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Re: Best-Value Biological Medicines — Ustekinumab
12 June 2026

Dear Colleagues,

The purpose of this letter is to provide an update on the best-value biological (BVB) medicine initiative for
ustekinumab.

The HSE-Medicines Management Programme (MMP) has recommended an additional BVB medicine for
ustekinumab; Uzpruvo®. The MMP, therefore, recommends the following as BVB medicines for
ustekinumab:

e Imuldosa® (Accord Healthcare Ireland Limited)

e Otulfi® (Fresenius Kabi Ireland)

e Pyzchiva® (Sandoz Limited trading as Rowex)

e Uzpruvo® (Clonmel Healthcare Limited)

o Wezenla® (Amgen Ireland Limited).

The designation of Uzpruvo® as a BVB medicine provides an additional option for prescribers when choosing
to prescribe a BVB medicine for ustekinumab.

The following presentations of the BVB medicines are available on the HSE Reimbursement List:
e Pre-filled syringe presentation, containing 45 mg or 90 mg of ustekinumab: Imuldosa®, Otulfi®,
Pyzchiva®, Uzpruvo® and Wezenla®
e Pre-filled pen presentation, containing 45 mg or 90 mg of ustekinumab: Pyzchiva® and Wezenla®
e Solution for injection vial presentation, containing 45 mg of ustekinumab per vial: Wezenla®. This
presentation facilitates subcutaneous administration for the treatment of plaque psoriasis in
paediatric patients weighing less than 60 kg, who need to receive less than the 45 mg dose.

All five BVB medicines are available in a concentrate for solution for infusion vial presentation containing 130
mg of ustekinumab.

The MMP recommends that:
e all new patients being initiated on ustekinumab for the treatment of plaque psoriasis, psoriatic
arthritis or Crohn’s disease should be prescribed a BVB medicine
e patients currently established on ustekinumab for the treatment of plaque psoriasis, psoriatic
arthritis or Crohn’s disease should be considered for switching to a BVB medicine at the earliest
possible opportunity.

Accord Healthcare Ireland Limited, Amgen Ireland Limited, Clonmel Healthcare Limited, Fresenius Kabi
Ireland and Sandoz Limited trading as Rowex have confirmed that sufficient stock of their biosimilar
medicines containing ustekinumab is available to support an uplift in demand arising from the MMP BVB
medicine recommendations.

In April 2026, 19% of individuals in receipt of ustekinumab on the High Tech Arrangement were prescribed a
BVB medicine.

The National Service Plan (NSP) 2026 identifies optimising prescribing practices through increased utilisation
of BVB medicines as a priority action for 2026, to provide medicine expenditure efficiencies. A target of 80%
uptake of BVB medicines has been set in NSP 2026.
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Non-BVB Medicines
Non-BVB medicines for ustekinumab on the HSE Reimbursement List (e.g. Stelara®) are substantially more
expensive than the recommended BVB medicines.

In September 2022, the European Medicines Agency (EMA) and Heads of Medicines Agencies (HMA) issued a
joint statement on interchangeability of biosimilar medicines. This confirmed that biosimilar medicines
approved in the European Union are interchangeable with their reference medicine or with an equivalent
biosimilar medicine. Interchangeability in this context means that a prescriber can replace the reference
medicine with a biosimilar medicine without a patient experiencing any changes in the clinical effect. The
EMA highlighted that the experience obtained from clinical practice has shown that in terms of efficacy,
safety and immunogenicity, biosimilar medicines are comparable to their reference medicine and therefore
can be prescribed interchangeably.

In light of the joint EMA/HMA statement on interchangeability and the substantial difference in cost
between the recommended BVB medicines and non-BVB medicines, all patients who are currently
prescribed a non-BVB medicine for ustekinumab (e.g. Stelara®) for the treatment of plaque psoriasis,
psoriatic arthritis or Crohn’s disease on the High Tech Arrangement should be considered for switching to a
BVB medicine at the earliest possible opportunity.

The MMP supports the case for switching patients from non-BVB medicines to BVB medicines, in that
patients should not experience any change in the clinical effect and it is safe to do so. This is aligned with the
joint EMA-HMA statement on interchangeability of biosimilar medicines. The HSE-Chief Clinical Officer
strongly endorses the MMP recommendations.

Gainshare Arrangement

In recognition of the efficiencies that result from the prescribing of the BVB medicines, a gainshare
arrangement is available from 1 January 2026 to consultant-led teams in public hospitals who switch
patients established on treatment with ustekinumab on the High Tech Arrangement, to a BVB medicine for
ustekinumab. Gainshare funds will be used to fund service delivery and enhancements in areas that are
responsible for generating the savings. Under this arrangement, €500 of the savings accruing per patient will
be made available to the public hospital responsible for the saving in the first instance. The prescription for
ustekinumab must be generated on the High Tech Hub.

The gainshare arrangement will remain in place until 31 December 2026. The process for release of
gainshare funds will be aligned with that previously employed for adalimumab and etanercept. Queries in
relation to the release of gainshare funds should be directed to the HSE-Primary Care Reimbursement
Service High Tech Co-ordination Unit at PCRS.HiTech@hse.ie.

High Tech Hub Enhancement

The High Tech Hub has been enhanced to support clinical teams to identify patients who are established on
treatment with non-BVB medicines (e.g. Stelara®). A search function has been added to the My Patients tab;
this allows clinical teams to search for prescriptions generated on the High Tech Hub by INN or medicinal
product within a specified timeframe. This will facilitate timely identification of patients who remain on a
non-BVB medicine.

Pages 6 - 8 of this guide provides details on how the search function can be used to identify patients who
remain on a non-BVB medicine and therefore could be considered for switching to the recommended BVB
medicines for ustekinumab.
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Support for Clinical Teams

The MMP are available to engage with consultants and clinical teams to support prescribing of BVB
medicines via the High Tech Hub. This includes the provision of information sessions, in conjunction with the
High Tech Co-ordination Unit, on BVB medicines and the High Tech Hub. Please contact the MMP
(mmp@hse.ie) if you wish to avail of this support.

Up-to-date information on BVB medicines, including resources to support healthcare professionals initiating
patients on, or switching them to, the recommended BVB medicines, is available on the MMP website
(www.hse.ie/mmp) in the section entitled Best-Value Medicines, and should be checked periodically for any
updates.

The MMP will monitor uptake of the recommended BVB medicines; the introduction of additional measures
to support prescribing of the BVB medicines may be considered to ensure uptake is optimised.

The sustainability of the Health Service medicines budget in 2026 is fundamentally linked to the increased
prescribing of BVB medicines, including the recommended BVB medicines for ustekinumab. Funding to
facilitate access to new medicines for patients in 2026 is dependent on the delivery of savings from within
the medicines budget. Prescribing of BVB medicines reduces the financial burden on the HSE arising out of
the funding of reimbursed medicines, and therefore can assist in securing ongoing access for patients to
new, innovative medicines.

| would ask that you support this important initiative, which helps to secure ongoing access for patients to
new and innovative medicines.

With best wishes,

.,-’{’f{‘?‘: e & 3""-’"‘2:7‘

Professor Michael Barry,

National Clinical Lead,

HSE-Medicines Management Programme.
www.hse.ie/mmp
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