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This document outlines the reimbursement criteria for the included medicines, in line with their HSE
formal reimbursement approval. This document does not replace clinical judgement. Clinical
decisions should be made by the responsible healthcare professional with reference to relevant
clinical guidance and the Summary of Product Characteristics. Use of this document is the
responsibility of the healthcare professional, and is subject to the HSE’s terms of use available at
https://www.hse.ie/disclaimer.

This document must not be adapted, reformatted, or reproduced, in whole or in part, without prior
permission from the HSE-Medicines Management Programme. Where permission is granted, the
source must be clearly acknowledged and the content must not be presented in a misleading or
promotional manner.

How to cite this document: Health Service Executive Medicines Management Programme. Managed
Access Protocol — Givinostat (Duvyzat®) for the treatment of Duchenne muscular dystrophy (DMD),
in ambulant patients, aged six years and older, and with concomitant corticosteroid treatment. V1.1
Dublin. HSE; 2026.
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1. Givinostat (Duvyzat®)

Duvyzat® contains givinostat. Givinostat is a class | and Il histone deacetylase (HDAC) inhibitor that
modulates the uncontrolled HDAC activity in dystrophic muscles, which contributes to the pathology

of Duchenne muscular dystrophy (DMD).

From July 2026, one presentation of givinostat is available on the High Tech Arrangement:

e Duvyzat® 8.86 milligrams (mg)/millilitres (mL) oral suspension.

1.1 Licensed indication
Givinostat (Duvyzat®) is indicated for the treatment of DMD in ambulant patients, aged six years and

older, and with concomitant corticosteroid treatment.

1.2 Reimbursement
Reimbursement of givinostat on the High Tech Arrangement for the treatment of DMD is supported

only for 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 Givinostat (Duvyzat®) Reimbursement Application Form should be completed and sent by

secure email to the Health Service Executive (HSE)-Medicines Management Programme (MMP) at

mmp@hse.ie.

The recommended dose of givinostat is based on body weight and should be administered orally twice
daily. Table 1 outlines the licensed therapeutic dosage of givinostat for DMD in ambulant patients,
aged six years and older, and with concomitant corticosteroid treatment. Please refer to the Summary

of Product Characteristics (SmPC) for further prescribing information, including dose modifications.

Table 1 Licensed therapeutic dosage of givinostat (Duvyzat®)

Weight* Dosage Oral suspension volume
15 kg to less than 20 kg 22.2 mg twice daily 2.5 mL twice daily
20 kg to less than 40 kg 31 mg twice daily 3.5 mL twice daily
40 kg to less than 60 kg 44.3 mg twice daily 5 mL twice daily
60 kg or more 53.2 mg twice daily 6 mL twice daily

kg: kilograms; mg: milligrams, mL: millilitres
*Based on actual body weight
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If a patient is recommended for reimbursement of givinostat, reimbursement is supported in line with
the licensed therapeutic dosage specified 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.

1.3 Reimbursement price

The reimbursement price of the presentation of givinostat available on the High Tech Arrangement
is outlined in Table 2. Commercial-in-confidence arrangements are in place with the marketing

authorisation (MA) holder to reduce the net acquisition cost of givinostat to the HSE.

Table 2 Reimbursement code and price for the presentation of givinostat available on the High
Tech Arrangement

Medicinal product (pack size) Code Reimbursement price*

Duvyzat® 8.86 mg/mL oral 89542 €17,382.59
suspension (140 mL)

mg: milligrams, mL: millilitres
*Correct as of 01/07/2026

2. Reimbursement criteria — initiation

This section outlines the criteria that must be satisfied in order for patients to be recommended for

reimbursement of givinostat for the treatment of DMD on the High Tech Arrangement.

2.1Prescribers
Applications for reimbursement approval of givinostat for the treatment of DMD on the High Tech

Arrangement will only be considered from consultant neurologists or consultant paediatricians with
a special interest in neuromuscular disorders, with specialist registration with the Irish Medical
Council in the specialities of neurology or paediatrics, who have experience in the diagnosis and
management of DMD and are practicing in specialist centre(s) in Ireland, and who have agreed to

the terms of this MAP and have 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 Duvyzat® for approved patients for the treatment of DMD on the High Tech
Arrangement will be confined to the approved consultants and their teams. The governance of the

team on the High Tech Hub, including access, rests with the approved consultant.

2.2 Patient age

In line with the MA for givinostat (Duvyzat®), applications for reimbursement approval of givinostat

will only be considered for patients aged six years and older at the time of application.

2.3 Patient diagnosis

2.3.1 Genetic testing or muscle biopsy report
In line with the MA for givinostat (Duvyzat®), applications for reimbursement approval will only be

considered for patients with a confirmed diagnosis of DMD.

For reimbursement approval, approved consultants are required to submit a copy of the genetic

testing report or a copy of the muscle biopsy report, confirming the diagnosis of DMD.

2.4 Patient clinical status

2.4.1 Ambulatory status
In line with the MA for givinostat (Duvyzat®), applications for reimbursement approval will only be

considered for patients who are ambulant at the time of application.

Approved consultants are required to confirm the ambulatory status of the patient at the time of

application.

2.4.2 Contraindications
In line with the SmPC for givinostat (Duvyzat®), applications for reimbursement approval will not be

considered for patients who meet any of the contraindications for treatment outlined in the SmPC.

2.4.3 Patient testing/monitoring requirements
Approved consultants are required to confirm that the testing/monitoring requirements outlined in

the SmPC for givinostat (Duvyzat®) will be undertaken.



2.5 Patient’s medical treatment

2.5.1 Concomitant corticosteroid treatment
In line with the MA for givinostat (Duvyzat®), applications for reimbursement approval will only be

considered for the treatment of DMD, in ambulant patients aged six years and older, and with

concomitant corticosteroid treatment.

At the time of application, approved consultants are required to confirm that givinostat will be co-

prescribed with corticosteroids.

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 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.

The MMP will periodically notify the approved consultant of the requirement for the collection and
provision of outcome data, such as ambulatory status of the patient, the requirement for non-
invasive ventilation, etc. To facilitate ongoing reimbursement support, the approved consultant

must provide the required data at specified intervals as requested, via secure email to mmp@hse.ie.

3.1 Treatment discontinuation
All patients should be formally assessed at baseline and at appropriate intervals thereafter.

It is expected that treatment with givinostat (Duvyzat®) will be discontinued if a patient commences

on non-invasive ventilation on a long-term basis.

For the purpose of continued reimbursement support, approved consultants are required to confirm
that treatment with givinostat (Duvyzat®) will be discontinued if a patient commences on non-

invasive ventilation on a long-term basis.
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4.Prescribing of givinostat for approved patients

Please refer to the SmPC for givinostat (Duvyzat®) for full prescribing information including

monitoring and patient counselling requirements.

If a patient is recommended for reimbursement by the MMP, the High Tech prescription should be
generated on the High Tech Hub. High Tech prescriptions which are not Hub generated for givinostat
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.



