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Nemluvio® (nemolizumab) media factsheet

This factsheet is intended solely for use by members of the media, journalists, and authorized representatives of news organizations. It is not intended
for access or use by the general public or healthcare professionals.

What is Nemluvio?

Nemluvio is the first approved monoclonal antibody for atopic dermatitis and prurigo nodularis
that specifically targets IL-31 receptor alpha (IL-31RA), inhibiting the signaling of IL-31.3

IL-31is a neuroimmune cytokine that drives itch and is involved in inflammation and epidermal
dysregulation in both atopic dermatitis and prurigo nodularis and in fibrosis in prurigo nodularis.'#¢

Targeting and blocking IL-31 activity has been shown to rapidly and effectively address the
symptoms and pathophysiology of both diseases:™37?
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Inflammation

Nemluvio blocks IL-3TRA
overexpression on
basophils, eosinophils,
macrophages, and
dendritic cells to calm
inflammation.>®

Itch

Nemluvio blocks the IL-31 signaling
taking place uniquely on the dorsal
root ganglion (DRG) that drives
neuronal activation, elongation, and
branching, which triggers the itch
sensation and scratch.!
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Fibrosis

Nemluvio blocks IL-31RA
from stimulating
fibroblasts, helping
to prevent collagen
deposition, tissue
remodeling, and fibrosis.'?

Skin Barrier
Dysfunction

Nemluvio blocks
IL-31RA from interfering
with keratinocyte
differentiation to restore
the skin barrier.®

Value of Nemluvio in the current treatment landscape

Nemluvio has the potential to address the significant unmet needs of patients with prurigo
nodularis and moderate-to-severe atopic dermatitis:”™
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Post-hoc analyses have shown a
significant improvement in itch and
sleep disturbance as early as two
days after treatment initiation in
some patients.'®

Robust results from the phase lll
OLYMPIA and ARCADIA clinical
trial programs have shown its
ability to significantly improve
itch, skin lesions and sleep
disturbance.”

Nemluvio was well tolerated in
all trials, and its safety profile
was generally consistent
between trials”°

Nemluvio is administered subcutaneously
(under the skin) and is available as a
pre-filled pen that can be stored at room
temperature for up to 90 days, offering
patients and healthcare professionals a
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Nemluvio has also demonstrated
continued improvements over time on
skin, itch and quality of life up to two
years for atopic dermatitis and up to
three years for prurigo nodularis."2
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Itis the first and only biologic
approved for atopic dermatitis
and prurigo nodularis with
four-week dosing intervals
from the start of treatment.23

convenient treatment option.23™
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In atopic dermatitis, Nemluvio is the first and
only treatment to offer patients who achieve a

stable clinical response the option to transition

to dosing every eight weeks, potentially
reducing the burden of treatment.23

Nemluvio is a much-needed new treatment
option for atopic dermatitis and prurigo
nodularis. It offers a novel mechanism of action,
and its extensive body of evidence has shown it
acts quickly on itch, often reported as one of the
most burdensome symptoms, and has a positive
effect on skin lesions and sleep disturbance.

It’s also a convenient option for both patients
and healthcare professionals — being available
as a pre-filled pen with four-week dosing
intervals, which can be reduced to every eight
weeks in atopic dermatitis.

Professor Diamant Thagi
Lead Investigator of the ARCADIA studies in Europe
University of Lubeck, Germany
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Nemluvio does not require
preliminary laboratory
evaluations or monitoring
during treatment.?3

.

Nemluvio is approved for both moderate-to-severe atopic dermatitis and prurigo nodularis in
multiple countries and regions, including the United States and European Union.2? It is under
review for the treatment of both diseases by several additional regulatory authorities around the
world. Further submissions to regulatory authorities in additional countries are ongoing.

Nemluvio is the first biologic in Galderma’s Therapeutic Dermatology portfolio,
and just one example of our innovative, science-based pipeline with products that
span the full spectrum of the fast-growing dermatology market through Injectable
Aesthetics, Dermatological Skincare and Therapeutic Dermatology.

References:

1. Silverberg JI, et al. Phase 2B randomized study of nemolizumab in adults with
moderate-to-severe atopic dermatitis and severe pruritus. J Allergy Clin Immunol.
2020;145(1):173-182. doi:10.1016/j.jaci.2019.08.013

2. Nemluvio U.S. Prescribing Information. Available online. Accessed July 2025

3. Nemluvio European Medicines Agency. Summary of Product Characteristics.
Available online. Accessed July 2025

4. Langan SM, et al. Atopic dermatitis [published correction appears in Lancet.
2020;396(10253):758]. Lancet. 2020;396(10247):345-360. doi:10.1016/S0140-
6736(20)31286-1

5. Kwatra SG, Misery L, Clibborn C, Steinhoff M. Molecular and cellular mechanisms
of itch and pain in atopic dermatitis and implications for novel therapeutics. Clin
Transl Immunology. 2022;11(5):e1390. doi:10.1002/cti2.1390

6. Bewley A, et al. Prurigo Nodularis: A Review of IL-31RA Blockade and Other
Potential Treatments. Dermatol Ther (Heidelb). 2022;12(9):2039-2048. doi:10.1007/
s13555- 022-00782-2

7. Silverberg JI, et al. Nemolizumab with concomitant topical therapy in adolescents
and adults with moderate-to-severe atopic dermatitis (ARCADIA 1 & 2): results
from two replicate double-blinded, randomised controlled phase 3 trials. Lancet.
2024;404(10451):445-460. doi:10.1016/S0140-6736(24)01203-0

8. Kwatra SG, et al. Phase 3 trial of nemolizumab in patients with prurigo nodularis.
N Engl J Med. 2023;389:1579-89. doi:10.1056/NEJM0a2301333

SNSSNSNSNSONSNSNSNSNSNSNSNSNSNSN SN
NSONINININININININNINSNSNSN NN
SNSNSNSNSNSNSNSNSSNSNSSNSNSNSSN SN
NSNS NS NSNS NSNS NSNS\

10.

1.

12.

13.

Stander S, et al. Efficacy and Safety of Nemolizumab in Patients With Moderate to
Severe Prurigo Nodularis. The OLYMPIA 1 Randomized Clinical Phase 3 Trial. JAMA
Dermatol. 2025;161(2):147-156. doi:10.1001/jamadermatol.2024.4796

Stander S, et al. Rapid improvement of itch with nemolizumab in atopic dermatitis
and prurigo nodularis Phase 3 studies. JEADV. 2025 Early View. doi: 101111/
jdv.70250

Silverberg JI, et al. Safety and efficacy of nemolizumab for atopic dermatitis up to
2 years in open-label extension study. J Eur Acad Dermatol Venereol. 2025;00:115.
doi.org/10.1111/jdv.70080

Kwatra S, et al. Nemolizumab long-term safety and efficacy up to 148 weeks in the
OLYMPIA open-label extension study in patients with prurigo nodularis. Presented
at Winter Clinical™ Miami; February 27-March 1, 2026; Aventura, Florida, United
States

Davis J, et al. Subcutaneous Administration of Monoclonal Antibodies:
Pharmacology, Delivery, Immunogenicity, and Learnings From Applications to
Clinical Development. Clin. Pharmacol. Ther. 2024;115(3):422-439. doi:10.1002/
cpt.3150

GL-NMO-2500028 | February 2026
/
AN
/
AN

/
/N
N/


https://www.galderma.com/media-toolkit-atopic-dermatitis-prurigo-nodularis
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