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LICENSED INDICATION: Adtralza® (tralokinumab) is indicated
for the treatment of moderate-to-severe atopic dermatitis
in adult and adolescent patients |2 years and older who are
candidates for systemic therapy.?

The complex nature of atopic
dermatitis: Why nurses are
key to unravelling it

Atopic dermatitis (AD) isn't just
another chronic skin condition,

it's a complex, relapsing disorder that
affects an estimated 220 million people
worldwide, impacting daily life in ways
that go far beyond the visible rash.'?

It doesn't stem from a single cause.?
Instead, AD emerges from a tangled
interaction of immune dysregulation,
genetic vulnerability and environmental
triggers that all weaken the skin barrier
and fuel the relentless cycle of itch,
inflammation and flare-ups.*

Summary:

Dermatology nurses are at the heart of recognising this impact. By pairing
clinician-rated tools (EASI, IGA, SCORAD) with patient-reported measures
(POEM, DLQI/CDLQI), nurses can uncover both the clinical severity and

the real-world burden.This holistic picture helps you personalise care, guide
self-management, and spot the right moment to escalate treatment or refer on.

Atopic dermatitis isn't just itchy skin, it's a visible, fluctuating, life-altering
condition. From infants to older adults, and across every skin tone, AD can
present differently, making assessment and support uniquely challenging. But
when it strikes the head and neck or hands, patients often feel it the most, with
greater disruption to sleep, mood, school, work, and self-confidence.

Clinical studies have reported improvements in AD signs, symptoms, and quality
of life for some patients treated with tralokinumab (an IL-13 inhibitor) in adults
and adolescents. Results can vary between individuals and trials differ in design
and populations. Always use current guidelines, local pathways, and SmPC when
considering systemic therapy.

Two brief case studies highlight the importance of patient-centred care in
everyday practice, highlighting challenges with visibility, sleep, and confidence,
and how nurse-led education and support make a difference. A concise Nurses’
Perspective section closes with practical tips for recognising AD in skin of
colour, supporting adolescents, and managing head and neck involvement.
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And vet, AD never looks the same from one patient to
the next. Its appearance shifts with age, ethnic background
and skin tone, challenging clinicians to recognise subtleties
that can easily be missed.® An adolescent may present
with distribution patterns or morphology that look quite
different from an adult, and patients with richly pigmented
skin can show signs that diverge significantly from
textbook descriptions:’

Adolescents usually develop patches in skin folds,
such as behind the knees, inside the elbows and
around the ankles, as well as discoloured skin
beneath the eyelids.

Adults tend to have dry, scaly areas on the hands or
feet, sometimes with thickened skin from scratching.

Similarly, patients with darker skin tones and those of
Japanese descent may develop small, closely grouped
bumps (called follicular papules), which look different from
the more typical patches seen in Caucasian patients.®®

But it isn't just how AD looks that matters, it's also

where it appears. More than 70% of people with
moderate-to-severe AD experience head and neck
involvement, an area where skin is thinner, highly visible,
and constantly exposed to irritants, allergens, masks, and
sunlight. For many, this makes AD particularly burdensome,
both physically and emotionally>!!

One thing stays consistent across every presentation:
AD profoundly affects quality of life. The relentless itch,
sleep loss, and visible nature of lesions often drive social

withdrawal and can heighten the risk of depression,
anxiety, and even suicidal thoughts, and this impact
ripples out to families and carers."'?

AD also places a heavy demand on healthcare.

Patients often need regular appointments for ongoing
management. A UK study found that adults with
moderate-to-severe AD attended dermatology clinics
an average of 6.6 times per vear."? Other studies have
also noted that the increased burden on healthcare was
not solely related to the treatment of AD. Patients with
AD had a greater probability of having other related
conditions, such as allergic rhinitis, conjunctivitis, and
urticaria, as well as viral infections, all of which add to the
workload for healthcare teams.'

For dermatology nurses, often the first to observe

these nuances, this variability makes your role essential.
Understanding how AD evolves across life stages and skin
types equips you to spot early changes, tailor management,
and help patients feel seen and supported in their journey
through this complex disease.

In addition, nurses play a central role within medical
dermatology teams, supporting patients across
community, primary, and specialist care. This article

is designed to help nurses strengthen their skills in
diagnosing and assessing AD, while also deepening
their understanding of how the condition can present
differently across ages, skin tones, and disease patterns,
and how these differences can influence health
outcomes for every patient you support.

Why diagnosing atopic dermatitis
isn’t as simple as it looks

Diagnosing atopic dermatitis (AD) can be just as
challenging as living with it. With symptoms that vary
widely from person to person, AD can mimic multiple
other skin conditions, making accurate identification far

Table |. UKWP Diagnostic Criteria'’

Required criteria

Description

Essential

An itchy skin condition (or parental report
of scratching or rubbing in children)

Three or more

History of dry skin

History of flexural involvement

(in skin folds, etc.)

Visible flexural dermatitis

(or facial/limb involvement in <4yr)
Personal/family atopy history

Onset before 2 years

4
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from straightforward. For many nurses, this means relying
not only on what they see, but also on what they ask the
patient, what they hear back, and what they can piece
together from the patient’s story.'®

Adding to this complexity, there is no single definitive
laboratory test for AD.*' Instead, diagnosis relies on a
careful assessment of the patient’s history and symptoms.
The most detailed diagnostic criteria were first published
by Hanifin and Rajka in 1980,'¢ but these were later refined
and simplified into the UK Working Party (UKWP)
Diagnostic Criteria in 1994."” These criteria continue

to be endorsed by NICE and widely used in primary and
secondary care settings because they are practical, reliable
and easy to apply in clinical settings.

Common misdiagnoses can include other inflammatory

skin diseases, such as seborrhoeic dermatitis or contact
dermatitis, but it can be anything from infectious diseases

www.bdng.org.uk
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Table 2. Comparison of AD Assessment Tools — Severity and Quality of Life Measures'®?

Tool Type Scoring

Key Strength

Clinician-assessed
+ patient input

SCORAD 0-103 (extent, intensity, symptoms)

Combines objective signs with itch and sleep
impact

Quiick global severity snapshot; widely used in

IGA Clinician-assessed | Ordinal scale (typically 0—4 or 0-5) trials
EASI Clinician-assessed | 0—72 (area + severity of 4 signs) !Detall.ed, region-specific measure of extent and
intensity
POEM Patient-reported 0-28 (7 symptom questions over Captures patient symptom burden;
past week) recommended by NICE
(C)DLQI Patient-reported 0-30 (10 QoL questions) Measures broader life impact; widely validated

to immune deficiencies to metabolic disorders. A skin
biopsy can help rule out some of these alternatives
and should be performed if another condition is being
seriously considered."

Once AD is confirmed, clinicians often use validated tools
to assess severity and monitor progress. The Scoring Atopic
Dermatitis (SCORAD) index is the most widely used of
these tools, and classifies AD severity based on the affected
body area and intensity of lesion characteristics.*'® Other
tools include the Investigator's Global Assessment (IGA),

a quick global snapshot of AD severity that is commonly
used as a primary endpoint in clinical trials,' and

Eczema Area and Severity Index (EASI), a more detailed
quantitative measure of AD severity across four body
regions (head/neck, trunk, upper and lower limbs).?°

However, to gain a fuller picture of the disease and truly
reflect the patient’s lived experience, additional tools are
needed to capture their perspective. The Patient-Oriented
Eczema Measure (POEM) is a NICE-recommended
patient-reported outcome measure comprising seven
questions that assess itch, sleep, dryness, and related
symptoms over the previous week.?' The Dermatology
Life Quality Index (DLQI) looks specifically at the health-
related quality of life of adult patients suffering from a skin
disease, asking them to rate the disease’s impact on their
daily activities, emotions, work/school, and relationships.??
This tool has been adapted for children aged 4-16 in the
Children's Dermatology Life Quality Index (CDLQI).?

Using these tools together gives a more complete picture
of the disease, helping nurses and the wider team tailor care
and track outcomes effectively. Taking clinical photos can also
provide a reference point for healthcare teams and help
them confirm diagnoses and track symptoms over time.

Atopic dermatitis in skin of colour (SOC)

Using a multi-dimensional approach to assessing AD is
essential, particularly in diverse populations. As highlighted
earlier, research shows that prevalence, presentation,

and underlying causes can vary between racial groups,

www.bdng.org.uk

and there is growing evidence of differences in diagnosis
and disease burden among patients with skin of colour
(SOC) 2> Studies in the United States show children with
SOC are are about |.7 times more likely to develop AD
than Caucasian children.?® Patients with SOC are also more
likely to have poorly controlled disease and face higher
rates of hospitalisation or school absence due to AD.2%

According to the British Association of Dermatologists
(BAD), understanding and addressing the unique
characteristics of SOC is essential for effective
dermatologic care.® Differences across patient populations
may include variations in clinical presentation. For example,
individuals with SOC may present with distinct features
such as follicular papules, and may more commonly
experience involvement of the chest, back, and extensor
surfaces of the limbs compared with individuals with lighter
skin tones.®' Post-inflammatory hyperpigmentation is also
a major concern for patients with SOC, where inflamed
areas heal to leave lighter areas of skin, which often impacts
mental wellbeing, daily life and productivity.****

“More than 70% of people
with moderate-to-severe
AD experience head
and neck involvement”

Diagnosis and disease assessment can be more
challenging in patients with SOC, as several standard
measures, including the EASI, can underestimate AD
severity in darker skin, as darker skin may mask any
redness and scratch marks.3*3¢ Data for AD therapies
in patients with SOC are also limited, since clinical trials
enrol predominantly Caucasian patients.®"*

In short, evaluating AD therapies specifically for patients
with SOC is vital to address the considerable unmet need.

Dermatological Nursing 2026, Vol 25, No 2
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Biologics as a treatment

In accordance with NICE guidance, biologics are
recommended as an option for treating moderate to
severe atopic dermatitis. Standard treatment for moderate
to severe atopic dermatitis includes topical treatments
such as emollients and corticosteroids. If these treatments
are not effective, systemic immunosuppressants such as
ciclosporin and methotrexate, can be added.*® If there

is inadequate response, intolerance, or contraindication
to at least one systemic treatment biologics maybe an
alternative option A patient may also be contraindicated
to such treatments, or they may not be tolerated. When
seeing a patient in clinic, healthcare professionals patient

in clinic would complete an EASI, DLQI and POEM score
to assess AD severity and eligibility for biologic treatment. In
addition, in secondary care, many hospitals still use Blueteq
to allow the use of biologics. Therefore EASI, DLQI score
and previous systemic treatments must be documented
online or a reason why the patient is contraindicated to
certain systemic treatments. Once completed the HCP can
prescribe the medication. Choice of biologic therapy is often
guided by the individual patient’s clinical needs, alongside
the clinician’s professional judgment and experience. With
the nature of AD the HCP would educate the patient on
regular use of emollients, topical corticosteroids for

flare control alongside the biologic treatment.®

Evidence for tralokinumab

Tralokinumab is an injectable biologic that blocks
interleukin (IL)-13, a protein that causes inflammation
and weakens the skin barrier in AD.* It is approved for
use in adults and adolescents with moderate-to-severe
AD in the UK and Ireland.*

In March 2025, data from a new post hoc analysis
assessed the safety and efficacy of tralokinumab by
racial subgroup (Asian, Black, and Caucasian). Data for
this analysis came from four phase 3 clinical trials: the
placebo-controlled |6-week parent trials ECZTRA |, 2
and 3, and the open-label extension trial ECZTEND. A
total of 1,876 patients were included in the analysis.*'

Key findings:*!

® At 16 weeks, tralokinumab improved efficacy
outcomes, including IGA, EASI, SCORAD and
DLQI scores, compared with placebo in all racial/
ethnic subgroups.

EASI-75 at Week 16°
M Tralokinumab by racial subgroup

Asian

Caucasian

® Continued treatment led to further
improvement: by week 56 of ECZTEND
(corresponding to up to 2 years total
tralokinumab treatment), a 75% reduction in
EASI (EASI-75) was achieved by 78% of Asian,
88% of Black, and 83% of Caucasian patients.

® The safety profile of tralokinumab as listed in
the SmMPC: The most common adverse reactions
are upper respiratory tract infections (23.4%),
injection site reaction (7.2%) conjunctivitis (5.4%)
and conjunctivitis allergic(2.0%).2 Serious adverse
events and adverse events leading to treatment
discontinuation were rare, across racial subgroups.

Takeaway: In clinical studies, patients given tralokinumab
experienced sustained improvements in the signs and
symptoms of moderate-to-severe AD across SOC groups,
as well as a significant benefit to quality of life, further
supporting its role as a long-term treatment option.*'

EASI-75 up to 2 years®

Placebo M Tralokinumab by racial subgroup

Figure 1.
Proportions of
patients achieving
a 75% reduction

20% N=116
N =94
Black 33% N=38
Caucasian
22% N =341
L
0 10 20 30 40 50 60 0

EASI-75 Responders (%)

°Pooled Week 16 data from 3 trials. °Week 56 of open-label extension trial, corresponding to up to 2 years total treatment
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in EASI (EASI-75)
across Asian, Black,
and Caucasian
racial subgroups®
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The impact of atopic dermatitis

on adolescents

Adolescents aged 12 to |7 represent another important
group in which tralokinumab has been shown to be
both safe and effective.’?* At this stage of life, where
self-esteem and body image can greatly influence social
interactions,* quality of life can be especially affected by
AD.® In adolescents, it is associated with psychological
effects that extend beyond the individual, affecting family
dynamics, social relationships, and school performance.®

The ECZTRA 6 trial, a randomised, double-blind, placebo-
controlled study, evaluated the efficacy, safety, and
tolerability of tralokinumab in adolescents with moderate-
to-severe AD over 52 weeks. Two dosing regimens were
assessed: 150mg and 300mg. A total of 289 patients were
included in the full analysis.*

Consistent with adult trials, tralokinumab demonstrated
superior efficacy compared with placebo for all primary
and key secondary endpoints at Week 16, including
significant improvements in AD signs, symptoms, and
quality of life. For example:*

® Primary endpoint: More patients receiving
tralokinumab 150mg and 300mg achieved an IGA
score of 0/1 (clear/almost clear) without rescue
medication (21 [21.4%] and |7 [17.5%], respectively)
compared with placebo (n = 94; 4 [4.3%)).

® Quality of life endpoint: Patients receiving
tralokinumab 150mg and 300mg achieved an
improvement in CDLQI score of —6.1 and —6.7,
respectively, versus —4.| for placebo.

In the trial, an IGA score of 0/ was used as the
primary endpoint and considered the benchmark
for treatment success. However, this narrow
definition does not fully capture the lived experience
of adolescents with AD, particularly those with
widespread or persistent lesions. 2%

A recently published post hoc analysis demonstrated
that many adolescents who did not achieve an IGA
score of O/ 1 still experienced meaningful improvements
in both clinician-measured and patient-reported
outcomes. For example:*?

® Significantly greater proportions of adolescents
receiving tralokinumab (150mg or 300mg) achieved
EASI-50 compared with those receiving placebo
(31.2% or 41.3% vs. 10.0%).

® Among patients with an IGA score greater than |
who continued into the open-label phase beyond
Week 16, the majority went on to achieve EASI-50.

These findings highlight the importance of taking a
multidimensional approach when assessing AD. A patient's
response to therapy is not always best reflected by a
single numeric endpoint.

Instead, often, a holistic evaluation - which could include
an assessment of symptom burden, sleep quality,
psychosocial impact, functional ability and patient-
reported improvement - could provide a more accurate
understanding of therapeutic benefit.

Greater percentages of IGA >1¢ patients achieved clinically
meaningful responses with tralokinumab vs placebo at Week 16

|| Placebo (n = 90)

EASI-50

B Tralokinumab 150 mg (n = 77)

I Tralokinumab 300 mg (n = 80)

31

“ Figure 2.

Itch NRS

23-improvement

Week |6
ECZTRA 6
trial results

cDLa@l

26-improvement

9
35

of alternative
endpoints in
patients who
did not achieve

0 10 20

Responders (%)
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trial-defined
treatment
success.*?

30 40 50
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Atopic dermatitis

Patient Cases

DISCLAIMER: This patient case is provided
for illustrative purposes only and represents
a possible response to treatment. Individual

outcomes may vary. This example should not be

interpreted as a guarantee, prediction, or typical

result. The patient case and image were provided
by a clinician, with patient consent obtained.

Image 1. August 2023, on Mtx but pre Tralokinumab.
EASI 11.2,DLQI 12

Image 2. Pre tralokinumab

8 Dermatological Nursing 2026, Vol 25, No 2

The following patient case studies illustrate how AD can
present differently across age groups, skin types, and disease
patterns, and how these variations influence assessment
and management in real-world practice.

Patient 1

This case involves an adolescent boy with long-standing
AD and confirmed IgE allergies to dog, house dust mite,
and grass pollen, indicating considerable environmental
sensitivities. His eczema remained poorly controlled
despite maximal topical treatment with potent topical
corticosteroids and regular emollient use.

At |4 years of age, treatment was escalated to
methotrexate. However, the patient still experienced
flares, as well as some nausea after subcutaneous
administration. By age |5, he continued to flare, with
widespread eczema affecting the face, lichenified areas
on the wrists and hands, and the beginnings of facial
hyperpigmentation. He also had a previous history of
vernal keratoconjunctivitis managed by the eye hospital.
Disease severity was assessed as moderate, with an EASI
score of | 1.2 and a CDLQI score of |2.

Image 3. Pre tralokinumab

www.bdng.org.uk
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DISCLAIMER: This patient case is provided

for illustrative purposes only and represents

a possible response to treatment. Individual
outcomes may vary. This example should not be
interpreted as a guarantee, prediction, or typical
result. The patient case and image were provided

Image 4. Post treatment: At |6 weeks EASI 3.0 and
CDLQI2

Following multidisciplinary team discussion, including
consultant dermatologists specialising in paediatrics,
clinical nurse specialists, and pharmacists, he was
commenced on tralokinumab. At 16 weeks, his EASI
had reduced to 3.0 and CDQLI to 2, meeting funding
requirements for continuation.

He reported minimal residual eczema and not using
topical steroids for a couple of months. At 12 months,
only occasional dry patches were noted. He remains on
treatment two and a half years later and has transitioned
to adult services.

“At 16 weeks, tralokinumab
improved efficacy
outcomes,including
IGA,EASI,SCORAD and
DLQI scores,compared
with placebo in all
racial/ethnic subgroups”

www.bdng.org.uk

by a clinician, with patient consent obtained.

Image 5. Post treatment at |2 months

Patient 2

This case describes a young woman with lifelong AD.

At baseline, her disease severity and impact were high,
with an EASI score of 31.5,a DLQI of 30 and a POEM
score of 20. Having already attempted to treat symptoms
with topical corticosteroids and immunosuppressants, she
was started on dupilumab. However, after her first dose,
she developed erythema affecting the face and neck.

After developing facial and neck involvement, she emailed
photographs to the clinical nurse specialist team and was
offered a flare appointment the following day. At review,
her EASI score was 12, and DLQI was |7. She reported
that the facial symptoms were very embarrassing,
uncomfortable and were affecting her sleep.

Her case was discussed at the multidisciplinary team
meeting. At that point, she had been on dupilumab
for 16 weeks, and a decision was made to discontinue
dupilumab and switch to tralokinumab.

At a | 6-week follow-up appointment after starting
tralokinumab, there was a marked improvement. Her
EASI score had reduced to |.6, DLQI to 3 and POEM
to 10. She continues on tralokinumab and is currently
very happy with her response to treatment.

Dermatological Nursing 2026, Vol 25, No 2
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The nurse’s perspective:
Practical tips for everyday care

Effective nursing care for AD with head and neck
involvement requires additional review that looks beyond
visible skin symptoms to understand how the condition
affects daily life, mental wellbeing, and treatment adherence.
The patient case studies presented earlier in the article
highlight how presentations vary and why a tailored,
patient-centred approach is essential.

“Tralokinumab is an injectable
biologic that blocks interleukin
(IL)-13,a protein that causes
inflammation and weakens
the skin barrier in AD”

General assessment
Pair a clinician rated tool (IGA/EASI) with a
patient reported measure (POEM) to capture
both signs and symptoms.
Ask about itch, sleep disruption, and day to day
functioning at every review.
Check emollient use and topical therapy technique,
as incorrect application is a major cause of poor control.
Assess quality of life with DLQI in adults or CDLQI in
children/adolescents.
Document visible areas (head/neck, hands). Slight
changes here can have large QoL effects.
When to escalate: Persistent moderate-severe
scores and high QoL impact despite optimised topical

Dermatological Nursing 2026, Vol 25, No 2

care, adherence, and trigger management. Discuss
systemic options per guidelines/local pathway.

Communication and language

The impact of our words can be really significant.

Use neutral, non-judgemental language. Avoid
emotive descriptors such as “terrible” or “awful,”
which can become internalised over time.

Reframe questions to focus on comfort and function,
e.g., "Have you been feeling comfortable?” rather than
“Is your skin bad?"

Explore impact rather than intensity alone, e.g., “Is the
itch getting in the way of anything?”

Skin of Colour (SOC)

Do not rely solely on redness, look for
lichenification, excoriations, texture changes,
and reported itch.

Address concerns about hyper- or hypopigmentation,
which may significantly affect confidence.

Be mindful of cultural practices (e.g, haircare products)
that may influence irritation or treatment adherence.

Adolescents

Explore what matters most to them: appearance,
itch, sleep, school, or social confidence.

Screen for anxiety, low mood, and school
avoidance, and signpost appropriately (e.g., Eczema
Outreach Support and Changing Faces).

Do not assume understanding of AD or treatments,
particularly in adolescents. Check what the patient
knows and provides age-appropriate education.
Support adherence through simple strategies —
clear plans, reminders, and encouraging autonomy.

www.bdng.org.uk
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Prescribing information

For UK Adtralza prescribing information

please scan the QR code or if reading
online click here.

UK Prescribing
Scan QR Code

Ireland Prescribing
Information

Republic of Ireland

Prescribing Information for
Adtralza® (tralokinumab)

150 mg solution for injection in
pre-filled syringe and Adtralza®
(tralokinumab) 300 mg solution
for injection in pre-filled pen

Please refer to the full Summary of
Product Characteristics (SmPC)
(www.medicines.ie) before prescribing.

Indications: Treatment of moderate

to severe atopic dermatitis in adult and
adolescent patients |2 years and older
who are candidates for systemic therapy.

Active ingredients: Each pre filled
syringe contains 150mg of tralokinumab
in ImL solution (150mg/mL). Each pre-
filled pen contains 300mg of tralokinumab
in 2mL solution (150mg/mL).

Dosage and administration:

Posology: The recommended dose of
tralokinumab for adult and adolescent
patients |2 years and older is an initial
dose of 600mg (four |50mg injections
by pre-filled syringe or two 300mg
injections by pre-filled pen) followed

by 300mg (two 150mg injections by
pre-filled syringe or one 300mg injection
by pre-filled pen) administered every

www.bdng.org.uk

Reporting of Suspected Adverse Reactions

Adverse events should be reported

For the United Kingdom, reporting forms and information can be found at:

yellowcard.mhra.gov.uk.

Adverse events should also be reported to Drug Safety at LEO Pharma by calling
+44 (0)1844 347333 or e-mail medical-info.uk@leo-pharma.com or search for MHRA
Yellow card in the Google Play or Apple App Store.

For the Republic of Ireland, reporting forms and information can be obtained from:
HPRA Pharmacovigilance, Tel: +353 | 676497 |, Website: www.hpra.ie,

E-mail: medsafety@hpra.ie. Adverse events should also be reported to Drug Safety at
LEO Pharma by calling +353 | 4908924 or e-mail: medical-info.ie@leo-pharma.com

other week as subcutaneous injection.
Every fourth week dosing may be
considered for patients who achieve
clear or almost clear skin after 16
weeks of treatment. The probability of
maintaining clear or almost clear skin
may be lower with every fourth week
dosing. Consideration should be given
to discontinuing treatment in patients
who have shown no response after |6
weeks of treatment. Some patients with
initial partial response may subsequently
improve further with continued
treatment every other week beyond

| 6 weeks. Tralokinumab can be used
with or without topical corticosteroids.
The use of topical corticosteroids,
when appropriate, may provide an
additional effect to the overall efficacy
of tralokinumab. Topical calcineurin
inhibitors may be used, but should be
reserved for problem areas only, such
as the face, neck, intertriginous and
genital areas. Missed dose: If a dose is
missed, the dose should be administered
as soon as possible and then dosing
should be resumed at the regular
scheduled time. Special populations:

No dose adjustment is recommended
for elderly patients, patients with renal
impairment or patients with hepatic
impairment. For patients with high body
weight (> 100 kg), who achieve clear

or almost clear skin after 16 weeks of
treatment, reducing the dosage to every

fourth week might not be appropriate.
The safety and efficacy of tralokinumab
in children below the age of 12 years
have not yet been established. Method
of administration: Subcutaneous use.
The pre-filled syringe and pen should
not be shaken. After removing the pre
filled syringes or pre-filled pens from
the refrigerator, they should be allowed
to reach room temperature by waiting
for 30 minutes before injecting a pre-
filled syringe or 45 minutes before
injecting a pre-filled pen. Tralokinumab is
administered by subcutaneous injection
into the thigh or abdomen, except the 5
cm around the navel. If somebody else
administers the injection, the upper arm
can also be used. For the initial 600mg
dose, four 150mg tralokinumab injections
or two 300mg tralokinumab injections,
should be administered consecutively

in different injection sites within the
same body area. It is recommended to
rotate the injection site with each dose.
Tralokinumab should not be injected
into skin that is tender, damaged or has
bruises or scars. A patient may self inject
tralokinumab or the patient's caregiver
may administer tralokinumab if their
healthcare professional determines

that this is appropriate.

Contraindications: Hypersensitivity
to the active substance or to any of
the excipients.
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Precautions and special warnings:
If a systemic hypersensitivity reaction
(immediate or delayed) occurs,
administration of tralokinumab should
be discontinued and appropriate
therapy initiated. Patients treated

with tralokinumab who develop
conjunctivitis that does not resolve
following standard treatment should
undergo ophthalmological examination.
Patients with pre existing helminth
infections should be treated before
initiating treatment with tralokinumab.
If patients become infected while
receiving tralokinumab and do not
respond to antihelminth treatment,
treatment with tralokinumab should

be discontinued until infection resolves.
Live and live attenuated vaccines
should not be given concurrently

with tralokinumab. Adtralza contains
polysorbate 80 (E 433) as an excipient,
which may cause allergic reactions.

Interactions: See SmPC for full details
on interactions.

Fertility, pregnancy, and lactation:
There is limited data from the use

of tralokinumab in pregnant women.
Animal studies do not indicate direct
or indirect harmful effects with

respect to reproductive toxicity. As a
precautionary measure, it is preferable
to avoid the use of tralokinumab during
pregnancy. It is unknown whether
tralokinumab is excreted in human milk
or absorbed systemically after ingestion.
Animal studies did not show any effects
on male and female reproductive
organs and on sperm count, motility
and morphology.

Side effects: Very common (=1/10):
Upper respiratory tract infections.
Common (=1/100 to <I/10): conjunctivitis,

Reporting of suspected adverse reactions

Adverse events should be reported.

Reporting forms and information can be obtained from: HPRA Pharmacovigilance,

Website: www.hpra.ie

Adverse events should also be reported to Drug Safety at LEO Pharma by calling
+353 | 4908924 or e-mail medical-info.ie@leo-pharma.com
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“Every fourth week dosing may
be considered for patients who
achieve clear or almost clear skin
after 16 weeks of treatment”

conjunctivitis allergic, eosinophilia, injection
site reaction. Uncommon (= /1 000 to <
[/100): Keratitis.

Precautions for storage: Store in a

refrigerator (2°C 8°C). Do not freeze.
Store in the original package in order

to protect from light.

Legal category: POM.

Marketing authorisation number
and holder: Pre-filled syringe:
EU/1/21/1554/002.

Pre-filled pen: EU/1/21/1554/004.

LEO Pharma A/S, Ballerup, Denmark.
Last revised: February 2026.
Reference number: MAT-9|356.

Further information can be

found in the Summary of Product
Characteristics or from: LEO Pharma,
Cashel Road, Dublin 12, Ireland. e-mail:
medical-info.ie@leo-pharma.com

Produced with support
from Leo Pharma
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