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1. Dupilumab

Dupixent® contains dupilumab. Dupilumab is a recombinant human immunoglobulin G4 (IgG4)
monoclonal antibody that inhibits interleukin (IL)-4 and IL-13 signalling. IL-4 and IL-13 are major drivers

of human type 2 inflammatory disease, including prurigo nodularis (PN).

From 1 September 2025, two presentations of dupilumab are available on the High Tech

Arrangement for the treatment of moderate-to-severe PN:

e Dupixent® 300 mg solution for injection in pre-filled pen (Dupixent® 300 mg pre-filled pen
[PFP])
e Dupixent® 300 mg solution for injection in pre-filled syringe (Dupixent® 300 mg pre-filled

syringe [PFS]).

1.1 Licensed indications

Dupilumab (Dupixent®) is indicated for the treatment of adults with moderate-to-severe PN who are

candidates for systemic therapy.

In addition, dupilumab is indicated in the treatment of a number of other disease areas that are

outside the scope of this managed access protocol (MAP).

1.2 Reimbursement
Reimbursement of dupilumab on the High Tech Arrangement for the treatment of moderate-to-

severe PN in adults is supported only for those who are candidates for systemic therapy, and who
meet the criteria outlined in this MAP. All criteria must be satisfied in order for reimbursement to be

supported.

An application for reimbursement approval is required to be submitted on an individual patient basis

through the online application system.

Table 1 outlines the licensed therapeutic dosages of dupilumab for the treatment of adults with
moderate-to-severe PN. Please refer to the Summary of Product Characteristics (SmPC) for further

prescribing information.



Table 1: Licensed therapeutic dosage of dupilumab for the treatment of adults with moderate-to-
severe prurigo nodularis

Patient population Route of administration Dosage

Adults Subcutaneous Initial dose of 600 mg (two 300 mg injections)
followed by 300 mg every other week

mg: milligram

Dupixent® is available as a PFP or PFS, with one pack containing two PFP/PFS. If a patient is
recommended for reimbursement of dupilumab, reimbursement is supported in line with the licensed
therapeutic dosage as outlined in Table 1. Reimbursement of dosages in excess of the licensed

therapeutic dosages (as outlined in Table 1) is not supported.

See Section 3 for further details on Reimbursement criteria — Requirement for outcome data.

Reimbursement of dupilumab on the High Tech Arrangement is also supported for the treatment of

atopic dermatitis and asthma, in line with the relevant MAPs.

1.3 Reimbursement price
The reimbursement prices of the presentations of dupilumab available on the High Tech Arrangement

as of 1 September 2025 are outlined in Table 2. Commercial-in-confidence arrangements are in place
with the marketing authorisation holder to reduce the net acquisition cost of dupilumab to the Health

Service Executive (HSE).

Table 2: Reimbursement codes and prices for the presentations of dupilumab available for prurigo
nodularis on the High Tech Arrangement

Medicinal product (pack size) Code Reimbursement Price*
Dupixent® 300 mg PFP (2) 89073 €1,213.35
Dupixent® 300 mg PFS (2) 89075 €1,211.55

mg: milligrams; PFP: pre-filled pen; PFS: pre-filled syringe
*Correct as at 01/05/2026

2. Reimbursement criteria - Initiation
This section outlines the criteria that must be satisfied in order for patients to be recommended for

reimbursement of dupilumab for the treatment of moderate-to-severe PN under the High Tech

Arrangement.



2.1 Prescribers

Applications for reimbursement approval for dupilumab for the treatment of moderate-to-severe PN
in adults under the High Tech Arrangement will only be considered from consultant dermatologists
registered with the Irish Medical Council, practising in the healthcare system in the Republic of Ireland,
and who have agreed to the terms of this MAP and been approved by the HSE (‘approved

consultants’).

Approved consultants are responsible for ensuring that the patient or their representative/guardian

is aware that the application for reimbursement approval is being made on their behalf.

The prescribing of Dupixent® for approved patients for the treatment of PN under the High Tech
Arrangement is confined to the approved consultants and their teams. The governance of the team

on the High Tech Hub (HTH), including access, rests with the approved consultant.

2.2 Patient age
Applications for reimbursement approval will only be considered for adults aged 18 years and older

at the time of application.

2.3 Patient diagnosis
Clinicians will be required to confirm a diagnosis of PN at the time of application.

Reimbursement under the High Tech Arrangement will only be supported for patients who are

classified as having moderate-to-severe PN for at least three months prior to the application date.

2.3.1 WI-NRS score
Clinicians will be required to confirm the patient’s worst itch numeric rating scale (WI-NRS) score at

the time of application.
WI-NRS is a patient reported outcome comprised of a single item rated on a scale from 0 (“No itch”)
to 10 (“Worst imaginable itch”). Patients should be asked to rate the intensity of their worst pruritus

(itch) over the past 24 hours using this scale.

Reimbursement will only be supported for patients with a WI-NRS score > 7.



2.3.2 Prurigo nodularis lesions
Clinicians will be required to confirm the number of PN lesions on both legs, and/or both arms and/or

trunk at the time of application. Reimbursement will only be supported for patients with a minimum

of 20 PN lesions.

2.4 Patient clinical history/status
In line with SmPC for Dupixent®, applications for reimbursement approval will not be considered for

individuals who meet any of the contraindications for treatment as outlined in the SmPC.

2.5 Patient’s medical treatment
Reimbursement will only be supported in moderate-to-severe PN, when patients:

e Have trialed best supportive care (BSC) for PN,
e Have had an inadequate response to BSC (defined as failure to achieve and maintain
remission or a low disease activity state) and,

e Are now candidates for systemic therapy.

2.5.1 Best supportive care for prurigo nodularis
Reimbursement will only be supported for patients who have trialed BSC for PN. For the purpose of

reimbursement approval, BSC includes topical agents, systemic antipruritic agents, as well as physical
treatment modalities. In the application, clinicians will be required to confirm that patients have

utilised BSC for the management of moderate-to-severe PN.

The HSE-Medicines Management Programme (MMP) may request evidence to demonstrate that the
patient has trialed at least one of the treatments from the International Forum for the Study of ltch
(IFSI) guideline for moderate-to-severe PN prior to the application for reimbursement approval. Such

treatments are outlined in Table 3.



Table 3: Best supportive care for moderate-to-severe prurigo nodularis from the International

Forum for the Study of Itch (IFSI) guideline

Oral

Antidepressant (e.g. selective serotonin reuptake
inhibitor, mirtazapine)

Ciclosporin

Gabapentin

H1-antihistamine

Methotrexate

Pregabalin

Topical

Topical calcineurin inhibitor

Topical capsaicin

Topical corticosteroid

Intralesional

Intralesional corticosteroid

Physical

Ultraviolet phototherapy

Not all treatments in Table 3 are licensed for the treatment of moderate-to-severe PN. Please refer to

individual SmPCs for further information.

3. Reimbursement criteria — Requirement for outcome data

Follow-up data may be requested by the HSE-MMP for audit purposes and provision of same is a
condition of ongoing reimbursement. It is the responsibility of the approved consultant to ensure that

the patient or their representative/guardian is aware that the provision of follow-up data is a condition

of reimbursement, and that audits may occur during which their personal data will be reviewed.

3.1 Treatment discontinuation

Clinical trial data are available for patients with moderate-to-severe PN, with a treatment duration of

up to 24 weeks. Consideration should therefore be given to discontinuation of treatment in patients

who have shown no response after 24 weeks of treatment for PN.

In patients with PN, the following is considered a clinically meaningful response to treatment:

e an improvement in WI-NRS of > 4 points from the start of treatment to week 24.




4. Prescribing of dupilumab for approved patients
Please refer to the SmPC for Dupixent® for full prescribing information including monitoring and

patient counselling requirements.

If a patient is recommended for reimbursement by the HSE-MMP, the High Tech prescription should
be generated on the HTH. High Tech prescriptions that are not hub generated for dupilumab will not
be eligible for reimbursement by the HSE-Primary Care Reimbursement Service (PCRS). Only approved

consultants and their teams will have access to generate prescriptions.



