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Bernard Duggan,
Chief Pharmacist

“Health Technology Management: Ensuring Safe,
Effective & Cost-Effective Use of Medicines ”

Bio:

Bernard is Chief 1 Pharmacist in the HS E-Medicines Management Programme. His work involves delivery and oversight of health
technology management programmes in the Irish healthcare service, that is, measures put in place to enbhance the safe, effective and cost-effective
use of medicines on a national level. Bernards role includes leading the best-value biological medicine initiative, which has focused on increasing
the prescribing and utilisation of biosimilar medicines, including TINF-a inhibitors (adalimumab and etanercept) and teriparatide. In
addition, he has led the development and implementation of managed access processes to facilitate reimbursement of innovative medicines.
Bernard obtained his undergradnate pharmacy degree from Trinity College Dublin and registered as a pharmacist in 2005. In addition, he

has been awarded diplomas in project management and health economics. He has previously worked in both commmnity pharmacy and
regulatory roles.
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Background

Expenditure on medicines in Ireland
Community Drug Schemes 1991 - 2022
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Background
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HTM refers to measures being put in place to
enhance the safe, effective and cost-effective
use of medicines thereby controlling utilisation
_ and expenditure Y.

Reimbursement Application Systems
Managed Access Protocols (MAPs)

‘Best-VaIue Biological (BVB)/Best-value medicine (BVM) initiatives




High Tech Arrangement 2021: Top 20 Expenditure
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QOutlines criteria for identification of
BVB medicines

Formal consultation phase

Submissions from stakeholders,
including MAHs







MMP Roadmap




The Challenge!!

Adalimumab - June 2019 Etanercept — June 2019

3.0% 3.6%

\ \

® Humira = Biosimilar medicines = Enbrel = Biosimilar medicines
Biosimilar medicine available Biosimilar medicine available
since November 2018 since September 2016

« National framework agreements with industry mandated reduction in price of reference
medicine upon biosimilar launch

« Automatic substitution of biosimilar medicines not permitted

 Clinicians not embracing availability of biosimilar medicines






BVB Medicines — Adalimumab & Etanercept

Adalimumab Etanercept
] Yuflyma® Hukyndra®
Amgevita® Imraldi® Benepali®
_ Hyrimoz®
Idacio® Hulio®

Erelzi®
Humira®
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Re: Best-Value Biological Medicines; Adalimumab & Etanercept

23 January 2020

Dear Colleagues,

The purpose of this letter is to notify you that a recommendation of the HSE-Medicines Management
Programme (MMP) in relation to biclogical medicines containing adalimumab and etanercept has been
accepted by the HSE Executive Management Team. It is HSE policy that adult patients whe are being initiated
on adalimumab or etanercept (i.e. new patients to such therapy) should be prescribed a best-value biclogical
(BVE) medicine.

| have previously written to you (21 May 2019) in relation to the BVE medicines that the MMP recommend
for adalimumab and etanercept. These include:
+ Adalimumab: Imraldi®. Where the clinician wishes to prescribe a citrate-free formulation of
adalimumab, the MMP recommends Amgevita®
« Etanercept: Benepali®

Accordingly, from 1 February 2020, reimbursement of adalimumab and etanercept under the High Tech
Arrangement will only be supported for the BVB medicines (i.e. Imraldi® or Amgevita® for adalimumab,
and Benepali® for etanercept) in adult patients commencing such therapy.

and Benepali® for etanercept) in adult patients commencing such therapy.

‘When issuing a repeat prescription for a biclogical medicine containing adalimumab or etanercept, the
patient should be considered for switching to the BVE medicine.

Please find enclosed frequently asked questions for healthcare professionals, and information for patients.
Further information on the BVE medicine initiative including information for healthcare professionals, and
resgurces to support initiating patients on, or switching them to the BVE medicines are available on the
MMP website [www.hse.ie/yourmedicines) in the section entitled Best-value biological medicines.

MMP pharmacists are available to engage with consultants and clinical teams to provide support for
initiation of, and switching to the BVE medicines. Please contact the MMP (mmpi@hse.ie) if you wish to avail
of this support.

My thanks for your ongoing support in promoting safe, effective and cost-effective prescribing.

With best wishes,

5-;-,/,-_.4 e & S e
-

Professor Michael Barry,

Mational Clinical Lead,

Medicines Management Programme,
www hse ie/yourmedicines
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Information Sessions

University Hospital Letterkenny

1. Sligo University Hospital
2. Cavan General Hospital

1. Galway Clinic
2. University Hospital Galway

University Hospital Limerick

University Hospital Kerry
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Our Lady of Lourdes Hospital Drogheda

Beaumont Hospital

Bon Secours Hospital

CHI at Crumlin

CHI at Temple Street

Connolly Hospital Blanchardstown
Mater Hospital

Saint James’s Hospital

Saint Vincent’'s University Hospital
Tallaght University Hospital
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Wexford General Hospital
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2. Bon Secours Hospital Cork

Saint Luke’s Hospital Kilkenny

Cork University Hospital
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Re: Best-Value Biological Medicines; Adalimumab & Etanercept : The MMP will review the uptake of BVB medicines in July 2023 and may engage with clinical teams whaose
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uptake is below the expected level. Where a decision is made to continue a patient on a non-BVE medicine
(i.e. Enbrel®, Humira®), the reason for such should be recorded in the patient’s clinical notes; this
information may be required to support an application for continued reimbursement support of a non-BVE
medicine.

4 April 2023

Dear Colleagues,

Tha rosrnnca of thic lattar ic to-

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 EU 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.
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arrangement is available to consultant-led teams to fund service delivery or enhancement, when they
initiate a patient on, or switch them to a BVB medicine on the High Tech Hub. The gainshare arrangement
will end on 30 June 2023. Queries in relation to the release of gainshare funds should be directed to the H5E-
Primary Care Reimbursement Service High Tech Co-ordination Unit at PCRS. HiTechi@hse.ie.

TESOUNCES T0 SUPPOTT INMIGTNE Patients on, or SWITCHIng them 3 MEdICines are avallanle on the
MMP website (www.hse.ie/vourmedicines) in the section entitled Best-value medicines.

Given the significant financial challenges facing the Health Service this year, itis vital that prescribing of the
BVE medicines is optimised. | would ask that you continue to support this important initiative, which helps to

. secure ongoing access for patients to new and innovative medicines.
Non-BVE Medicines

Non-BVE medicines for adalimumab or etanercept (i.e. Humira®, Enbrel®) are substantially maore expensive
than the recommended BVE medicines. As of January 2023, approximately 3,800 patients remain in receipt
of the non-BVE medicines for adalimumab or etanercept on the High Tech Arrangement.

With best wishes,
[ S _',g;'m.,_}_,_

In September 2022, the European Medicnes 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 EU 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 dinical 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.

Professor Michael Barry,
Mational Clinical Lead,
HSE-Medicines Management Programme.

In lightt of the EMA/HMA joint statement on interchangeability and the substantial difference in cost
between the recommended BVE medicines and non-BVE medicines, all patients who are currently
prescribed a non-BVE medicine (i.e. Enbrel®, Humira®) should be considered for switching to a BVBE
medicine.
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Re: Best-Value Biological Medicines; Adalimumab & Etanercept

4 April 2023

Dear Colleagues,
The purpose of this letter is to:

* Update you on the uptake of the best-value biological [BVE) medicines.

= |nform you that the gainshare arrangement will end on 30 June 2023.

+* Request that all patients who remain on a non-BVE medicine (i.e. Enbrel®, Humira®) be switched to
a BVE medicine, where passible.

# |nform you of a recent enhancement to the High Tech Hub so as to enable clinical teams to identify
patients who remain on Enbrel® or Humira®.

H=

The MMP will review the uptake of BVB medicines in July 2023 and may engage with clinical teams whaose
uptake is below the expected level. Where a decision is made to continue a patient on a non-BVE medicine
(i.e. Enbrel®, Humira®), the reason for such should be recorded in the patient’s clinical notes; this
information may be required to support an application for continued reimbursement support of a non-BVE
medicine.

High Tech Hub Enhancement

The High Tech Hub has been enhanced to support clinical teams to identify patients who remain an non-BVE
medicines (i.e. Enbrel®, Humira®). A search function has been added to the My Potients 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.

The extension of the gainshare until 30 June 2023 provides clinical teams with an opportunity to use this

High Tech Hub Enhancement

The High Tech Hub has been enhanced to support clinical teams to identify patients who remain on non-BVB
medicines (i.e. Enbrel®, Humira®). 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.

Primary Care Reimbursement Service High Tech Co-ordination Unit at PCRS. HiTechi@hse.ie.

Non-BVE Medicines

Non-BVE medicines for adalimumab or etanercept (i.e. Humira®, Enbrel®) are substantially maore expensive
than the recommended BVE medicines. As of January 2023, approximately 3,800 patients remain in receipt
of the non-BVE medicines for adalimumab or etanercept on the High Tech Arrangement.

In September 2022, the European Medicnes 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 EU 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 dinical 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 lightt of the EMA/HMA joint statement on interchangeability and the substantial difference in cost
between the recommended BVE medicines and non-BVE medicines, all patients who are currently
prescribed a non-BVE medicine (i.e. Enbrel®, Humira®) should be considered for switching to a BVBE
medicine.
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BVE medicines is optimised. | would ask that you continue to support this important initiative, which helps to
secure ongoing access for patients to new and innovative medicines.

With best wishes,

[ S _',g;',ﬁ._,_}_,_

Professor Michael Barry,
Mational Clinical Lead,
HSE-Medicines Management Programme.
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HSE-Medicines Management Programme
HSE-Primary Care Reimbursement Service
National Clinical Programmes

Thank you for listening!

Find us at:
@MedMgmtProg
www.hse.ie/mmp



Platinum Sponsor:

AXIS Healthcare Consulting were the platinum sponsor at the 2024 Pharma Summit for the second year running. Founded and led by
Brenda Dooley, they are a specialist boutique HTA agency with an in-house expert team with experience in NICE, SMC and NCPE
appraisal processes. AXIS's depth of extensive HTA experience make them the trusted partner for reimbursement success, offering a full
suite of HTA support in UK and Ireland.

Contact them at: https://axishealthcareconsulting.com or email info@axisconsulting.ie

Gold Sponsors:

Hibernian Healthcare’s mission is to provide best in class services, both HCP and Patient focused — delivered in an efficient, flexible and

sustainable manner along with CellAED Defibrillator distribution.

Salutem Insights are a leading Irish health economics consultancy company that provides high-quality health economic research, such as
health technology assessments (HTA), burden of illness reports, systematic literature reviews, and reports on the Irish healthcare system.
They also help companies navigate through the Irish reimbursement system.

As Ireland's leading healthcare provider, United Drug ensure medicinal products get to the right place at the right time through their
operations in distribution, wholesale, community pharmacy and homecare services.

Lunch Sponsor:

Uniphar’s commercial services combine strategic consultancy and market insights with expert brand optimisation to deliver global solutions
for pharma.

Silver Sponsor:

Hanover are an award-winning communications consultancy that advises enterprises, institutions, and individuals on rewiring their strategies
for long-term success.
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