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1. Imlifidase

Idefirix® contains imlifidase. Imlifidase is a cysteine protease derived from the immunoglobulin G
(IgG)-degrading enzyme of Streptococcus pyogenes that cleaves the heavy chains of all human IgG
subclasses but no other immunoglobulins. The cleavage of IgG leads to elimination of Fc-dependent
effector functions, including complement-dependent cytotoxicity and antibody-dependent cell-
mediated cytotoxicity. By cleaving all IgG, imlifidase reduces the level of donor-specific antibodies

(DSA), thus enabling transplantation.

From July 2026, one presentation of imlifidase is available under Hospital Pricing Approval:

e Idefirix® 11 mg powder for concentrate for solution for infusion.

1.1 Licensed indication

Imlifidase (Idefirix®) is indicated for desensitisation treatment of highly sensitised adult kidney
transplant patients with positive crossmatch against an available deceased donor. The use of
imlifidase should be reserved for patients unlikely to be transplanted under the available kidney

allocation system including prioritisation programmes for highly sensitised patients.

1.2 Reimbursement

Reimbursement of imlifidase is supported only for highly sensitised adult kidney transplant patients,
who meet the criteria outlined in this managed access protocol (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. The Imlifidase (Idefirix®) Application Form should be completed and sent by secure email to
the Health Service Executive (HSE) Medicines Management Programme (MMP) at mmp@hse.ie. See

section 2.1 Submission of Applications for further details.

Table 1 outlines the licensed therapeutic dosage of imlifidase for desensitisation treatment of highly
sensitised adult kidney transplant patients with positive crossmatch against an available deceased
donor. Please refer to the Summary of Product Characteristics (SmPC) for further prescribing

information.


mailto:mmp@hse.ie

Table 1 Licensed dosage of imlifidase
Medicinal product Route of Dosage

administration

Idefirix® (imlifidase) 11 mg Intravenous 0.25 mg/kg administered as a single dose
powder for concentrate for infusion preferably within 24 hours before
solution for infusion transplantation*

Kg: kilogram; mg: milligrams
*One dose is adequate for crossmatch conversion in the majority of patients but, if needed, a second dose can be
administered within 24 hours after the first dose.

If a patient is recommended for reimbursement of imlifidase, this is supported up to the maximum
licensed dosage specified in Table 1. Reimbursement of dosages in excess of the licensed therapeutic

dosage (as outlined in Table 1) is not supported.

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

1.3 Price

The ex-factory prices of the presentation of imlifidase are outlined in Table 2. Commercial in
confidence arrangements are in place with the marketing authorisation holder to reduce the net

acquisition cost of imlifidase to the HSE.

Table 2 Ex-factory prices for imlifidase under Hospital Pricing Approval
Strength (pack size) Ex-factory price*

Idefirix® 11 mg powder for concentrate for solution €146,357.13
for infusion (1 vial)

Idefirix® 11 mg powder for concentrate for solution €292,714.26
for infusion (2 vials)

mg: milligrams
*Correct as at 01/07/2026

2. Approval Criteria

This section outlines the criteria that must be satisfied in order for reimbursement to be
recommended for imlifidase for desensitisation treatment of highly sensitised adult kidney

transplant patients with positive crossmatch against an available deceased donor.



2.1 Submission of applications

Applications for reimbursement approval for imlifidase will only be considered from consultants with
specialist registration with the Irish Medical Council in the speciality of nephrology or immunology,
practising in a designated specialist centre, and who have agreed to the terms of this MAP and been

approved by the HSE (‘approved consultants’).

The National Kidney Transplant Service, Beaumont Hospital has been identified as the designated

specialist centre for the purposes of the MAP.

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.

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

older at the time of administration of imlifidase.

2.3 Patient diagnosis
For reimbursement approval, clinicians are required to confirm that the patient is a highly sensitised

adult kidney transplant patient with positive crossmatch against an available deceased donor.

2.3.1 Renal disease
For reimbursement approval, clinicians must provide evidence to demonstrate that the patient has a

confirmed diagnosis of renal disease at the time of administration of imlifidase.

For the purposes of this MAP, renal disease can be defined as either:
(a) Stage 5 chronic kidney disease (estimated Glomerular Filtration Rate [eGFR] < less than 15
mL per minute per 1.73 m? body surface area) and on the kidney transplant list; or

(b) End-stage renal disease.

2.3.2 PGen — Generated or calculated panel reactive antibodies
The degree of sensitisation is quantified using the generated or calculated panel reactive antibodies

(PGen), the percentage likelihood of having an immune response against a panel of 1,000 Irish
donors. For the purposes of reimbursement approval, a highly sensitised patient is defined as a

patient with a PGen > 98%.



For reimbursement approval, clinicians must provide evidence to demonstrate that the patient has a

PGen of > 98% at the time of administration of imlifidase.

2.3.3 Cumulative mean fluorescence intensity
DSAs can result in a positive cross match with an eligible donor. A higher cumulative mean

fluorescence intensity (cMFI) signifies a greater presence of DSAs.

For reimbursement approval, clinicians must provide evidence to demonstrate that the patient has a
cMFI of < 5000 in < 2% of available deceased donor kidneys at the time of administration of

imlifidase.

2.4 Patient clinical history/status

2.4.1 Waiting list time
Clinicians are required to outline the duration of time that the patient has been on the kidney

transplant waiting list. A condition of reimbursement approval is that the duration of time on the

waiting list is at least twice the median waiting list time at the time of administration of imlifidase.

2.4.2 Exclusion criteria
In line with the SmPC for imlifidase (Idefirix®), applications for reimbursement approval will not be

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

relevant SmPC.

3. Reimbursement criteria — Requirement for outcome data
Follow-up data may be requested by the MMP for audit purposes and provision of same is a

condition of reimbursement approval. 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.

Provision of outcome data within the time frame specified in the request, is a condition of ongoing

access to apply for reimbursement support of imlifidase.



4. Medicines management

Please refer to the relevant SmPC for Idefirix® for full prescribing information including monitoring

and patient counselling requirements.

Sites must ensure a local policy is in place for appropriate medicines management, including protocols
for the preparation and administration of imlifidase (Idefirix®), taking into consideration information

outlined in the SmPC and conditions of the marketing authorisation.



