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1.  Background and Context 
The Health (Pricing and Supply of Medical Goods) Act 2013 and the 2021 Framework 
Agreement on the Supply and Pricing of Medicines provide a formal and structured decision-
making framework for medicine and medical device pricing and reimbursement. Significant 
ongoing investment and expenditure arises from decisions made within this framework.  

In accordance with the 2013 Act, the HSE is responsible for decision-making on the pricing 
and reimbursement of medicines. The HSE is required to carry out that decision-making in 
compliance with its overall Health Act 2004 objective to use the resources available to it in 
the most beneficial, effective and efficient manner to improve, promote and protect the 
health and welfare of the public which is also echoed in the Health (Pricing and Supply of 
Medical Goods) Act 2013. 

Strategic Action 7.4.2 of the Sláintecare Implementation Strategy 2018 committed to the 
undertaking of a governance review of the drugs approval and procurement process. 

Following a tender by the Office of Government Procurement (OGP), Mazars were 
contracted in April 2019 to undertake a review of the HSE's governance of the drug 
reimbursement process. The report of the review was presented to the Department in 
January 2020, however, detailed consideration of the report could not be progressed as the 
Department’s priority focus shifted to the management of the COVID-19 pandemic which 
emerged at that time.  

1.1  Terms of Reference 
The purpose of this project was to undertake a review of the governance arrangements and 
resources in place in the HSE which support decisions on the applications from drug 
companies for a medicine to be reimbursed pursuant to the community drug schemes or as 
a hospital medicine. The Terms of Reference for this review were as follows: 

• Examine the governance arrangements (including systems, structures, processes) 
for processing applications received from pharmaceutical companies; 

• Assess the resources available to support the decision-making process when 
considering an application; 

• Specifically consider the following elements of the process: 

o The use of expert advice throughout the assessment process (including 
clinical, pharmacoeconomic, commercial, financial, procurement and 
legal expertise); 

o The approach to securing the best value and terms to the HSE through 
commercial negotiations; 

o The arrangements and supports in place to facilitate the HSE Directorate 
in making reimbursement decision in line with the criteria set out in 
Schedule 3, Part 3 of the 2013 Act. 
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This review also considered the policy, legal and institutional framework within which the 
HSE operates, in particular the requirements set out in the 2013 Act, the Health Act 2004 
and the processes. 

1.2  Overview of Report Findings 
When assessing Ireland’s drug reimbursement process several key governance principles 
were identified and used by the report’s authors to determine whether the process was 
operating effectively and in line with strong governance practices.  

The authors summarised their findings under six Pillars:  

Pillar A: Is the process designed and operating in line with legislation? 

• The process is designed and operating in line with the legislation. 

• From a legislative perspective it is very clear that the HSE is the statutory owner of 
the process. 

 

Pillar B: Is the process designed and operating transparently, prudently, efficiently, 
openly, and consistently? 

• The process is defined, with a standardised application assessment process. 

• The roles of each of the actors in the reimbursement process are clearly defined, 
and facilitate independent recommendations to the HSE Drugs Group. 

• There is no duplication of effort in the current process, and individual process 
actors can raise queries with other actors in respect of an application. 

• The HSE Drugs Group provide a recommendation to the HSE Executive 
Management Team. 

• No new information is reviewed for the first time at the final decision-making level. 

• The process has evolved over time to reflect learnings i.e., patient representatives 
were introduced to the HSE Drugs Group, and a specialist committee (the Rare 
Diseases Technical Review Committee) was set up to enable an additional level of 
consideration for drugs to treat rare diseases. 

• All documentation generated or received throughout the process is reviewed by 
both the HSE’s Corporate Pharmaceutical Unit (CPU) and the HSE Drugs Group. 

• Conflict of interest declarations are sought throughout the process. 

• A full factual accuracy check is undertaken by the National Centre for 
Pharmacoeconomics (NCPE) prior to finalising the Health Technology Assessment 
phase of the process. 
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Pillar C: Is the process producing outcomes which are acceptable to stakeholders and 
are the outcomes from the process complied with? 

• The HSE EMT is the decision maker in the process and their decisions are 
complied with. 

• Patient submissions are sought during the process, and these are considered by 
the HSE Drugs Group during their evaluation. 

• The applicant has the right to appeal to the High Court, in line with legislation. 

 

Pillar D: Is the current process producing results which are in line with international 
norms? 

• The process is producing results in line with international norms; a benchmarking 
exercise was undertaken across four jurisdictions: the UK (excluding Scotland), 
Scotland, Australia and Canada. 

• The skillsets present in the current process actors are reflective of the skillsets 
present internationally. 

 

Pillar E: Is the current process evidence based and demonstrating strong review and 
monitoring? 

• The process is strongly evidence-based. 

• The process is designed to ensure review and monitoring take place both within 
and between the process actors. 

 

Pillar F: Is the current process appropriately staffed with the right expertise? 

• Membership of the HSE Drugs Group, NCCP TRC, and Rare Diseases TRC is as 
defined in their Terms of Reference. 

• The completion of both the Rapid Reviews and the HTAs is outsourced by the 
HSE to the NCPE. The NCPE is staffed with the resources who are qualified to 
undertake these assessments. 

• The staff resources/members of the actors in the process are appropriately skilled 
and have the appropriate expertise to participate in the process. 

• New skillsets have been introduced overtime to improve the efficiency of the 
process. 
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The authors found that there is scope for improvements in a number of areas, including 
transparency of the process, communications with and the availability of information to 
patients, and a requirement for the introduction of timelines to enable stakeholders to track 
the progression of medicines from application stage to completion stage in the process. 

Following on from these findings, the authors made seventeen recommendations which 
could be considered to improve the current governance arrangements, which are outlined in 
chapter 5 of the Review.  
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2 Response and Implementation Approach 
Access to medicines is a central element of providing care for patients in need. 
Notwithstanding the overall positive findings, the report highlights some aspects of the 
pricing and reimbursement process that merit further consideration and implementation to 
build further on and improve Ireland’s drug pricing and reimbursement process, in line with 
the legislative framework.  

2.1  Overview of ongoing work and improvements to date 
In that regard, the report also needs to be considered in the context of the pricing and 
reimbursement process in 2019 (the reference year for the review) and the substantial 
developments that have occurred since the review commenced. Most notably, the 
Government has focused a substantial increase in investments in new medicines over the 
past three Budgets. In that period, close to an additional €100m has been provided which 
has enabled the HSE to reimburse over 120 new medicines, including 30 medicines for the 
treatment of rare diseases.  

Patient information and engagement 

Since 2016, the National Centre for Pharmacoeconomics (NCPE) has enabled a submission 
process for Patient Organisations and in 2018 undertook a major review of the process, 
which included a public consultation with Patient Organisations. As a result, the Patient 
Organisation Submission Process now enables the NCPE to actively identify Patient 
Organisations for each Health Technology Assessment (HTA) conducted and support them 
in communicating their ‘lived experience’ with the HSE Drugs Group. 

The NCPE have also created a dedicated section on its website for patients, which includes 
information on the submission process, the drug reimbursement process, and how to 
interpret NCPE recommendations. Updates on the NCPE website in respect of all steps in 
the HTA process are provided in real time from the date the rapid review is commissioned.  

Additionally, since the 2018 review, the composition of the HSE Drugs Group has been 
expanded to include two representatives from the National Patients Forum and additional 
clinical expertise in the area of rare disease. 

Enhanced Transparency 

More broadly, the HSE has committed to making up-to-date information regarding drug 
reimbursement publicly available; all Drugs Group minutes are published online1; the 

 
 

1 https://www.hse.ie/eng/about/who/cpu/drugs-group-minutes/ 
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National Cancer Control Programme publishes ongoing information on cancer drug 
approvals, and the Primary Care Reimbursement Service publishes updates to the list of 
reimbursable items. 

Process and capacity enhancements 

The HSE has increased the number of Drugs Group meetings in 2022 (from 10 to 12).  This 
has facilitated a higher number of medicines to be considered by the Drugs Group in 2022.  
The number of new medicines and new uses of existing medicines approvals increased from 
52 in 2021 to 60 in 2022. The approved medicines will be prescribed for patients diagnosed 
with cancers (multiple types; both solid and haematological malignancies), autoimmune 
conditions, infectious diseases, Parkinson’s Disease, migraine, as well as inherited and rare 
disorders. The HSE will examine required capacity for 2023 as part of the HSE National 
Service Plan (NSP) 2023 horizon scanning process. 

In 2021 the HSE revised the terms of reference of the Drugs Group to increase the 
opportunity for alternates to be nominated to ensure a quorum can be reached more easily.  

The HSE Managed Medicines Programme (MMP) received approval for 6 additional posts to 
create extra capacity and to assist in the development and management of any necessary 
managed access processes. 

The need for greater resources was first identified in an external review in 2017. In response 
to that review, dedicated funding of €750,00 was allocated which almost double the NCPE's 
staff from 10.5 WTE at that time to 17.5 WTE in 2019. 

Ireland is a founder member of the International Horizon Scanning Initiative (IHSI) (October 
2019) which is a key tool to improve the speed of the HTA assessment. The database 
provides access to a comprehensive intelligence platform on new pharmaceutical treatments 
coming to market and enables planning, prioritisation, and problem solving in advance of 
product launches.  

Ireland is a member of the Beneluxa initiative having joined in June 2018. The Beneluxa 
initiative aims for sustainable access to, and appropriate use of, medicines in the 
participating countries. It strives to increase patients’ access to high quality and affordable 
treatments. Amongst other things, this collaborative initiative aims to anticipate national 
health challenges effectively by having early insight in new pharmaceutical products and in 
new indications of existing products coming to the market (i.e., Horizon Scanning through 
IHSI); increase the efficiency of the assessment, pricing and reimbursement of medicines by 
exchanging expertise and by mutual recognition of HTAs. 

Ireland, Belgium, and the Netherlands successfully conducted a joint pricing and 
reimbursement assessment and negotiations for the drug Zolgensma which is used to treat 
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Spinal Muscular Atrophy. Ireland has recently completed another joint HTA 
with Beneluxa members for the drug Libmeldy. 

2.2  Next Steps and Further Implementation 
There are a number of recommendations contained in the Report that pertain to 
transparency within the process and the documentation associated with the reimbursement 
process. The Minister has identified this thematic area of the report’s recommendations as 
the priority for further implementation and consideration by the HSE.  

The Minister is also keen that other governance improvements suggested by Mazars be 
acted on, in particular where these would give greater voice and participation to patient 
groups. The Minister is adamant that patient involvement should be accommodated at every 
stage of the process, and that everything possible should be done to assist them in that 
regard. 

There are a number of other recommendations contained in the Review that relate to the 
scope and extent of pricing negotiations between the HSE and applicant companies. In that 
regard it is important to understand that the HSE is required to have regard to the legislative 
framework underpinning the process, and also the various factors that the Executive has to 
consider when assessing medicines for reimbursement, as outlined in the 2013 Act. 

To support this work, an Implementation Working Group between the Department of Health 
and the HSE is being established to consider in greater depth the progression of various 
recommendations. The Working Group will have regard to the policy, legal and institutional 
framework within which the HSE operates, in particular the requirements set out in the 
Health (Pricing and Supply of Medical Goods) Act 2013, the Health Act 2004 and the 
existing processes described in Schedule 1 of the 2021 Framework Agreement on the 
Supply and Pricing of Medicines, 

The initial focus of the Group will be to ensure progress of the development by the HSE of 
the necessary proposals, business case and specifications for: 

• the introduction of an application tracker on the HSE’s website which details when 
a reimbursement application is received and whether the application is progressing 
through the process; 

• the introduction of indicative timelines for completing the application process. 

Implementation Working Group Terms of Reference: 

1. Progress the development of proposals and business case for the introduction of an 
applications tracker and subject to the necessary approvals oversee its delivery;  

2. Informed by the findings of the Mazars review, examine the feasibility and options 
for: 
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Improved transparency (Pillar B) 

a) the introduction of indicative timelines for completing the application process; 
b) increased documenting of the process and the availability of same to process 

stakeholders; 

Patient participation (Pillar C) 

c) further enhancements to patient participation in the overall process; 

 Resourcing and governance (Pillars E and F) 

d) the development of an SLA between the HSE and NCPE; 
e) ensuring succession plans are in place and up-to-date; 
f)  examine the resource requirements and costs associated with any proposals 

arising from the work of the group. 

3. The working group will complete its work and report to the Minister within 6 months. 

 

 

 

 

 


