthly migraine
days (MMDs), with a mean pain intensity of 9 on a
10-point scale. The mean number of days of acute
medication use was 15 per month. Disability indices
reflected a high level of impact, with a mean MIDAS
score of 36 and a mean HIT-6 score of 70, both con-
sistent with severe disability (Table 1).

After three months of treatment with eptinezum-
ab 100 mg, significant clinical improvements were
observed. The mean number of monthly migraine
days was reduced by 60%, from 10 to 4 days. Pain
intensity decreased from a mean of 9/10 to 4/10. The
number of days of acute medication use per month
was reduced by 75%, from 15 to 4. Quality-of-life in-
dices showed marked improvement: the mean MIDAS
score decreased from 36 to 8, and the mean HIT-6
score from 70 to 44, reflecting a shift from severe to
mild or no disability. Importantly, no adverse events
were reported during the infusion or the subsequent
three-month follow-up period (Table 2).

These results echo findings from phase-lll trials and
confirm significant reductions in MMDs and disability
scores.”! They align with real-world evidence report-
ing effectiveness even in complex patients, including
prior non-responders to other CGRP antibodies.! 7!
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Table 1. Baseline characteristics of the study cohort (n = 7).

Variable Value

Sex, n (%) Female: 6 (86%), Male: 1 (14%)
Mean age, years (range) 40 (32-49)

Mean age at migraine onset 24 years

Migraine type, n (%)

Previous preventive failures

Episodic without aura: 5 (71%) Episodic with aura: 1 (14%)
Chronic migraine: 1 (14%)

= 2 in all patients (100%)

Baseline monthly migraine days (MMDs) 10+2
Baseline pain intensity (0-10) 9 (severe)
Baseline acute medication days/month 15+ 3

Baseline MIDAS score (mean)

Baseline HIT-6 score (mean)

36 (severe disability)
70 (severe disability)

Table 2. Clinical outcomes before and after 3 months of eptinezumab treatment (n = 7).

Baseline

Outcome measure (mean = SD)

Monthly migraine days

(MMDs) 10+2

Pain intensity (0-10 scale) 9+ 1

Acute medication days/ 1543

month

MIDAS score 36+5

HIT-6 score 70+ 4
DISCUSSION

This real-world case series provides real-world
evidence from Greece on the use of eptinezumab
for migraine prevention. The results demonstrate a
clinically meaningful reduction in monthly migraine
days, pain intensity, and acute medication use,
accompanied by marked improvements in disability
scores as measured by HIT-6 and MIDAS. Importantly,
no adverse events were reported, confirming the
favourable safety profile observed in pivotal clinical
trials.23!

Our findings are consistent with data from the
PROMISE-1 and PROMISE-2 trials, which established
the efficacy of eptinezumab in episodic and chronic
migraine, respectively.?3!In those randomized con-
trolled trials, reductions of 50-60% in monthly mi-
graine days were observed, along with improvements
in patient-reported outcomes. The degree of im-
provement in our patients—60% reduction in MMDs
and 75% reduction in acute medication use—is in line
with these results and highlights the reproducibility
of efficacy in real-world settings.[8>11
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3 months
(mean = SD)

% Change / Absolute
Change

4x1 { 60% (-6 days)
4+ 1 } 56% (=5 points)
441 } 75% (=11 days)
8+3 } 78% (-28 points)
44 + 3 | 37% (=26 points)

A notable strength of our series is that all included
patients had previously failed at least two preventive
therapies, yet eptinezumab produced substantial
clinical benefits. This underscores the role of anti-
CGRP therapies, and specifically eptinezumab, in
populations with high unmet clinical need. Addi-
tionally, the improvement in both pain intensity and
disability measures suggests that eptinezumab’s ben-
efit extends beyond reducing attack frequency, to
alleviating the overall disease burden and improving
quality of life. "4

The intravenous administration of eptinezumab is
a unique feature compared with other monoclonal
antibodies targeting the CGRP pathway. Intravenous
delivery ensures immediate systemic availability and
100% bioavailability, which may contribute to the
rapid onset of effect observed as early as day one in
clinical trials. This is particularly relevant for patients
with high-frequency attacks or severe disability, in
whom early benefit may improve adherence and
satisfaction with treatment. Moreover, the lack of
cytochrome P450 metabolism reduces the risk of
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pharmacokinetic drug-drug interactions, making it
an attractive option for patients with comorbidities
and polypharmacy.>7!

Despite these encouraging results, several limi-
tations must be acknowledged. The small sample
size limits the generalisability of our findings, and
the short follow-up period precludes conclusions
regarding long-term efficacy and safety. In addition,
the open-label, uncontrolled nature of the study
may introduce bias. Larger prospective studies and
registry data will be essential to further define the
real-world role of eptinezumab in different migraine
subpopulations, including those with medication-
overuse headache or comorbid psychiatric disorders.
Larger, multicentre prospective registries and com-
parative studies—including onabotulinumtoxin A
comparisons—are needed.6:10

Nevertheless, the magnitude of benefit observed
in this initial experience is clinically significant and
suggests that eptinezumab may represent an impor-
tant addition to the preventive treatment options
for migraine in Greece. Early real-world data such as
ours are essential to complement randomised trial
evidence, as they reflect patient populations and
healthcare systems encountered in daily practice.

CONCLUSIONS

Eptinezumab is a safe, effective preventive therapy
for episodic and chronic migraine, with robust
improvements in clinical and patient-reported
outcomes. Larger studies are needed to confirm these
promising findings and to directly compare efficacy
with other anti-CGRP monoclonal antibodies.
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