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Scope of pathway

The purpose of this clinical pathway is to provide clinicians with information on the prescribing
of medication for adult patients presenting with Atopic Dermatitis. The pathway only focuses
on the treatment of Atopic Dermatitis rather than the diagnosis. The recommendations for
prescribing are based on NICE TA and the medications summary of product characteristics.

This pathway will be subject to a review after two years from ratification or sooner depending
on changes in national guidance.

Introduction

Atopic dermatitis (also known as atopic eczema) is a chronic, itchy, inflammatory skin
condition that affects people of all ages, although it presents most frequently in childhood. It
is typically an episodic disease of flares (exacerbations, which may occur as frequently as
two or three times each month) and remissions; in severe cases, disease activity may be
continuous. The term 'atopic' is used to describe a group of conditions (eczema, asthma, hay
fever, and food allergy) that are linked by an increased activity of the allergy component of
the immune system. The term 'eczema' comes from the Greek word 'to boil' and is used to
describe itchy, red, dry skin, which can sometimes become weeping, blistered, crusted,
scaling, and thickened.

Atopic dermatitis is common, and the prevalence is increasing. This condition presents most
frequently in childhood but can present at any age:

Children affected by atopic dermatitis: 10-30%

Adults affected by atopic dermatitis: 2-10%

Studies have shown there is no difference in prevalence based on sex and ethnicity.
However, there is an increased rate of atopic dermatitis in smaller families, urban areas, and
higher socioeconomic classes. This supports a potential link between environmental factors
and the development of atopic dermatitis.

Treatment of atopic dermatitis involves pharmacological intervention plus best supportive
care. This includes education, emollients, topical corticosteroids, and immunomodulation
biologics. Education can include avoidance of triggers such as allergens which exacerbate
the condition.
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NICE has as of June 2026 approved 7 biologics (see table 3) as treatment options for treating
moderate to severe atopic dermatitis in adults when at least 1 systemic immunosuppressant,
such as ciclosporin, methotrexate, azathioprine, and mycophenolate mofetil, has not worked
or is not suitable. These drugs are excluded from the NHS Payment System and are the
commissioning responsibility of the NHS Kent and Medway Integrated Care Board (ICB). The
use of HCDs for the treatment of atopic dermatitis in adults is only approved in line with this
pathway and the dosing regimens outlined in Table 3. Any dose regimens outside of these
recommendations are not routinely funded, as detailed in SERMOG-02 (Overarching policy
on licensed doses or dosing schedules of high-cost drugs not considered in NICE Technology
Appraisal (TA) guidance). Where biosimilars are available, these should be used, as detailed
in SERMOG-03 (Overarching policy on switching between biosimilars).

The most appropriate treatment should be chosen after discussing the advantages and
disadvantages of the therapies available with the person having treatment. If patients and
clinicians consider more than one treatment to be suitable, choose the least expensive
treatment (taking into account drug administration costs, dose needed and frequency, and
product price per dose). The lowest cost treatments for differing mode of actions are
highlighted in Table 2.

Any new high-cost drug which receives a positive recommendation from NICE between
document iterations will be approved through local ICB processes and will be included in
future pathway updates.

All medicines are available via Homecare, allowing for virtual clinics, reducing attendance to
the outpatient clinic and footfall to the hospital.

For further information on the dosing strategy for each of the medicines, please refer to the
respective SmPC.
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Treatment pathway

Figure 1. High cost drug pathway for atopic dermatitis in adults

Mote 1:
standard therapy for Atopic Dermatitis

1" Line — Emollients and topical corticosteroids
(MICE TABL)

2™ Line — Topical calcingurin inhibitors
{tacrolimus, pimecrolimus) {MICE TAZ1)

3" Line — Systemic therapy [ciclosporin,
methotrexate, azathioprine or mycophenalate
maofetil) Or phototherapy (narrowband UVE)

4% Lina — targeted therapies {interleukin or JAK
inhibitars)

E&st supportive care (BC) — may include
education, psychological support, emalliznts,
topical corticosteroids, bandages and
hospitalisation.

Box A—
Interleukin
inhibitors

Mote 2: When using the EASI, healthcare
professionals should consider skin colour znd
how this could affect the EASI score and make
the clinical adjustments they consider
appropriate.

Mote 3: When using the DLQ), hezithcare
professionals should take into account any
physical, psychological, sensory or l2arning
disabilities, or communication difficulties that
«could sffect the responses to the DLOI and maks
any adjustments they consider appropriate.

Mote 4: Funding requests for trestment outside
this commissicned pathway can be made via the
Individual Funding Request [IFR)

Dupilumab (TA534)

(IL- 4 & 13 inhibitar) OR
Tralokinumab (TAB14) (IL-13
inhibitor) OR

Nemolizumab (TA1077) (IL31
inhibitor) OR

Lebrikizumab (TASE6) (IL13
inhibitor)

Box B -
JAK
inhibitors

Abrocitinib (TAB14)
{JAK 1 inhibitor)

OR
Baricitinib (TASE1)
{JAK 1 & IAK2 inhibitor)

OR
Upadacitinib (TAS14)
{JAK 1 & IAK2 inhibitor)

Has the disease not responded to at least ONE systemic therapy (3™ Line — note 1) or they are not suitable?

=]
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\Where clinically equivalent target therapiss are
being considered, use the least expensive first,
taking into consideration the patient's weight,
biosimilars and Patient Access Schemes.

If a drug that has a bicsimilar version is found
appropriate the most cost effective biosimilar must
be used depending on the biosimilar allocation in
the region.

First Line — Box A (Interleukin inhibitors) are the preferred first line treatment options
Consider efficacy, safety, dose, disease characteristics, co-morbidities and patient preferences

Second Line:
Reassess efficacy, safety, dose, disease characteristics, co-morbidities and patient preferences
If Primary Failure: Consider a treatment from Box B (JAKI)
If Secondary Failure or if Adverse Event: Consider an alternative treatment from Box A

|

Regular clinical asseszment of response to treatment

|

Review at 16 weeks (week 8 & 16 for baricitinib) to
assess initial response.

Adequate response:

+ Atleast a 50% reduction in EASI (Note 2)

+ At least a 4-point reduction in DLQI (Note 3)

Subsequent treatments — following clinical assessmentT (j.e. inadequate response, AE or Cl)

Reassess efficacy, safety, dose, disease characteristics, co-morbidities and patient preferences
If Primary Failure: A discussion at the K&M Dermatology MDT to consider ongoing treatment options
If Secondary Failure or if Adverse Event: Consider a treatment from Box B

If failure of treatment from 3 lines of treatment from Box A and/or Box B, the K&M Dermatology MDT
should decide on subsequent treatment options.

= | ongoing response to treatmeant

}

1 Is there any one or more of:

1. Inadeguate response to treatment by 16
weeks®

2. Adverse event (AE) leading to treatment
discontinuation

3. Patient developed a contraindication (C1) to
current treatment

]

Regular clinical assessment of

every 6 to 12 months
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Table1: Pathway definitions

Moderate to | Disease has not responded to at least 1 other systemic therapy
severe atopic | (e.g., ciclosporin, methotrexate, azathioprine and mycophenolate
dermatitis mofetil), or these are contraindicated or not tolerated.
Response 250% reduction in the EASI 50 score after 16 weeks AND
achieved

24-point reduction in DLQI" score after 16 weeks
Primary Response does not meet the response achieved threshold at the
failure/loss of | time interval defined in Table 3.
response/non
responder
Secondary Response is initially achieved but is lost after initial assessment.
failure/loss of
response/non
responder
Primary An occurrence that causes discontinuation of treatment, due to
intolerance or | inability to tolerate side-effects of that treatment that occurs
adverse during the initial time period defined in Table 3
events
Secondary An occurrence that causes discontinuation of treatment, due to
intolerance or | inability to tolerate side effects of that treatment that occurs after
adverse the initial time period defined in Table 3.
events

1 When using the DLQI, healthcare professionals should take into account any physical, sensory or learning disabilities, or
communication difficulties that could affect the responses to the DLQI and make any adjustments they consider appropriate.
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Table 2. Drug treatment options (for each mode of action, the medicine of
lowest acquisition cost? is listed first and highlighted in yellow).

tJar?u.s kinase (JAK) Abrocitinib Oral
inhibitor

Upadacitinib 15mg

Baricitinib 2mg or 4mg

Upadacitinib 30mg

Interleukin | 1L4 /13 Dupilumab Subcutaneous
(IL) : : injection (SC)
inhibitor IL13 Tralokinumab (4 weekly maintenance)

Tralokinumab (2 weekly maintenance)

Lebrikizumab

IL31 Nemolizumab

2 Cost acquisitions in relation to year 1 of treatment only.
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Table 3. TA recommendations and other approved licenced dosing regimens

Abrocitinib TA814 16 100mg or Upon disease
. (2022) 200mg daily control, dose
(Cibinqo) (based on should be
individual decreased to 100
patient mg once daily. If

characteristics®) | disease control is
not maintained
after dose
reduction, re-
treatment with

200 mg once
daily can be
considered.
Upadacitinib | TA814 15mg or 30mg | The lowest
(2022) daily (based on | effective dose to
individual maintain
patient response should

characteristics?*) | be used.

Baricitinib TAG81 8-16 4mg or 2mg® N/A
(2021) daily
Dupilumab TA534 16 600mg at week
(2018) 0
300mg every
other week
thereafter

3 A starting dose of 100 mg once daily is recommended for patients at higher risk of venous thromboembolism (VTE), major
adverse cardiovascular event (MACE) and malignancy. If the patient does not respond adequately to 100 mg once daily, the
dose can be increased to 200 mg once daily. A dose of 200 mg once daily may be appropriate for patients who are not at
higher risk of VTE, MACE and malignancy with high disease burden or for patients with an inadequate response to 100 mg
once daily.

4 A dose of 15 mg is recommended for patients at higher risk of VTE, MACE and malignancy. A dose of 30 mg once daily may
be appropriate for patients with high disease burden who are not at higher risk of VTE, MACE and malignancy or patients
with an inadequate response to 15 mg once daily.

5 2mg dose of baricitinib is licensed but is not included under NICE TA guidance as NICE concluded it would focus on the 4mg
dose because it was the licensed dose for most relevant patients. A dose of 2mg is recommended for patients with certain
characteristics and is provided at the same PAS price as the 4mg dose.
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https://www.nice.org.uk/guidance/ta814
https://www.nice.org.uk/guidance/ta681
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Tralokinumab

TA814
(2022)

600mg at week
0

Every 4 weeks
for patients who
achieve clear or

Lebrikizumab

TA986
(2024)

300mg every | Jimost clear skin
other week after 16 weeks of
thereafter treatment.
Patients must | N/A

be >40kg

500mg at week
0 and week 2

250mg every 4
weeks
thereafter

Nemolizumab

TA1077
(2025)

e 60mg at
week 0, then
30mg every
4 weeks to
week 16.

e 30mg every
8 weeks
thereafter



https://www.nice.org.uk/guidance/ta814
https://www.nice.org.uk/guidance/ta986
https://www.nice.org.uk/guidance/ta1077
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General considerations

e EASI and DLQI may not be appropriate for all people with atopic dermatitis.
The NICE committee noted potential equality issues, namely that:

. The EASI might underestimate the severity of atopic dermatitis in
people with dark skin
. The DLQI may not account for anxiety and depression.

e After considering dosage adjustments, switching should be performed if
patients have an inadequate response (i.e. not achieving at least 50% in the
EASI 50 and 4 points in the DLQI from when treatment started) and at the end
of the induction phase (primary failure/non-responders) or if efficacy is lost over
time (secondary failure/ non-responders).

¢ When switching due to lack of efficacy, no washout period is necessary, switch
to the new biologic at the time of the next scheduled dose of the original
therapy.

e When switching to an alternative treatment for safety reasons, a washout
period is recommended until the safety parameter is normalised or stabilised.

e MHRA Drug Safety Update (2023): Janus kinase (JAK) inhibitors: new
measures to reduce risks of major cardiovascular events, malignancy,
venous thromboembolism, serious infections and increased mortality.
This advice affects baricitinib (OlumiantV), upadacitinib (RinvoqV), and
Abrocitinib (Cibingo V). Advice for healthcare professionals:

. an increased incidence of malignancy, major adverse cardiovascular
events (MACE), serious infections, venous thromboembolism (VTE)
and mortality, when compared to those treated with tumour necrosis
factor (TNF)-alpha inhibitors, has been observed in trials of patients
with rheumatoid arthritis with certain risk factors when treated with
some JAK inhibitors, particularly tofacitinib.

. Following a review, these risks are considered class effects across
JAK inhibitors used for chronic inflammatory disorders and therefore
it is advised to avoid prescribing these medicines unless there are
no suitable alternatives in patients with the following risk factors:

= age 65 years or older
= current or past long-time smoking

= other risk factors for cardiovascular disease or malignancy
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. use caution if prescribing in patients with risk factors for VTE other
than those listed above.
" where applicable, use lower doses in patients with risk factors (see

individual Summary of Product Characteristics of each medicine for
further detail).

. the incidence of non-melanoma skin cancer in the study was also
higher with tofacitinib than with a TNF inhibitor — therefore carry out
periodic skin examinations in all patients on JAK inhibitor
medicines to check for signs of skin malignancy

. inform patients of these risks and key signs and symptoms that
could warrant urgent medical attention.
. report suspected adverse drug reactions associated with JAK

inhibitors on a Yellow Card.
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