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1. Mavacamten
Camzyos® contains mavacamten. Mavacamten is a selective, allosteric, and reversible cardiac

myosin inhibitor. Mavacamten shifts the overall myosin population towards an energy-sparing,
but recruitable, super-relaxed state. In patients with hypertrophic cardiomyopathy (HCM), cardiac
myosin inhibition with mavacamten normalises contractility, reduces dynamic left ventricular

outflow tract (LVOT) obstruction, and improves cardiac filling pressures.

From 01/06/2026, four presentations of mavacamten are available on the High Tech
Arrangement:

e Camzyos® 2.5 mg hard capsule (pack size 28)

e Camzyos® 5 mg hard capsule (pack size 28)

e Camzyos® 10 mg hard capsule (pack size 28)

e Camzyos® 15 mg hard capsule (pack size 28).

1.1 Licensed indication

Mavacamten (Camzyos®) is indicated for the treatment of symptomatic (New York Heart

Association [NYHA], class II-1ll) obstructive hypertrophic cardiomyopathy (o0HCM) in adult patients.

1.2 Reimbursement

Reimbursement of mavacamten on the High Tech Arrangement for the treatment of symptomatic
(NYHA, class lI-1ll) oHCM in adult patients, is supported only for those who remain symptomatic
despite treatment with a non-vasodilating beta-blocker or non-dihydropyridine calcium channel
blocker, or where such treatment is not tolerated or is contraindicated, and 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 through the online application system.

Table 1 outlines the licensed therapeutic dosages of mavacamten for the treatment of
symptomatic oHCM in adult patients. Please refer to the Summary of Product Characteristics

(SmPC) for further prescribing information.



Table 1: Licensed therapeutic dosages of mavacamten

Medicinal product (medicine) Route of Dosage
administration

Camzyos® (mavacamten) 2.5 Oral The dose range is 2.5 mg to 15 mg

mg, 5 mg, 10 mg and 15 mg (either 2.5 mg, 5 mg, 10 mg, or 15

hard capsules mg) once daily.

CYP2C19 poor metaboliser
phenotype:

The recommended starting dose is
2.5 mg once daily. The maximum
dose is 5 mg once daily.

CYP2C19 intermediate, normal,
rapid and ultra-rapid metaboliser
phenotype:

The recommended starting dose is 5
mg once daily. The maximum dose is
15 mg once daily.

CYP2C19: Cytochrome P450 2C19; mg: milligrams

If a patient is recommended for reimbursement of mavacamten, reimbursement is supported in
line with the licensed therapeutic dosages 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 prices of the presentations of mavacamten available on the High Tech
Arrangement are outlined in Table 2. Commercial-in-confidence arrangements are in place with
the marketing authorisation holder to reduce the net acquisition cost of mavacamten to the

Health Service Executive (HSE).

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

Medicinal product (pack size) Code Reimbursement price*
Camzyos® 2.5 mg hard capsule (pack size 28) 89523 €1,424.13
Camzyos® 5 mg hard capsule (pack size 28) 89524 €1,424.13
Camzyos® 10 mg hard capsule (pack size 28) 89525 €1,424.13
Camzyos® 15 mg hard capsule (pack size 28) 89526 €1,424.13

mg: milligrams *Correct as at 01/06/2026



2. Reimbursement criteria - Initiation

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

reimbursement of mavacamten on the High Tech Arrangement.

2.1 Prescribers

Applications for reimbursement approval for mavacamten for the treatment of symptomatic
oHCM in adult patients on the High Tech Arrangement, will only be considered from consultants
with specialist registration with the Irish Medical Council in a specialism relevant to the
management of cardiomyopathy (e.g. cardiology), 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 Camzyos® for approved patients 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 (HTH), including access, rests with the approved consultant.

2.2 Patient age

Applications for reimbursement approval of mavacamten will only be considered for individuals

aged 18 years and older at time of application.

2.3 Patient diagnosis

Reimbursement of mavacamten on the High Tech Arrangement will only be supported for the

treatment of symptomatic oHCM in adult patients.

2.3.1 Confirmation of obstructive hypertrophic cardiomyopathy
For reimbursement approval of mavacamten, approved consultants are required to confirm a

diagnosis of symptomatic oHCM at the time of application. Approved consultants must submit
evidence (including date of measurement) of a documented diagnosis based on the following

parameters outlined in section 2.3.1.1 and 2.3.1.2.



2.3.1.1 Left ventricular hypertrophy
For reimbursement approval, approved consultants are required to confirm the patient has

unexplained left ventricular hypertrophy with maximal left ventricular wall thickness of > 15
millimetres (mm), or 2 13 mm if familial hypertrophic cardiomyopathy. Evidence to support the
diagnosis of left ventricular hypertrophy (e.g. echocardiography [ECHO] or cardiac magnetic
resonance imaging, and hypertrophic cardiomyopathy genetic test report, if applicable) is

required to be submitted at the time of application.

2.3.1.2 Left ventricular outflow tract (LVOT) gradient
For reimbursement approval, approved consultants are required to confirm the patient has a peak

LVOT gradient of at least 50 mmHg. Evidence to demonstrate a LVOT gradient of at least 50 mmHg

(e.g. a cardiac imaging test) is required to be submitted at the time of application.

2.3.2 Symptomatic obstructive hypertrophic cardiomyopathy (oHCM) New York Heart
Association (NYHA) class
For reimbursement approval, approved consultants are required to confirm the patient has

symptomatic oHCM, which is defined as NYHA class Il or III.

2.3.3 Confirmation of left ventricular ejection fraction (LVEF)
For reimbursement approval, approved consultants are required to confirm the patient has a LVEF

of > 55 % prior to initiation of mavacamten. Evidence to demonstrate an LVEF > 55 % (e.g. a recent

cardiac imaging test) is required to be submitted at the time of application.

2.4Patient clinical history/status

2.4.1 Contraindications
In line with the SmPC for Camzyos®, applications for reimbursement approval will not be

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

SmPC.

2.4.2 Patient testing/monitoring requirements
Prescribers will be required to confirm that the testing/monitoring requirements outlined in the

SmPC for Camzyos® will be undertaken.



2.5 Patient’s medical treatment

Reimbursement of mavacamten on the High Tech Arrangement for the treatment of symptomatic
oHCM under this MAP, is supported for adult patients who remain symptomatic despite
treatment with a non-vasodilating beta-blocker or non-dihydropyridine calcium channel blocker,

or where such treatment is not tolerated or is contraindicated.

2.5.1 Non-vasodilating beta-blocker/non-dihydropyridine calcium channel blocker

response inadequate
Reimbursement will be supported for patients who remain symptomatic despite treatment with a

non-vasodilating beta-blocker or non-dihydropyridine calcium channel blocker. For the purpose of
reimbursement approval, an adequate trial of a medicine is defined as a period of at least four

consecutive weeks.

When reviewing applications, the HSE-Medicines Management Programme (MMP) may request
evidence to demonstrate that the patient has been adherent to the specified medicine(s) for a

period of at least four consecutive weeks.

2.5.2 Non-vasodilating beta-blocker/non-dihydropyridine calcium channel blocker not
tolerated
In cases where a patient did not tolerate a non-vasodilating beta-blocker or non-dihydropyridine

calcium channel blocker and experienced a clinically significant adverse reaction which led to
discontinuation of treatment prior to completion of an adequate trial, or following a period of
treatment at the maximum tolerated dose, information in relation to the duration of treatment
and the adverse reaction experienced should be provided. The MMP may request evidence to

validate the information provided.

2.5.3 Non-vasodilating beta-blocker/non-dihydropyridine calcium channel blocker is
contraindicated
In cases where treatment with a non-vasodilating beta-blocker or non-dihydropyridine calcium

channel blocker is contraindicated, details of the contraindication, including supporting evidence,

must be provided at time of application for reimbursement approval.

2.6 Genetic testing

Prescribers will be required to confirm that the patient will undergo testing to determine their

Cytochrome P450 (CYP) 2C19 (CYP2C19) genotype in line with the SmPC.
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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.

3.1 Treatment discontinuation
Consideration should be given to discontinue treatment in patients who have shown no response

(e.g. no improvement in symptoms, quality of life, exercise capacity, LVOT gradient) after four to

six months on the maximum tolerated dose.

For the purpose of continued reimbursement support, prescribers will be required to confirm that
treatment will be reviewed and discontinued if the patient has shown no response after four to six

months on the maximum tolerated dose.

4. Prescribing of mavacamten for approved patients
Please refer to the SmPC for Camzyos® 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 which are not hub generated for
mavacamten 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.



