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Abbreviations 

The following table shows a list of abbreviations which can be found throughout the report. It is included here as a 
reference point.  

Abbreviation Full Name 
ACD Appraisal Consultation Document 
CADTH Canadian Agency for Drugs and Technologies in Health 
CAG Clinical Advisory Group 
CDEC Canadian Drug Expert Committee 
CHMP Committee for Medicinal products for Human Use 
COI Conflict of Interest 
CPU Corporate Pharmaceutical Unit 
The 
Department Department of Health 

DOH Department of Health 
DPER Department of Public Expenditure & Reform 
DUSC Drug Utilisation Sub Committee 
EMA European Medicines Agency 
ERG Evidence Review Group 
ESC Economic Sub Committee 
FAC Factual Accuracy Check 
FAD Final Appraisal Determination 
HIQA Health Information and Quality Authority 
HSE Health Service Executive 
HTA Health Technology Assessment 
IPHA Irish Pharmaceutical Healthcare Association 
IPPOSI Irish Platform for Patient Organisations, Science and Industry 
MHRA Medicine and Healthcare Products Regulatory Agency 
MMP Medicines Management Programme 
NCCP National Cancer Control Programme 
NCPE National Centre for Pharmacoeconomics 
NDC  New Drugs Committee  
NHS National Health Service 
NICE National Institute for Health & Care Excellence 
NIHR National Institute for Health Research 
PACE Patient and Clinical Engagement (within the Scottish Process) 
PAS Patient Access Scheme 
PASAG Patient Access Scheme Assessment Group 
PBAC Pharmaceutical Benefits Advisory Committee 
PBS Pharmaceutical Benefits Scheme 
pCPA Pan-Canadian Pharmaceutical Alliance 
PCRS Primary Care Reimbursement Service 
PID Project Initiation Document 
PIP Public Involvement Programme 
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Abbreviation Full Name 
PLA Product Licensing Agreement 
QALY Quality Adjusted Life Year 
RD Rare Diseases 
Rare Diseases 
TRC Rare Diseases Technology Review Group 
RDTF Rare Diseases Taskforce 
RFT Request for Tender 
RR Rapid Review 
SLA Service Level Agreement 
SLT Senior Leadership Team 
SMC Scottish Medicines Consortium 
SMC 
Committee Scottish Medicines Consortium Committee 

STA Single Technology Assessment 
TAC (Technology) Appraisal Committee 
TOR Terms of Reference 
TRC Technology Review Committee 

 

  



 
 
 
 

 
5 

Glossary of Terms 

The following table highlights a number of terms which are specific to the HSE decision making and reimbursement 
process for new drugs. These terms are referenced in the report and have been included here as a reference 
point.  

Report Reference  Explanation 
2013 Health Act (or 
the Act) The 2013 Pricing and Supply of Medical Goods Act which provides the statutory basis 

for the HSE decision making and reimbursement process.  

2016 IPHA 
Agreement (or The 
Agreement) 

The Framework Agreement on the Supply of and Pricing of Medicines (the Agreement) 
was signed in July 2016 by both the HSE and the Irish Pharmaceutical Healthcare 
Association (IPHA). The Department of Health and the Department of Public 
Expenditure and Reform (DPER) also agreed on the terms of this Agreement. 
The Arthur Cox Group Briefing dated August 2016; stated that this agreement “governs 
the supply and pricing of medicinal products that are included on the HSE 
Reimbursement List , supplied to, or reimbursed by, the HSE, State-funded hospitals or 
any other publicly-funded entities and State agencies providing similar services 
(“Hospital Medicines”), or subject to an application for inclusion on the 
Reimbursement List, or for supply or reimbursement as a Hospital Medicine.” 

The process Refers to the HSE reimbursement and pricing decision-making process.  

Biosimilar  As per the European Medicines Agency (“EMA”) – “A biosimilar is a biological medicine 
that is highly similar to another biological medicine (known as a reference medicine)”. 

Clinical Advisory 
Group (CAG) A specialist subgroup formed by the NCCP TRC.   
Factual Accuracy 
Check The NCPE request that the applicant performs a factual accuracy check on the HTA 

content to determine that the HTA report is factually accurate.  
Health Technology 
Assessment (HTA) A HTA is a multidisciplinary research process that collects and summarises information 

about a health technology. 
Health Technology 
Assessors The personnel in the NCPE who is primarily responsible for undertaking a Health 

Technology Assessment.  
HIQA An independent Authority established to drive high quality and safe care for people 

using health and social care services.  
Horizon Scanning Horizon Scanning is a process undertaken to determine what drugs are likely to be 

going through the process for reimbursement in the coming 12-24 months.  
Information 
Specialist Employees of the NCPE who support the evaluation teams in undertaking clinical and 

cost-effectiveness reviews of Health Technologies 
Patient and Clinical 
Engagement 
(PACE)  

The PACE process is a specific process in Scotland via the SMC that aims to give 
patient groups and clinicians a stronger voice in decision making process. It is often 
used for orphan / rare disease medicines under review. It is used by the SMC in 
Scotland and has also been introduced into the Irish process.  

Pharmacoeconomic 
Pharmacoeconomics is the scientific discipline that evaluates the clinical, economic 
and humanistic aspects of pharmaceutical products to provide health care decision 
makers, providers and patients with valuable information for optimal outcomes and the 
allocation of health care resources. 

Project Initiation 
Document (PID) The document agreed between Mazars and the Department at the outset of the project 

to agree approach, consultations and reporting dates 
Process Actor  

A process actor is defined for the purpose of this report as an individual or group that is 
directly involved in and contributes to the execution of the HSE decision making and 
reimbursement process.  
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Report Reference  Explanation 
Quality Adjusted 
Life Year (QALY) 

A QALY is measure of the state of health of a person or group in which the benefits, in 
terms of length of life, are adjusted to reflect the quality of life. 1 

Rapid Review An exercise undertaken by the NCPE to determine if a full Health Technology 
Assessment should be undertaken.  

Rare / Orphan 
Disease  

A ‘rare / orphan disease’ is defined in Europe as a life-threatening or chronically 
debilitating disease affecting no more than 5 people per 10,000. There are an 
estimated 6-8,000 known rare diseases affecting up to 6% of the total EU population, 
(at least 30 million Europeans) 

Request for Quote 
(RFT) 

An RFT is the mini-tender document relevant for this project that was issued to those to 
the organisations listed on the Framework Agreement for the provision of business & 
management consultancy and advisory services.   

Technology Review 
Committee 

A specialised group of individuals who have been commissioned to work together to 
carry out an independent review and ultimately provide a recommendation to the HSE 
Drugs Group.  

Terms of Reference The agreed scope for this review, as set out by the Department in the RFT 
 

                                                      
1 https://www.nice.org.uk/glossary?letter=q 
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1 EXECUTIVE SUMMARY  

Introduction 
Mazars was commissioned by the Department of Health (the Department) in April 2019 to undertake a review of 
the governance arrangements and the resources, including specialist resources that are in place to support the 
Health Service Executive (HSE) reimbursement and pricing decision-making process (henceforth referred to as 
“the process”). This process addresses the applications received from pharmaceutical companies requesting 
reimbursement pursuant to the community drug schemes or as a hospital medicine. 

Mazars undertook a review of relevant legislation, agreements and guidelines, held consultations with the process 
actors and stakeholders, examined international practices, as well as reviewing and analysing the documentation 
and information received as part of the applications process. 

When assessing the process, several key governance principles were identified and used to determine whether the 
process was operating effectively and in line with strong governance practices.  

Many instances of strong governance were identified, in Section 4 of this report when assessing the process and 
are summarised under the following six Pillars: 

A. It is designed and operating in line with the Legislation 
B. Transparent, prudent, efficient, open and consistent 
C. Producing outcomes which are acceptable to stakeholders and complied with 
D. Producing results in line with international norms 
E. Evidence-based and demonstrating strong review and monitoring 
F. Appropriately staffed with the right expertise for the query at hand 

Key Findings 
A. Is the process designed and operating in line with legislation?  

 
¾ We noted that the process which is under the control of the HSE, is designed and operating in line with 

the legislation. 
 
¾ At present, from a legislative perspective it is very clear that the HSE is the process owner. From a 

governance perspective it is important that the process has, and is perceived to have, one clear owner. 
The HSE must be seen and perceived to own this process. 

 
B. Is the process designed and operating transparently, prudently, efficiently, openly and 

consistently?  
 

¾ We noted that the process is defined and the approach to assessing applications is standardised 
across all applications received. The process actors work across all applications, work independently 
of each other, but can consult with each other to seek clarity and guidance where required. 
Transparency in the process was improved through the introduction of Patient Representatives to the 
HSE Drugs group and the establishment of the rare diseases TRC. Conflict of interest and factual 
accuracy checks are undertaken as part of the HTA Process.  
 

¾ There is a lack of transparency regarding the number of applications being received and how these 
applications progress through the process.  
 

¾ We conclude that the process is currently not adequately documented and/or communicated to the 
public. 
 

¾ All meetings of the HSE Drugs Group are currently held in private.   
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¾ Consultation with clinicians during the process is not required for all applications, which is appropriate. 
However, in instances where there was no consultation with clinicians, the reasoning for this was not 
clearly documented. 
 

¾ The HSE does not currently publicise the indicative timelines for completing the process steps. 
 

¾ The current process lacks the defined points and criteria to indicate when a decision should be made 
to cease evaluating an application. 

 
¾ We note from the HSE Drugs Group minutes that many applications are reviewed by the HSE Drugs 

Group on multiple occasions. In most cases this occurs when the HSE Drugs Group requests that the 
CPU reopen pricing negotiations with the applicant.   

 
C. Is the process producing outcomes which are acceptable to stakeholders and are the outcomes 

from the process complied with?  
 
¾ The HSE is the decision maker in the process and their determinations on applications made to the 

process are complied with. Patient group 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 

 
¾ Patient submissions are currently submitted to the NCPE although they are not required by the NCPE 

to fulfil its role in the process.  
 
¾ There is not a designated patient liaison team actor in the Irish process who is focussed on liaising 

with patient groups, facilitating their submissions and aiding their participation in the process. 
 
 

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

¾ The process is producing results in line with international norms. 
 

¾ A benchmarking exercise was undertaken across four jurisdictions: the UK (excluding Scotland), 
Scotland, Australia and Canada.  

 
o Each of the jurisdictions had a specific process to approve medicines for reimbursement and 

that each of those processes were unique.  
o We noted differences across the timing of applications, the actors in the process, the 

requirement for and timing of pricing negotiations and the degree to which the process was 
transparent.  

o In the countries reviewed there is limited information available publicly on the progress of 
applications through these processes.  

o The only process that facilitated meaningful comparison in relation to the amount of time taken 
for an application to be processed was the NICE process for the UK (excluding Scotland).  

 
¾ From our review of international processes, we found that the pharmaceutical industry is represented 

on the appraisal groups in three of the four international process benchmarked 

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

 
¾ The process is strongly evidence-based and is designed to ensure review and monitoring take place 

both within and between the process actors.  
 
¾ Whilst significant monitoring and review is in place at an individual process actor level there is no 

formal review system in place for the process overall 
 
¾ There is no service level agreement (SLA) in place between the HSE and the NCPE 
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F.  Is the current process appropriately staffed with the right expertise?  

 
¾ We reviewed the resourcing in each of the process actors’ organisations and believe that the expertise 

and experience available to the process is both strong and appropriate. Process actors can consult 
with independent experts e.g. clinicians where required. 

 
¾ There is a reliance on a small number of key staff members in the process and it is imperative the 

appropriate succession planning is in place to ensure no disruption to the process occurs 
 
¾ There is a reliance on the goodwill of a relatively small team of resources to keep the process 

operating consistently 
 

 
Conclusions & Recommendations 
Following on from the key findings of this review summarised above, our report makes 16 high-level 
recommendations. These recommendations seek to improve the current governance arrangements within the 
process.  

Some of these recommendations are relatively straightforward to implement and involve minimal changes, while 
others will require further consideration by the process owners. We recommend that each of our findings are 
reviewed by the HSE and our recommendations are considered and actioned where appropriate and practicable. 

These high-level recommendations, grouped under the Pillars shown above, are as follows:  

A. Is the process designed and operating in line with legislation?  
 
1) The HSE must ensure that it assumes full responsibility for all documentation and communications 

relating to the process. These communications should only originate either from the HSE website or 
from appropriate HSE employees.  
 

B. Is the process designed and operating transparently, prudently, efficiently, openly and 
consistently? 
 
2) The HSE should introduce an application tracker on its website which details when an application is 

received and whether the application is progressing through the process.  
 

3) The process should be fully documented and the HSE should ensure that this information is readily 
available to the process stakeholders directly through the HSE website. 

 
4) The HSE should consider whether opening part of the HSE Drugs Group meeting to the public is 

appropriate for the Irish process. 
 

5) All applications should continue to receive clinical input as required. However, the rationale for seeking 
clinical input or not should be documented for all applications to improve governance in this area. 
 

6) It is worth considering whether it would be beneficial to have a representative from the pharmaceutical 
industry on the HSE Drugs Group. 

 
7) Introduce indicative timelines of this nature within the HSE process to increase transparency for the 

stakeholders 
 
8) The HSE should introduce decision points within the process based on information quality, pricing, and 

timelines that would require the process to end where an applicant was unable to meet process 
requirements. 
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9) The HSE should consider limiting the amount of times that pricing negotiations can be reopened and 
the length of time that can be dedicated to those negotiations in order to improve efficiency in the 
process. 
 

10) Consideration should be given as to when is the most appropriate time in the process to engage in 
pricing negotiations or whether it is more appropriate to engage in pricing negotiations external to the 
process.  
 
 

C. Is the process producing outcomes which are acceptable to stakeholders and are the outcomes 
from the process complied with?  
 
11) The CPU should receive patient submissions instead of the NCPE, it should also be made clear where 

these patient submissions will be considered i.e. at the HSE Drugs Group evaluation stage 
 

12) The introduction of a patient liaison team would facilitate more active participation by patient groups in 
the process and would confirm the HSE’s commitment to patient participation in the process. 

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

 
There are no specific recommendations that are unique to Pillar D rather our observations under this pillar 
have support our recommendations in other areas.  

E. Is the current process evidence based and demonstrating strong review and monitoring?  
 
13) Introduce an independent review process which would assess a sample of applications on an annual 

basis. 
 

14) An SLA between the HSE and the NCPE should be put in place.  
 

F. Is the current process appropriately staffed with the right expertise?  
 
15) Resource gaps identified in the NCPE and the NCCP TRC should be fully reviewed and addressed. As 

detailed further in the report, the resource gaps equate to: 8 WTE for the NCPE, a dedicated 
administrative resource and a pharmacist in the NCCP TRC.  
 

16) We have identified the requirement for legal support for pricing negotiations for CPU. At present the 
CPU does not have access to this support on a consistent basis. Further we have identified a 
requirement for specialist negotiation training for the CPU team as they are not trained negotiators. 

In addition to resolving the current resource and training gaps that have been identified as part of this 
review, it is important that the process continues to be regularly evaluated to determine whether personnel 
resources within each actor organisation are sufficient 

17) The HSE must ensure that there are appropriate staff succession plans in place in each of the actor 
organisations within the process.  

These recommendations are further expanded in Section 5. 
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2 INTRODUCTION 
Mazars was commissioned by the Department of Health (the Department) in April 2019 to undertake a review of 
the governance arrangements and the resources that are currently in place to support the Health Service 
Executive (HSE) reimbursement and pricing decision-making process (henceforth referred to as “the process”). 
This process addresses the applications received from pharmaceutical companies requesting reimbursement 
pursuant to the community drug schemes or as a hospital medicine. 

Mazars ultimately reports to the Community Pharmacy Policy Unit in the Department on this project.  

2.1 PROJECT OVERVIEW 

2.1.1 Project Purpose 
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. At the outset of the project, Mazars and the 
Department agreed on the Terms of Reference (“TOR”). These TOR guided project objective definition and project 
approach design. The agreed TOR for this review are as follows:  

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

x Assess the resources available to support the decision-making process when considering an application 
x 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.  

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 described in Schedule 1 
of the 2016 Framework Agreement.  

2.1.2 Project Objectives 
It was agreed that the core objectives of the project were to: 

1. Undertake a detailed review of the HSE governance arrangements and resources in place for the 
procurement of medicines in the HSE 

2. Make recommendations as appropriate on any required changes to the HSE’s governance arrangements 
or specialist resources 

The agreed deliverables included in this report are: 
x An executive summary 
x A summary of the policy, legal and institutional framework within which this approval process operates 
x A description of the approval landscape for the procurement of new medicines 
x A description of the current governance arrangements and resources in place by organisation within the 

approval landscape as advised by our documentation review and the workshops with each organisation 
x The use of expert advice in the approval process 
x Arrangements in place to facilitate the HSE Directorate in making reimbursement decisions in line with the 

statutory criteria 
x Observations from the consultation process 
x Observations from the benchmarking process 
x Assessment of the current governance arrangements 
x Assessment of the current resourcing arrangements 
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x Conclusions and recommendations where appropriate for changes to the HSE’s systems, structures, 
processes as regards governance arrangements or the specialist resources currently available for the HSE 

 

Please note that the final TOR differ from the initial TOR published in the tender documentation. Further an early 
recommendation by Mazars, the agreed TOR for the project removed the requirement to review procurement 
policies and procedures and written contracts as this was not practical due to commercial confidentiality. As a 
result, the excluded requirements were deemed to be outside of the scope of this review. 

2.1.3 Project Approach 
Following the project initiation meeting, the approach for the project was agreed between Mazars and the 
Department. It was agreed that the project would comprise of the following five phases:  

x Project Initiation 
x Desk Based Review 
x Stakeholder Consultations 
x Benchmarking 
x Interactive Meetings 
x Reporting 

2.1.4 Methodology Employed 
A high-level overview of the key activities undertaken and the output from each phase is as follows:  

2.1.4.1 Project Initiation 
Key Activities 

For this phase of the project, Mazars:  

x Scheduled an initial meeting with the Department to understand the context and the rationale for the 
project 

x Agreed project management fundamentals including project timelines, project milestones, the project 
approach, stakeholder consultations to be undertaken, organisations to be benchmarked against and 
reporting dates.  

Output 

The following were outputs of this project phase:  

x Project Initiation Document (PID) defining key aspects of the project and the approach to project 
management and delivery 

x Contact details were supplied to facilitate scheduling consultations 
x An indicative information request list issued to the Department for onward circulation to CPU and the 

NCPE 

2.1.4.2 Desk Based Review 
Key Activities 

For this phase of the project, Mazars:  

x Undertook a review of the information supplied further to the information request list and a review of 
publicly available documents sourced to support the review.  

x Undertook a legislative review which encompassed a review of the: 
o Health Pricing and Supply of Medical Goods Act 2013 
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o HIQA Guidelines on Clinical Effectiveness, Budget Impact Analysis of Health Technologies in 
Ireland, Retrieval and Interpretation of Economic Evaluation of Health Technology and Guidance 
on Stakeholder Engagement 

o IPHA Framework Agreement on the Supply and Pricing of Medicines,  
x Reviewed the information provided by the NCPE relating to the processes, organisation structure, 

resources, committee TOR and minutes of meetings.  

Output 

The primary output of this project phase was:  

x Summaries of the information reviewed were developed to support consultations and reporting 

2.1.4.3 Stakeholder Consultations 
Key Activities 

In this phase of the project, Mazars:  

x Undertook stakeholder consultations which included meeting with: 
o The HSE (PCRS, SLT, Drugs Group) 
o NCPE 
o DPER 
o Rare Diseases Technology Review Committees (TRC)  
o NCCP TRC 
o Patient representatives via the Rare Diseases Taskforce 

Output 

The primary output of this phase of the project was observations made following the consultation meetings.  

2.1.4.4 Benchmarking 
Key Activities 

x Benchmarking was undertaken for the reimbursement and decision-making processes in  
o The UK (excluding Scotland)   
o Scotland,  
o Australia   
o Canada 

Output 

x Observations were made in relation to Horizon Scanning, Rapid Review, HTA, Evaluation of cancer 
specific drugs, evaluation of rare/orphan disease drugs, pricing negotiations, appeals, patient 
representation and industry representation 

2.1.4.5 Interactive Meetings 
Key Activities 

x Interactive meetings were undertaken with both the NCPE and CPU in order to confirm our understanding 
of the day to day implementation of the process 

x The meeting with the NCPE facilitated the tracking of file movement through their process 
x The meeting with CPU had to be more restricted due to commercial confidentiality but also facilitated us 

requesting additional information on areas of the process which had not been fully explored in our earlier 
meeting.  

Output 
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x These meetings facilitated conclusions being drawn on governance in the current process.  

2.1.4.6 Reporting 
x Following the completion of the aforementioned project phases, Mazars then entered into the reporting 

stage of the process and ultimately delivered this report to the Department.   

2.1.5 Presentation of Report 
The graph below details how the report is presented and the details that are included for each phase.  

 

 

 

 

 

 

 

 

 

 

 

 

 

2.1.6 Project Limitations 
The field work undertaken for this project was carried out during the period April to August 2019 and as such 
should be considered in that context. Whilst the review was evidence-based it was not an audit. Rather, it 
consisted principally of an analysis of the documents received from the Department, the HSE, the National Centre 
for Pharmacoeconomics (NCPE) and relevant stakeholders, an undertaking of consultative sessions with 
stakeholders as well as walkthroughs and an examination of a selection of files.  

As part of the desk-based review for this project, Mazars was provided with a number of documents which helped 
to form the evidence base of facts for the current process referenced above. This information was used as a 
reference point when making observations on the current process and when comparing the Irish process to 
international comparators.  

Mazars received such information not only from the Department but also information provided by actors and 
stakeholders involved in the process who were met with during the consultation and walkthrough sessions.  

2.1.7 Disclaimer 
Mazars assumes no responsibility in respect of or arising out of or in connection with this report to parties’ other 
than the Department.  
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3 DECISION MAKING AND REIMBURSEMENT PROCESS 
OVERVIEW  

3.1 APPROVAL LANDSCAPE FOR PROCUREMENT OF NEW MEDICINES 
When undertaking this review, we recognised that there are several legal restrictions and obligations, framework 
agreements and best practice guidelines that underpin the process. It is therefore important that these were 
considered as part of this review. As a result, this review specifically examined how the following legislation, and 
guidance documents impact on the process:  

x Health (Pricing and Supply of Medical Goods) Act 2013 
x 2016 Framework Agreement on the Supply and Pricing of Medicines 
x Health Information & Quality Authority (HIQA) Guidelines (please see Appendix 6 for details) 

Each of the above set out specific requirements that must be followed at the various stages of the process. It is 
vital that all the parties involved in the process are adhering to the requirements detailed in each of these legal, 
policy and framework agreements. As part of this review, each of the aforementioned documents and guidelines 
were reviewed to determine the role that they play in the current process. An overview of each of these legislative, 
framework agreements and guidelines as well as how they impact on the process is included at Appendices 2, 3 
and 4. 

3.2 APPLICATIONS 
In order to be added to the reimbursement list, these applications must first be evaluated by the NCPE, before 
making their way to the HSE Drugs Group and various Technology Review Committees (TRCs), if required, for 
recommendation before being decided upon by the HSE SLT. The evaluation process progresses in a stepwise 
manner. That is, following pre-defined evaluation stages that have been built into the process an application can be 
deemed to have met the requirements of the legislation. Further evaluation steps become redundant and the 
application moves directly to approval stage.  

For the purposes of this review we have used data received from the HSE which details the outcome/progress of 
applications which have been decided upon since the 2016 IPHA agreement.  

3.3 ACTORS IN THE PROCESS 
A process actor is defined for the purpose of this report as an individual or group that is directly involved in and 
contributes to the execution of the HSE decision making and reimbursement process.  

The process actors for the process are:  

x HSE CPU - The role of the CPU is to receive, manage and coordinate applications through the process. It 
also leads on pricing negotiations with the applicants, acts as Secretariat to the HSE Drugs Group and 
prepares a comprehensive report summarising all of the information on each application that is brought for 
consideration to the HSE Drugs Group.  

x NCPE - The NCPE was established in 1998. Its remit is to advise the HSE in relation to the efficacy, 
effectiveness and added therapeutic benefit, cost-effectiveness and budget impact of medicines through 
Rapid Review evaluations and health technology assessments (HTAs). 

x Rare Diseases & NCCP TRCs – These are specialist committees who provide additional input into the 
process based on their expertise of either rare diseases (Rare Diseases TRC) or cancer medicines (NCCP 
TRC).    

x HSE Drugs Group - It is the role of the HSE Drugs Group to consider all the evidence available for a 
medicine under review. This includes clinical and cost effectiveness (as set out in the Rapid Review and 
HTA reports) information as well as the input gathered from the NCCP TRC, Rare Diseases TRC, 
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clinicians and patients (as applicable) throughout the process. The HSE Drugs Group must then, based on 
their review of this information, make a recommendation regarding reimbursement to the HSE SLT.  

x HSE SLT – As per the Health Pricing and Supply of Medical Goods Act 2013, it is ultimately the 
responsibility for the HSE to make the final decision relating to the reimbursement of new medicines. 
Within the process, this ultimate decision-making function rests with the HSE SLT. 

3.4 EXTERNAL STAKEHOLDERS OF THE PROCESS 
In addition to the process actors identified above, there are also several stakeholders of the process. Please note 
that these stakeholders are external to the conduct, decision making, and the recommendations made as part of 
the process. These stakeholder groups are: 

x The Department – The Department of Health.  
x Applicants - Applicants, or manufacturers, submit the applications for reimbursement. If successful in 

their application, their products will be added to the reimbursement list 
x Patient Representative Groups - Patient representative groups are those groups who represent the 

interests of and advocate for patients who suffer from a particular illness or condition. They provide 
submissions to the NCPE on behalf of patients which are then considered by the HSE Drugs Group during 
their evaluations.  

x DPER – As re-imbursement is funded through public funding DPER is a stakeholder of the process.  
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3.5 
THE PROCESS 

3.5.1 
High Level Illustration of the Process Steps & Actors 

The follow
ing illustration show

s, at a high level, each of the steps that are involved in the process. The graph show
s w

hich process actors are prim
arily 

involved in each stage.  
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3.5.2 High Level Overview of the Process  
The following table provides a high-level overview of each of the steps in the process.  

No. Step Name Actors 
Involved Step Overview 

1 Receipt of 
Applications CPU 

• An applicant can apply for reimbursement in Ireland once 
authorisation is granted by the EMA 

• The applicant completes the relevant documentation and applies to 
CPU. The NCPE are copied with the required documentation 

2 Rapid Review NCPE & 
CPU 

• Once the CPU is satisfied that the application is complete and valid 
for assessment it commissions the NCPE to carry out a Rapid 
Review of the application 

• The NCPE completes the Rapid Review assessment, liaising with 
clinicians where necessary to get expert input if required. The Senior 
Management of the NCPE review the Rapid Review before the 
NCPE Rapid Review recommendation is finalised.  

• The NCPE then issues its recommendation which comprises one of 
the following (see Appendix 7 for full explanations): 

i. A full HTA is recommended to assess the clinical 
effectiveness and cost effectiveness of the drug compared 
with the current standard of care. 

ii. A full HTA is recommended to assess the clinical 
effectiveness and cost effectiveness of the drug compared 
with the current standard of care, based on the proposed 
price relative to current available therapies 

iii. The NCPE recommends that the drug should be considered 
for reimbursement without completing a full HTA. This 
recommendation should be considered while also having 
regard to the criteria specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013.  

iv. The NCPE recommends that the drug should not be 
considered for reimbursement at the submitted price. This 
recommendation should be considered while also having 
regard to the criteria specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013. 

v. A full HTA is not recommended until additional efficacy and / 
or safety data is submitted. Based on current evidence, the 
NCPE recommends that the drug should not be considered 
for reimbursement having regard to the criteria specified in 
the Health (Pricing and Supply of Medical Goods) Act 2013.  

• If the NCPE makes recommendation 3, the HSE considers the 
remainder of the criteria required in the Act and if all is in order the 
drug is then added to the reimbursement list 

3 HTA NCPE & 
CPU 

• Where the NCPE recommends that the medicine should not be 
considered for reimbursement at the submitted price – commercial 
negotiations commence with the applicant at this juncture to seek an 
improved price for consideration – this is only the case where pricing 
negotiations could negate the requirement for a HTA. 

• Where a HTA is recommended the applicant is advised and 
requested to confirm whether they wish to partake in the HTA 
process (alternatively an applicant may voluntarily withdraw from the 
process at this point).  

• If the applicant indicates that they wish to proceed with the full HTA, 
then the CPU issues formal confirmation to both the NCPE and the 
applicant that a full HTA has been commissioned.  

• Once a full HTA is commissioned by CPU, the applicant must 
contact the NCPE to commence the HTA process. Once this contact 
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No. Step Name Actors 
Involved Step Overview 

is made, a pre-submission meeting between the applicant and 
NCPE is scheduled to discuss key points which were highlighted 
during the Rapid Review.  

• The applicant prepares a slide deck with information responding to 
the key points for this pre-submission meeting.  

• Following this meeting, the applicant submits all the relevant 
information required to complete the HTA to the NCPE who then 
assign staff to carry out the full HTA starting with an information 
review. 

• At this point, the NCPE requests submissions from the patient 
stakeholder groups which will ultimately be appended to the HTA.  

• The NCPE on receipt of the relevant information then completes the 
HTA which is reviewed by Senior Management at the NCPE once 
complete.  

• The HTA document (outcome section redacted) is sent to the 
applicant for validation as part of a Factual Accuracy Check (FAC). 
The applicant responds to the NCPE with any comments / 
inaccuracies it has identified.  

• The NCPE then completes the final HTA which includes its 
recommendation. There are four possible NCPE HTA 
recommendations (see Appendix 7 for full explanations): 

i. The NCPE recommends that that the drug be considered for 
reimbursement. This recommendation should be considered 
while also having regard to the criteria specified in the 
Health (Pricing and Supply of Medical Goods) Act 2013.  

ii. The NCPE recommends that that the drug should be 
considered for reimbursement if cost-effectiveness can be 
improved relative to existing treatments. This 
recommendation should be considered while also having 
regard to the criteria specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013 

iii. The NCPE recommends that the drug should not be 
considered for reimbursement unless the cost effectiveness 
can be improved relative to existing treatments. This 
recommendation should be considered while also having 
regard to the criteria specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013.  

iv. The NCPE recommends that the drug should not be 
considered for reimbursement. This recommendation should 
be considered while also having regard to the criteria 
specified in the Health (Pricing and Supply of Medical 
Goods) Act 2013 

• The completed HTA report is sent from the NCPE to CPU 

4 Pricing 
Negotiations CPU 

• The CPU enters pricing negotiations with the applicant. If there are 
any pricing changes, the CPU engages with the NCPE to determine 
the impact any pricing negotiations would have on the cost 
effectiveness and budget impact calculations.  

• The negotiations may involve many meetings and take place over 
protracted timelines 

• The negotiations conclude when CPU consider based on its 
experience and know-how that the best price has been reached 

• Negotiations may recommence later in the process at the request of 
either the HSE Drugs Group or the HSE SLT 

5 
Technology 
Review Group 
Consideration 

NCCP 
TRC  

• All HTAs and application documentation for oncology medicines are 
sent to the NCCP TRC for review. 
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No. Step Name Actors 
Involved Step Overview 

• The NCCP TRC arranges for their most appropriate Clinical 
Advisory Group (CAG) to review and this subgroup report to the 
committee 

• A recommendation is reached at committee level and submitted to 
CPU for onward circulation to the HSE Drugs Group 

6a Assessment – 
Evaluation  

HSE 
Drugs 
Group 

• The CPU then collates all available information i.e. Rapid Review 
documentation, HTA documentation, NCCP TRC documentation 
and negotiation / pricing information for distribution to the HSE 
Drugs Group members in advance of the scheduled HSE Drugs 
Group meetings together with a report which they prepare on all of 
the documentation prepared during the process.  

• The HSE Drugs Group receives the meeting agenda and information 
packs in advance of each HSE Drugs Group meeting. At the 
meeting, the HSE Drugs Group discusses the medicine under 
evaluation and can seek additional clarifications where deemed 
necessary. 

• If the HSE Drugs Group is unable to make a positive assessment 
based on the information available on a medicine for a rare disease, 
then it refers the application to the Rare Diseases TRC. In these 
cases, the Rare Diseases TRC facilitates a process which focusses 
on gathering additional patient and clinical information. This 
additional information then facilitates the Rare Diseases TRC to 
make a recommendation which is then provided to the HSE Drugs 
Group to consider.  

6b Assessment – 
Recommendation  

HSE 
Drugs 
Group 

• The HSE Drugs Group then make one of three recommendations on 
a medicine application: 

i. Defer recommendation pending further negotiations with the 
applicant (in this instance this application will be assessed 
by the HSE Drugs Group again prior to a recommendation 
being made to the HSE SLT) 

ii. Recommend approval for reimbursement 
iii. Do not recommend approval for reimbursement 

7 Decision Making HSE SLT 

• The HSE Drugs Group recommendation whether positive or 
negative is then brought to the HSE SLT who review the 
recommendation along with the relevant background information 

• The HSE SLT can require additional information be provided. If this 
is the case this new information is considered by the Drugs Group. 
The HSE Drugs Group makes its recommendation to the HSE SLT 

• The HSE SLT then makes a reimbursement decision: 
a) Approve as recommended 
b) Refuse as recommended (with the reason for refusal) 
c) Defer the decision – if the HSE SLT is minded to approve 

the drug but there is no budget for the year remaining (i.e. 
the allocated budget for new drugs for the year has been 
utilised). If the HSE SLT wish to seek extra funding, it begins 
a process of engaging with the DOH 

• The HSE SLT issues its final decision to the CPU who in turn notifies 
the applicant of the outcome.  
 

8 Notice to Refuse 

HSE 
Drugs 

Group & 
HSE SLT 

• If a medicine under evaluation has received a negative outcome the 
applicant is written to and informed that they have 28 days in which 
to respond with additional new information. If new information is 
provided by the applicant, it is brought back into the process and is 
then evaluated by the HSE Drugs Group who make a 
recommendation to HSE SLT as per the process identified above.  

• If no additional new information is received, the CPU writes to the 
applicant and provides them with a final notice. If no additional 
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No. Step Name Actors 
Involved Step Overview 

information is then received, the process ends, and the medicine is 
not reimbursed 

9 Appeals High 
Court 

• Under Section 27 (1) of the Act “a relevant period aggrieved by a 
relevant decision may, within 30 days from the date on which the 
relevant person was given the relevant notification, appeal to the 
High Court against the relevant decision.” 

Table 1 - Overview of the Irish Process 
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3.6 STAFFING & RESOURCING OF THE PROCESS  
The staffing and resourcing levels for the actors in the process have been identified in the following sections.  

3.6.1 NCPE 
An external review of resourcing in the NCPE, undertaken in 2017, identified a resource shortage in the NCPE. An 
additional 9 staff were required across a variety of skill areas including senior pharmacists, HTA assessors and 
statisticians to address the resource shortage. 

Following this review, and in order to ensure that the NCPE was able to meet the demands of its additional 
workload, the Minister announced an additional €750,000 would be allocated in 2018 to support the work of the 
NCPE and recruitment of additional staff.  

The staffing and expenditure levels are shown in the table below.  

  2016 2017 2018 2019 
(Estimate*) 

Core funded 
staff (WTE) 5.5 8.5 10.5 17.5 
Core funded 
staff budget 
(€) €644,000 €844,000 €994,000 €1,578,000 

Table 2 - NCPE Staffing Levels 

*The figures for 2019 expenditure are estimates which include all costs e.g. salary, superannuation, non-pay ongoing training and up skilling 
costs. 

The NCPE is now resourced as follows: 

Grade Job Title Number of Staff 
Clinical Director  Director x1 

Chief 1 Pharmacist Head of Research x1 
Chief 1 Pharmacist Head of Assessments x1 
Chief 1 Pharmacist Head of External Engagement x1 
Chief II Pharmacist Senior Health Technology Assessors x4.5 
Grade IV Clerical Office Manager x1 

Senior Pharmacist Health Technology Assessors  x7 
Senior Pharmacist Information Specialists x2 
Senior Pharmacist Statisticians x2 

Table 3 - NCPE Resources 

This newly expanded workforce facilitated the strengthening of the process for both Rapid Review and HTA work.  

These newly introduced roles have expanded the skill set of the NCPE and enabled more in-depth analysis. The 
role of the Information Specialist was introduced to support the work programme of the NCPE, by facilitating the 
creation, organisation and sharing of knowledge. Information Specialists support the NCPE evaluation teams in 
undertaking clinical and cost-effectiveness reviews of Health Technologies as well as undertaking research and 
assisting with research projects. The Statisticians carry out critical appraisals of clinical evidence and economic 
models submitted by applicants, provide statistical support to the NCPE evaluation teams, develop economic 
models, carry out systematic reviews, undertake a meta-analysis of clinical evidence submitted and contribute to 
report writing. 

We also understand that contract staff are also used on occasion by the NCPE in order to fill gaps that exist. The 
contract staff are required to aid the NCPE in completing HTAs. 
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3.6.2 HSE ² CPU 
In the same way as the NCPE has seen an increase in its workload in recent years, so has CPU. This has resulted 
in an increase in the number of posts across most grades of CPU staff. The breakdown of staff in the CPU over the 
last ten years can be seen in the table below.  

Number of Whole Time Equivalent (WTE) Posts 
Year Chief I 

Pharmacist Chief II 
Pharmacist Senior 

Pharmacist Grade V Grade IV Grade III Total 
WTE 

2009 1 1.5 0 1 1 1 5.5 
2010 1 1.5 0 1 1 1 5.5 
2011 1 1.5 0 1 1 1 5.5 
2012 1 1.5 0 1 1 1 5.5 
2013 1 1.5 0 1 1 1 5.5 
2014 1 1.5 0 1 1 1 5.5 
2015 1 1.5 0 1 1 1 5.5 
2016 1 1.5 2 1 1 1 7.5 
2017 1 1.5 2 1 1 2 8.5 
2018 1 2.5 3 1 1 3 11.5 
2019 1 2.5 3 2 0 2 10.5 

Table 4 - CPU Staffing Levels 

The skillset of CPU staff is predominately pharmacy based. 

3.6.3 HSE Drugs Group 
As set out in the memorandum for the HSE Drugs Group in 2014, this Group comprises of representatives from a 
range of different medical backgrounds.  

Current HSE Drugs Group membership is as follows: 

x Medical Consultant 
x General Practitioner 
x Cancer Control Programme (Medical Consultant) 
x Quality Improvement (Medical Doctor) 
x Finance (Economist, PhD) 
x Nursing & Midwifery Services (Director of Nursing) 
x Mental Health (Consultant Psychiatrist) 
x Health & Wellbeing (Public Health Physician)  
x Acute Services (Assistant National Director)  
x Primary Care Reimbursement Services (Assistant National Director)  
x Consultant – Medicine for Older Persons 
x Consultant – Specialist in Rare Diseases 
x Public / Patient Interest Representatives x2 
x Medical Ethicist 

In addition, there are representatives in attendance from the following areas:  

x CPU (Chief Pharmacist) 
x PCRS (Head of Pharmacy)  
x Acute Hospitals (Chief Pharmacist)  
x MMP / NCPE Director   

These additional members attend the HSE Drugs Group meetings in a non-voting capacity but are available to 
provide additional clarifications to members of the HSE Drugs Group should any queries about the content 
provided to HSE Drugs Group members arise.  
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3.6.4 NCCP TRC 
The Secretariat for the NCCP TRC is carried out by the NCCP and individual membership of the NCCP TRC is 
reviewed every 3 years. The TOR for this Committee provide specific guidelines for what expertise the Committee 
membership should comprise. These requirements include:  

x A minimum of three members recommended by relevant professional society, faculty or college, who have 
content experience in the specific discipline and are approved by the NCCP Director. (e.g. Medical 
Oncology, Haematology, Radiation Oncology and Surgical Oncology) 

x NCCP Chief Pharmacist 
x A minimum of one member with Health Economical, Pharmacoeconomics or statistics and epidemiology 

expertise. 
x A minimum of one invited participant from a related clinical discipline (e.g. Pathology or Radiology) 
x NCCP Research Group Lead 
x One representative appointed by HIQA 
x Primary Care Reimbursement Services representative 

Up to three members in addition to those listed above may also be appointed to the Committee. 

3.6.5 Rare Diseases TRC 
As per the TOR for the Rare Diseases TRC, the Committee encompasses the following members:  

x A minimum of three members who are Consultants in Rare or highly specialised diseases, recommended 
by the relevant professional society, faculty or college, who have content experience in the specific 
discipline and are approved by the Clinical Lead for the National Clinical Programme for Rare Diseases 
(e.g. genetic and metabolic diseases, rare coagulopathies such as Haemophilia, and neurodegenerative 
diseases). 

x The Clinical Lead for the National Clinical Programme for Rare Diseases. 
x Chief II Pharmacist x 2 (to include one with Health Economical, Pharmacoeconomics or statistics and 

epidemiology expertise.). 
x A representative from PCRS. 
x A minimum of one invited participant from a related designated centre of expertise, recommended by the 

Clinical Advisory Group for the National Clinical Programme for Rare Diseases, as required, according to 
this speciality area. 

x One representative appointed by HIQA. 
x Two public / patient representatives from a selected panel of three. 
x Up to three additional members may be appointed. 

This committee is only in its infancy having been established in 2018 and to date has been responsible for the 
evaluation of two new drugs. 

3.6.6 HSE SLT 
The HSE SLT play a key role in the process as it ultimately makes the final decision based on the information and 
recommendations provided to them by the HSE Drugs Group, the two TRCs and other stakeholders involved in the 
process.  

The HSE SLT comprises of the following senior members of the HSE: 

x Director General (HSE Directorate)  
x Chief Operations Officer and Deputy Director General (HSE Directorate) 
x Chief Financial Officer (HSE Directorate) 
x Chief Clinical Officer (HSE Directorate) 
x Deputy Director General, Chief Strategy & Planning Officer (HSE Directorate) 
x National Director, Human Resources (HSE Directorate) 
x National Director, Chief Operations 
x National Director of National Services 
x National Director, Community Operations 
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x National Director of Acute Strategy & Planning 
x National Director, Community, Strategy & Planning  
x National Director, Strategic Planning & Transformation 
x National Director, Quality Improvement 
x National Director, Quality Assurance and Verification 
x National Director of NCCP 
x National Director, Health Business Services 
x Chief Information Officer 
x National Director of Screening and CAWT 
x National Director of Communications 
x National Director Internal Audit 
x Corporate Secretary 

These skillsets are many and varied and this grouping has the know-how and knowledge to address all the criteria 
set out in the act.  
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4 OBSERVATIONS ON GOVERNANCE 

4.1 GOVERNANCE OVERVIEW 
A review of governance of a process differs considerably from a corporate governance review. There isn’t a code 
which should be followed or a checklist of established requirements that must be adhered to which indicate that 
appropriate governance arrangements are in place.  

When we are reviewing the governance of a process our considerations encompass whether a process is 
transparent, prudent, evidence based, efficient, cognisant of HSE and Government strategy and policy, open, 
consistent, delivering value, acceptable to stakeholders, designed to deliver strong accountability and providing 
evidence of monitoring and subject to regular audit. 

4.2 GOVERNANCE PILLARS 
As part of this project we agreed with the Department that this process would demonstrate strong governance if it 
can be concluded that the process is delivering on the following: 

x Pillar A: It is designed and operating in line with legislation 
x Pillar B: It demonstrates transparency, prudence, efficiency, openness and consistency 
x Pillar C: The outcomes from the process are both acceptable to stakeholders and are complied with 
x Pillar D: The process is producing results that are in line with international norms 
x Pillar E: The process is evidence based and strong review and monitoring are evident 
x Pillar F: The process is appropriately staffed, and the correct expertise are on hand to deliver fully on the 

process requirements. 

These 6 requirements were defined as the governance pillars for this process. Section 5.3 below details Mazars 
observations under each pillar. 

4.3 OBSERVATIONS OF CURRENT PROCESS AGAINST GOVERNANCE PILLARS 

4.3.1 Pillar A: Designed and Operating in Line with Legislation 
Q Is the process designed and operating in line with legislation?  

The relevant legislation for this process is the Health (Pricing and Supply of Medical Goods Act) 2013. Our 
observations under this pillar are the following: 

x The legislation is clear that the HSE is the process owner. This process is owned and controlled by the 
HSE. 

x In Section 18 (1) of the Act it states that “the Supplier may make an application”. The current process is 
operating in line with this requirement as applications are accepted from Suppliers. 

x This process processes applications from suppliers for inclusion on the reimbursement list.  This is in line 
with Section 17 (1) of the Act which requires the “Executive” “to establish and publish on its website” and 
“maintain” “the reimbursement list”. The “Executive” is the term used to define the Health Service 
Executive in the Act.   

x As part of the process the decisions on each application for medicine reimbursement are taken by the 
HSE. This is in line with S18. (2) which requires that a determination is made on an application by the 
“Executive”.  

x The Act stipulates that where “the Executive receives an application” “it shall, before the expiration of a 
period of 180 days from the day on which it received the application or such longer period as may be 
required by the operation of subsection (3), determine the application,”. Subsection 3 refers to “additional 
information” required from the applicant to make a determination on the application. Having reviewed the 
data provided to us as part of this review which relates to applications determined subsequent to the 2016 
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IPHA agreement we note that only 22% of those applications completed the application process within a 6-
month period which equates to the 180 days period prescribed in the documentation.  

x Section 19 (4) of the Act requires the Executive to have “regard to Schedule 3” of the Act when making 
their decision on each application. Schedule 3 of the Act describes the nine criteria that the HSE must 
consider when reaching reimbursement decisions on medicines. We note that during the process:  

o The NCPE’s recommendations address three of nine criteria detailed in the Act, including the:  
� Efficacy, effectiveness and added therapeutic benefit, 
� Cost-effectiveness, and 
� Budget impact. 

o The HSE’s deliberations on each application addresses the following criteria 
� Efficacy, effectiveness and added therapeutic benefit, 
� Cost-effectiveness, 
� Budget impact. 
� Health needs of the public, 
� Proposed costs, benefits and risks of the item or listed item relative to therapeutically 

similar items and the level of certainty in relation to the evidence of those costs, benefits 
and risks, 

� Availability and suitability of the medicine for supply and reimbursement under the current 
schemes, 

� Clinical need for the medicine, 
� Availability of the appropriate level of clinical supervision to ensure patient safety, and 
� Resources available to the HSE. 

We observed these criteria being considered through our review of NCPE output, the HSE Drugs Group 
pack prepared by the CPU, our review of the HSE Drugs Group minutes and notices of decision issued by 
the HSE.  

x As per the TOR for the NCCP TRC “the recommendations will be informed by the Committee discussion, 
guidelines developed by the relevant clinical group and the critique of the Health Technology Assessment 
submission, or similar, by the National Centre for Pharmacoeconomic Evaluation or other body.” The 
processes which the NCCP uses in this process are indicative of strong governance in adherence to the 
requirements of the legislation. 

x We understand from our consultations that a member of the NCPE team can attend the HSE Drugs Group 
and can input into the NCCP TRC meeting, as required, to address queries which may arise on the HTA.  

x The Act requires the HSE to communicate the decision on an application with the applicant in writing –“The 
Executive shall, as soon as is practicable after making a relevant decision (but, in any case, not later than 
14 days after making the relevant decision), give notice in writing of the relevant decision, together with its 
reasons for the relevant decision, to the supplier of the item or listed item the subject of the relevant 
decision”. This notice should be provided where the decision is to add the item to the list (whether it is 
subject to conditions or not) or not to add the item to the list. We reviewed a sample of notices of decision 
as part of our review and we note that these documents comply with the information requirements set out 
in the Act.  

x Section 19 (5) of the Act requires the HSE to have “regard to the HTA assessment guidelines”. These 
guidelines are published by HIQA. We note that the Senior Management Team at both the NCPE and the 
CPU are represented on the Scientific Advisory Group which worked with HIQA to prepare the guidelines.  

x Section 20 (1) of the Act permits the HSE to “attached conditions to the supply or reimbursement” of an 
item. We have observed this practice as part of the process and have noted references to those conditions 
in the HSE Drugs Group minutes reviewed. 

x Schedule 1 Part 2 of the Act -Decisions of the Executive. This section stipulates that the notice of proposal 
will include “a statement that each relevant person has the right to make representations in writing (in this 
Part referred to as “relevant representations”) to the Board (“HSE SLT”) with respect to the proposal within 
a period of 28 days after the relevant person concerned received the notice or such longer period as the 
Board permits in any particular case”. This is actively completed as part of the process. Applicants are 
given the opportunity to make representations and those representations are considered before a final 
decision is made on the application. 

x Section 27 (1) of the Act provides for an appeal to the High Court. We understand that no cases have been 
heard in the High Court regarding this process to date.  
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4.3.2 Pillar B: Transparent, Prudent, Efficient, Open and Consistent 
Q Is the process designed and operating transparently, prudently, efficiently, openly and consistently? 

x We established, through our review of the process, that the NCPE, CPU, NCCP TRC and Rare Diseases 
TRC work independently of each other. Each of these actors carry out their role in the process 
independently. This is consistent across all applications which demonstrates prudence as each actor uses 
the resources it has at its disposal to reach its recommendation. 

x The HSE Drugs Group makes a recommendation to the HSE SLT having considered the work undertaken 
by the other Actors in the process i.e. the Rapid Review completed by the NCPE, the HTA completed by 
the NCPE, the recommendation provided by the NCCP TRC (if applicable), the results of the pricing 
negotiations completed by CPU, the recommendation made by the Rare Diseases TRC (if applicable) and 
the comprehensive report prepared by CPU to summarise the application. This information is collated and 
provided to the HSE Drugs Group by CPU as secretariat to the HSE Drugs Group. It is prudent that the 
HSE Drugs Group reviews the work of all the process actors prior to making its recommendation  

x CPU produce a comprehensive report for all applications which is presented to the HSE Drugs Group. We 
reviewed a number of these as part of this review and noted that the comprehensive report summarises 

o the timelines of the application,  
o the condition that the medication is proposed to treat,  
o the support information received,  
o cost effectiveness analysis,  
o budget impact analysis,  
o the NCPE recommendation,  
o price negotiations,  
o international reimbursement statistics and  
o submissions received from patient advocacy groups.   

This is a comprehensive document which collates the most pertinent information in one document. This 
action demonstrates both efficiency and consistency in the process.  

x Further to our consultations with the process actors we understand that the level of information provided to 
the HSE SLT members differs depending on whether the HSE Drugs Group recommendation is 
contentious or not. Where an application is considered contentious the full suite of documentation is sent 
to each member of the HSE SLT at least 7 days in advance of their meeting. Where an application is not 
considered contentious, they will receive the CPU comprehensive report and the recommendation from the 
HSE Drugs Group. Both of which summarise the full suite of documentation.  

x The process currently considers the target patient population for the drug under consideration. This is 
consistent for all applications.   

x The Rare Diseases TRC was introduced to allow additional consideration for medicines which treat a rare 
disease. We note from both the process documentation provided to us as part of this review and the 
published minutes of the HSE Drugs Group that where the HSE Drugs Group is minded to provide a 
negative recommendation on an application which falls within the remit of the Rare Diseases TRC that the 
application and supporting documentation is referred to the Rare Diseases TRC for consideration. The 
Rare Diseases TRC then makes a recommendation to the HSE Drugs Group. This also demonstrates 
efficiency in the process as applications which are going to receive a positive recommendation from the 
HSE Drugs Group do not require additional review by the Rare Diseases TRC and this would cause 
unnecessary delay in the process. 

x The working processes of the RDTRC demonstrate prudence and transparency in the process as it allows 
for additional consideration of the application. Their processes are designed to seek addition applicant 
input, patient input (to include consideration of patient experience) and clinical review of the evidence in 
relation to these applications.  

x Two of the HSE Drugs Group members are public/patient interest representatives. Two elected patient 
representatives are members of the RDTRC. The introduction of public/patient interest representatives is 
prudent from the perspective of reaching a fully rounded recommendation on each of the applications 
considered.  

x Whilst the process is outlined in the IPHA agreement, we have not been provided with a comprehensive 
process description document which is publicly available and owned, controlled and regularly updated by 
the process owner i.e. the HSE which details:  
 

1. the process from commencement to completion,  
2. the pathways which an application can follow and 
3. the rationale for why certain applications are reviewed by various actors within the process.  
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There are several pathways that an application can follow through the process. This is not an issue as it is 
appropriate that the assessment process for certain applications would differ. However, the absence of a 
document of this nature highlights a lack of transparency and openness in the current process. 

x The HSE does not publicly document the progress of applications through the process. We note that the 
NCPE website does document the start and completion date for both the Rapid Review and the HTA 
together with the outcome of both. The NCPE also provide a comment as to whether the drug was 
approved or not and the date that that decision was reached. However, further to our review we note that 
there is no information of this nature available on the HSE website. The progress of each application post 
HTA and pre final decision is not documented publicly. This demonstrates a lack of transparency and 
openness in the current process.  

x We confirmed through our meetings with the actors and our review of the terms of reference of the actor 
groups in the process that conflicts of interest must be declared by members of the actor groups. This is in 
line with best practice from a transparency, openness, consistency and prudence perspective.  

x We confirmed through our meetings with the actors in the process, that whilst information circulated is 
encrypted, not all of the actors have access to a HSE email account. Some members are using their 
private / work email addresses. This is not prudent from a process governance perspective. 

x CPU have confirmed to us that there is not a service level agreement (SLA) in place between the NCPE 
and the HSE. SLAs stipulate the required service level which is then monitored throughout the lifetime of 
the agreement. It is important that this active monitoring does take place to ensure the efficiency of the 
process. It is not prudent to continue to operate in the absence of an SLA.  

x The introduction of the Rapid Review mechanism has increased efficiency in the process given that certain 
applications are concluded upon subsequent to the RR.  

x The NCPE meets with applicants prior to commencing the HTA to discuss the matters highlighted in the 
RR which necessitated a HTA being undertaken. In addition, the NCPE also undertakes a FAC with the 
applicant prior to completing the HTA. These process steps highlight prudence, efficiency, openness and 
transparency in the current process.  

x We found no evidence of an independent audit of the process being undertaken during our review of the 
process.  

x Guidelines are publicly available to support applicants in making their application. 
x The applicants are asked to provide details of the progress and outcomes of their applications in other 

jurisdictions and the also NCPE carry out research on this as part of their work. This information is 
specifically included in the report for the HSE Drugs Group. This information is gathered through the 
NCPE’s submission applicant template which is available on the NCPE website. This document specifically 
details what is required. 

4.3.3 Pillar C: Acceptable to Stakeholders and Outcomes Complied With 

Q: Is the process producing outcomes which are acceptable to stakeholders and are the outcomes from 
the process complied with?  

x Decisions are made by the HSE SLT and those decisions are complied with 
x The HSE SLT rarely deviate from the HSE Drugs Group recommendations on individual applications which 

is to be expected given the forensic review undertaken on each application prior to the application being 
referred to the HSE SLT for decision. Having reviewed the minutes of the HSE Drugs Group for 2018 we 
found two instances where the recommendation of the HSE Drugs Group on a given application was 
negative and the ultimate decision of the HSE SLT was positive which resulted in the drugs being added to 
the reimbursement list. It is positive from a governance perspective that the HSE SLT’s decision reflects 
the views of the HSE Drugs Group in the majority of cases but also positive from a process governance 
perspective that the HSE SLT is not required to make decisions which concur with the recommendations 
made by the HSE Drugs Group where they do not agree with those recommendations.  

x Currently patient submissions are captured during the HTA phase of the process. During this phase, 
patient representatives are asked to provide submissions to the NCPE. The NCPE include a summary of 
the submission in the HTA report and the full submission as an appendix. However, given that the HTA is 
evidence based the patient submission is not persuasive the NCPE’s HTA outcome. This HTA report is 
brought to the HSE Drugs Group for their consideration and the patient submission is considered as part of 
the HSE Drugs Group review process. The submission of patient representative submissions to the NCPE 
is inefficient as these patient submissions are not persuasive the NCPE HTA outcome. Submission to the 
NCPE may lead patient groups to think that their submission will inform the HTA.  
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x Our review and analysis of the data provided to us as part of this review (which relates to the applications 
decided upon further to the 2016 IPHA agreement) highlights that only 36% of the applications complete 
the full process within a 12-month period, this increases to 45% after 18 months, 62% after 24 months and 
86% after 35 months. These timelines are not in line with the spirit of the timelines set out in the Act which 
stipulates 180 days and allows for delays where additional information is required from applicants.  

4.3.4 Pillar D: Producing Results in Line with International Norms 
As part of this review, a benchmarking exercise was undertaken. It was agreed that the processes in four 
jurisdictions would be benchmarked against for this review. Following discussions with the Department and 
consultations with actors in the process, the four jurisdictions identified for benchmarking purposes are:  

x Australia – Pharmaceutical Benefits Scheme (PBS)  
x Canada – Common Drug Review (CDR) 
x Scotland – Scottish Medicines Consortium (SMC) Appraisal Process 
x UK – National Institute for Health and Care Excellence (NICE) Appraisal Process 

The following sub-sections provide both a high-level overview of each of the benchmarked processes and describe 
how they compare when examined in the context of the Irish process.  

4.3.4.1 Overview of Benchmarked Processes in Other Jurisdictions 
Australia 

x Applications for reimbursement are processed through the Pharmaceutical Benefit Scheme (PBS) 
x The Australian Government, through the Australian Department of Health delivers the PBS  
x There appear to be 13 broad process steps which are detailed in the graphic below. The process structure 

is fully documented, easily accessible online on the process owner’s website and regularly updated to 
reflect changes to the process. This documentation can be easily accessed online.  

x Applications for reimbursement are permitted further to approval by the Therapeutic Goods Administration  
x The submission process encompasses: 

o The option for the applicant to request a pre-submission meeting with the Department of Health to 
prepare for submission 

o The receipt of a formal intent to apply notification from the application 21 weeks prior to the target 
appraisal meeting date 

o Following this a complete application must be received 17 weeks prior to the target appraisal 
meeting date  

x The evaluation of the application and supporting documentation is outsourced to an external entity (from a 
framework tendered every 4 years). This review must be completed within 10 weeks. 

x As part of this review, the applicant is given the opportunity to provide commentary on the output from the 
“external entity’s” evaluation 

x The output from the evaluation undertaken by the external entity is also then provided to the Economic 
Sub-Committee (ESC) for review. A selection of applications will also be provided to the Drugs Utilisation 
Committee (DUSC) for consideration. These committees produce review documents which are provided to 
both the applicant (for their commentary) and Pharmaceutical Benefits Advisory Committee (PBAC), 
(equivalent to the HSE Drugs Group).  

x Input on each application is also sought from consumers. Consumers in this case are patients. They 
submit their input online and this information is collated by the PBAC consumer representative team and 
provided to the PBAC. 

x The PBAC meets three times a year. During these meetings, applicants can make an oral presentation 
regarding their submissions. Consumer/Patient submissions are reviewed by the PBAC. The PBAC 
appraisal meeting is not open to the public. There are both patient and industry representatives on the 
PBAC committee. 

x If during their appraisal the PBAC consider it beneficial, a stakeholder meeting process can be convened. 
This is broadly equivalent to the Rare Diseases TRC process in Ireland. 

x If the PBAC can make a recommendation without convening a stakeholder meeting, it proceeds to 
communicate that recommendation to the applicant. If it is decided: 

o to recommend then it must issue a notification to the applicant within 15 days 
o not to recommend it must issue a notification to the applicant within 25 days 
o to defer their recommendation, it must issue a notification within 25 days  

x If the recommendation is not to recommend an application, the applicant can then request to meet the 
PBAC Chair and / or request an independent review be undertaken. The independent review is undertaken 
by an independent conveyer.  

x Outcomes from the PBAC meetings are published.  
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x Pricing negotiations commence between the Department and the applicant following completion of the 
PBAC appraisal. 

x The budget impact of the application is finalised based on what is agreed in the pricing negotiations 
x A draft deed of agreement is prepared which is signed by the Minister and this drug is then listed on the 

PBS reimbursement listing 
x We note that, in this process estimated timelines for processing applications for reimbursement are only 

available prior to the conclusion of the appraisal meeting outcome when the Public Summary Document is 
published. These timelines do not estimate the time required to negotiate pricing. 

x The Minister for Health is the final decision maker in this process 
 

The above process is summarised in the following flow chart 

 
Figure 2 - Australian Process Overview 

Canada 

x Applications for reimbursement in Canada are processed through the Common Drug Review (CDR) 
process which is facilitated by the Canadian Agency for Drugs and Technologies in Health (CADTH). 
CADTH is an independent, not-for-profit organisation funded by the federal, provincial, and territorial 
governments in Canada (except Quebec where there is a different process via the Institut national 
d'excellence en santé et services sociaux, or INESSS).  

x The main role of CADTH is to provide evidence and advice to Canadian healthcare decision makers about 
drug funding decisions and the optimal use of health technologies. In Canada the ultimate decision makers 
are the individual Drug Plans (insurance cover for prescription drugs).  

x There appear to be 13 broad steps in the CDR process. These steps are detailed in the graphic below. 
The process is fully documented and regularly updated. This documentation can be easily accessed 
online. Estimated timelines for the processing, review and recommendation of applications are only 
provided until the CDEC’s (see below for CDEC description) recommendation embargo is lifted and the 
review report is published.  

x A sponsor or the drug plans may file a submission for a new drug, a drug with a new indication, 
or a new combination product that has received or has a pending Notice of Compliance (NOC).  

x Prior to a CDR submission being received, applicants are offered the opportunity to participate in a single, 
one-hour pre-submission meeting with CADTH (one meeting per submission). Once an applicant has 
determined that they are going to provide a submission to the CDR process, they are required to provide 
CADTH with at least 30 business days advanced notice that they intend to file such a submission.     
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x Once this advance notice has been received, CADTH can start preparing for receipt of the submission. 
The first step in this is posting a call for patient input via Twitter, CADTH website and E-Alerts. This is done 
20 business days before the anticipated filing date. 

o This input can be submitted by patient groups, individual patients or caregivers who have 35 
business days to prepare and submit their input.   

o This input is summarised by CADTH, issued to the submitting patient groups to confirm the 
summary’s accuracy which is then read out by public members of the Canadian Drug Expert 
Committee (CDEC) later in the process.  

x CADTH provides the applicant with a CADTH contact name which all enquiries are to be directed to. 
x CADTH then establishes a review team to determine the review approach before commencing the review 

of the submission.  
o All CADTH review teams include at least one clinical specialist with expertise regarding the 

diagnosis and management of the condition for which the drug is identified.  
o These clinical experts are involved in all phases of the evaluation and attend CDEC meetings.  

x CADTH issues a call for clinical experts from which a clinical panel will be formed by CADTH. Following 
the establishment of a clinical panel, this panel will then meet to evaluate the drug under review.  

x Each of the individual Drug Plans are also invited to provide their input on each drug being evaluated.  
x CADTH then begin the process of consolidating all the information available for the review. Patient input, 

clinical input, Drug Plan input and the review reports prepared by the CADTH review team are all 
consolidated. Additionally, the applicant is also given the opportunity to make comments on the CADTH 
review team reports and the clinical input. These comments are also consolidated with the information 
listed previously and all are provided to CDEC members. CDEC is the appraising group responsible for 
making a recommendation on the medicine under review. It is somewhat similar to the HSE Drugs Group 
in Ireland.  

x CDEC meets to review the applications submitted to then approximately 12 times per year. The CDEC 
appraisal meeting is not open to the public. There are public representatives on the CDEC who bring a 
“lay” perspective to the discussion. Following discussions at these meetings, CDEC members must vote 
on one of the following recommendation options: 

o Recommendation to reimburse 
o Recommendation to reimburse with conditions 
o Recommendation not to reimburse 

x If an applicant is unsatisfied with a recommendation decision, they can request a reconsideration. If 
CADTH cannot resolve the issue, the matter will be forwarded to the CDEC for reconsideration.  

x Following a CDEC recommendation, or a review of a reconsideration, CADTH publish the CDEC 
recommendation on its website.   

o An existing CDEC recommendation may also be revised based on the outcome of a therapeutic 
review if one takes place. This is a process that reviews therapeutic drugs in order to support drug 
listings. Recommendations based on these reviews are still made by the CDEC.  

x Following a recommendation to reimburse, the pan-Canadian Pharmaceutical Alliance (pCPA) a separate 
body with responsibility for joint, public drug plan negotiations for brand drugs in Canada, undertake 
negotiations with applicants.   

x Upon the conclusion of negotiations, each drug plan makes their own reimbursement decision which 
factors in the CDEC recommendation, the negotiated position along with their own other factors e.g. 
mandate and jurisdictional priorities etc. Once an agreement is reached, a Product Listing Agreement 
(PLA) is agreed between the applicant and the Drug Plan.   

The above process is summarised in the following flow chart.  
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Figure 1 - Canadian Process Overview 

Scotland 

x In Scotland, NHS Scotland Boards are responsible for making medicines available in their respective 
areas. Before an NHS Scotland Board can make a medicine available for reimbursement however, it must 
first be evaluated to ensure that it is fit for purpose and meets the requirements for evaluation,  

x This evaluation of medicines for reimbursement in Scotland is carried out centrally by the SMC.  
x There are eight high level phases involved in the reimbursement decision making process in Scotland. 

These are highlighted in the graphic below. The SMC process is fully documented. There is a central 
repository of information available on the SMC website with video testimonials and detailed documentation 
providing information on the various stages of the SMC process. Timelines for this process are detailed 
from submission to evaluation by the appraising SMC Committee 

x Once a manufacturer has been granted market authorisation from the EMA or Medicines and Healthcare 
Products Regulatory Authority (MHRA) they can make a submission for reimbursement to the SMC.  

x Once the SMC has received the evidence from the applicant, an internal SMC evaluation team begins 
assessing the evidence provided in the submission. This team includes, clinical pharmacists and health 
economists who carry out an assessment of the evidence,    

x Following this initial review, the information is provided to the SMC New Drugs Committee (NDC). The 
NDC, a scientific working group of the SMC, offer preliminary advice to the applicant regarding their 
application. This allows applicants the opportunity to provide feedback and address uncertainties before a 
medicine is considered by SMC Committee. The NDC then make their recommendation which is provided 
to the SMC Committee, the ultimate decision-making body in Scotland.  

o If the preliminary NDC advice is not to recommend, then the applicant may request a Patient and 
Clinician Engagement (PACE) meeting. This is similar to the Rare Diseases TRC process in 
Ireland as it allows for patient submissions and additional factors that may not be captured during 
an initial evaluation to be considered. The output from the PACE meeting is considered to be a 
“major factor” in SMC Committee decision making. 

o If not already agreed, following an NDC recommendation a Company may also submit a Patient 
Access Scheme (PAS) to improve the cost effectiveness of the medicine under review.  A Patient 
Assessment Scheme Assessment Group (PASAG) reviews these submissions and their outcome 
is provided to the SMC Committee.  

x Patient input from patient groups and volunteers is also collated. Summaries of these submissions are 
presented during SMC Committee meetings (described below) by a member of the Public Involvement 
Team. One representative per submitting patient group can participate at the SMC committee meeting, 
during discussions for the medicine for which they provided a submission. Their role is to answer questions 



 
 
 
 

 
35 

from committee members, relating to patient and carer issues, and provide points of clarity relating to their 
Patient Group submission, as required. 

x All available information is then collated and provided to the SMC Committee members. This Committee is 
the appraisal group in Scotland that is similar to the HSE Drugs Group in the Irish process except that in 
the Scottish case, they are also the final decision maker as well as the appraiser. The SMC Committee 
appraisal meeting is partly open to the public. There are both “Public Partners” and industry 
representatives on the appraising SMC Committee. 

x The SMC Committee can make one of three decisions on a medicine which are:  
o Accepted  
o Accepted with restrictions 
o Not recommended 

x This decision is then provided to the NHS Scotland Boards.  
x Once the SMC accepts a new medicine, the NHS Scotland Boards are expected to make it (or an 

equivalent) available. The final decision-making body in Scotland is the appraising SMC Committee rather 
than the NHS Scotland Boards as once an SMC Committee recommendation is made the NHS Scotland 
Boards must implement it.   

The above process is summarised in the following flow chart 

 
Figure 2 - Scottish Process Overview 

UK (excluding Scotland) - NICE 

x The National Institute for Health and Care Excellence (NICE) provides guidance to the NHS in England on 
the clinical and cost effectiveness of selected new and established technologies. NICE carries out 
appraisals of health technologies at the request of the Department of Health and Social Care. Guidance 
produced by NICE on health technologies is also applied selectively in Northern Ireland and Wales. 

x NICE provide guidance on the “technology” (medicine) under review.  
x There appear to be 9 broad steps involved in the process. The process is fully documented and regularly 

updated. This documentation can be easily accessed online. Estimated timelines are available for the 
NICE process. This process covers from inviting stakeholder participation and requests to applicants for 
evidence through to the publishing of the Final Appraisal Document (FAD).  

x The process used by NICE for assessing a single drug or treatment for a single indication is known as a 
“Single Technology Appraisal” (STA).  

x The NICE process only appraises topics which are identified by the National Institute for Health Research 
(NIHR) and are then referred to NICE by a joint decision-making group which includes NICE, the 
Department of Health and Social Care and NHS England. “A topic will not be considered if the technology 
has not been granted a marketing authorisation (or equivalent) or if there are no plans for it to receive 
marketing authorisation (or equivalent)” Market authorisation is also required prior to the appraisal process 
commencing.  

x After a topic for appraisal has been referred to NICE, a pre-submission phase then commences. This 
includes:  

o NICE inviting relevant stakeholders to take part in the appraisal. All non-applicant consultees then 
have 8 weeks to submit a statement on the potential clinical and cost effectiveness of a treatment.   

o NICE request the applicant to submit their evidence to support the assessment. This evidence 
must be received within 8 weeks of the request being issued by NICE.  
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o NICE updates its website to reflect the appraisal details which includes the brief and scope for the 
appraisal to be undertaken. These are unique to each appraisal.  

o NICE also request nominees from stakeholders for experts to partake in the process. These 
nominees are subsequently reviewed by NICE and the Chair of the Appraisal Committee (similar 
to the HSE Drugs Group) and certain nominees are requested to partake in the process. Clinical, 
commissioning and patient experts are also requested to submit statements and attend the 
Appraisal Committee meeting (detailed below) to present their views.  

x Applicants submit their evidence prior to the eight-week deadline set by NICE in order for an appraisal to 
proceed.  

x Once all the evidence has been received the Evidence Review Group (ERG), an independent academic 
centre, commences its critique of the evidence submitted by the applicant. The ERG then prepares a 
report on the clinical and cost-effectiveness of the technology under review. If evidence submitted is 
incomplete, NICE may send a letter of clarification to the company who then have 10 days to provide this 
additional information.  

x The expert statements that were requested by NICE, when received are forwarded to the ERG to include 
as part of their review.  

x Once the ERG has completed its evaluation, the ERG Report is sent to NICE. A Technical Team in NICE 
then produce a Technical Report which considers a company submission, the ERG Report, expert 
statements, company statements and discussions. This draft Technical Report is then issued to 
stakeholders for comment who have 20 days to respond with comments. If received, these comments are 
then factored into the Technical Report.  

x The (Technology) Appraisal Committee (TAC), an independent advisory committee somewhat similar to 
the HSE Drugs Group who make the final recommendations, is then sent a number of documents 
including; the ERG report and comments, company submissions, expert statements and the technical 
report. An Appraisal Committee meeting is then held to consider the committee papers and hear from 
nominated clinical patient and NHS commissioning experts. There are both patient and industry 
representatives on the Appraisal Committee 

x Part 1 of this Appraisal Committee meeting is open to the public and press. Part 1 of NICE appraisal 
committee meetings is usually open to members of the public and press. There may be occasions when a 
meeting will be entirely closed because it is not possible to conduct business without referring to 
confidential information, or without discussions being commercially sensitive. 

x Following consideration, the Appraisal Committee decide to either: 
o Produce a Final Appraisal Document (FAD) which includes their final recommendations or 
o Produce an Appraisal Consultation Document (ACD) – this is only produced if a technology is not 

recommended or has restrictions.  
x If an ACD is produced by the Appraisal Committee, then a consultation period is entered into. This involves 

the ACD being sent out for comment. Stakeholders then have 20 days to submit comments on the draft 
recommendations included within the ACD. The ACD and supporting documents are also published on the 
NICE website and for 15 days are open to comments arising from a general consultation.  

o Once consultation on the ACD ends, the Appraisal Committee considers the comments received 
relating to the ACD and makes its final recommendations on how the technology should be used in 
the NHS. This results in the production of a FAD. Again, part 1 of this Appraisal Committee 
meeting is open to the public.   

x Following a FAD being produced (either after the initial Appraisal Committee meeting or following the ACD 
consultation process), the FAD and supporting documents are send to stakeholders.  

o Consultees have 15 days to appeals against the recommendations in the FAD (appeals process 
detailed below) 

x The FAD is then published by NICE.  
x Following the publication of the FAD, and if no appeals are received, guidance is then prepared for 

publication and NICE issues the final recommendations as NICE guidelines. The technology appraisal is 
published on the NICE website.  

x If an appeal is received that satisfies a number of set out criteria, then appeals are considered. If 
necessary, changes are made to the final guidance documents and an appeal decision is published. There 
is no possibility of a further appeal within the NICE process however, this decision and NICE’s decision to 
issue the final guidance may be challenged by applying to the High Court for permission to apply for a 
judicial review.  

x The ultimate decision-making authority in this process is the Appraisal Committee. This is due to the fact 
that, if the Appraisal Committee recommends in the FAD that a technology (medicine) must be reimbursed, 
the NHS must facilitate the NICE recommendations within 3 months.  
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x In the NICE process, there is a Public Involvement Programme (PIP) in place. This public involvement 
team sees a public involvement advisor assigned to each appraisal and supports patient and carer 
consultee organisations, their representatives and individual patients and carers throughout the appraisal 
process. This team also supports the lay members of the appraisal committees.  

x Patient submissions to the process are gathered by NICE before being sent to the various groups for 
review.  

The above process is summarised in the following flow chart 

 
Figure 3 - UK Process Overview 

 

4.3.4.2 Observations from the Benchmarking Exercise 
Q Is the current process producing results which are in line with international norms? 

While the above process descriptions and visuals show that there are certain elements of the international 
processes reviewed which align to the Irish process, it is important to emphasise that each process is unique and 
has been developed over time to meet the specific needs of the individual countries in the same way that the Irish 
process has. Therefore, the processes are not directly comparable. However, it is possible to compare elements of 
each process.   

Our observations from the benchmarking exercise include:  

x In Ireland, the process owner is the health service provider, that is the HSE. In addition to the HSE being 
responsible for delivering the decision-making and reimbursement process, it is also the ultimate decision-
making authority in the process. As an ultimate decision-making body, the HSE SLT and therefore Ireland 
operates in line with both Australia and Canada as both Australia and Canada have no public 
representation on the final decision-making body. This differs from NICE and the SMC. The SMC 
Committee and NICE Appraisal Committee are both the appraisal body and the final decision makers in 
the process. They are independent and separate to their respective healthcare providers, NHS Scotland 
and NHS England, who are obliged to adopt the decisions of SMC and NICE, respectively.  

x In Ireland, guidance on the process is provided across a number of different sources, documents and 
websites. This necessitates any stakeholder wishing to understand the process of medicine 
reimbursement to undertake significant research and to consult multiple sources. For all other countries 
reviewed, there is a central repository of information available which helps to provide an overview of and 
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guidance on the entire process. In addition, three of the international processes examined have a detailed 
guidance document available to aid patient, applicant and the public understanding of the process. In 
Australia, there is a detailed document titled “Procedure Guidance for listing Medicines on the 
Pharmaceutical Benefits Scheme”, CADTH have a similar document for their processes titled “Procedure 
and Submission Guidelines for the CADTH and NICE have titled their detailed guidance document “Guide 
to the Processes of Technology Appraisal”. In Scotland, the SMC has published multiple documents 
providing details of many aspects of their process e.g. PACE and Public Access Scheme overview 
documents. In each of these countries, the respective websites also offer supplementary information on 
the process.   

x Similar to the Irish process, each of the processes reviewed have incorporated patient input into their 
respective reimbursement processes. In many ways patient involvement in the process is similar as the 
patient input is considered as part of the final appraisal meeting in each of the processes benchmarked. 
However, the approaches for delivering the patient input to the appraisal bodies differed somewhat from 
the Irish process. In Scotland, one patient representative can sit in on the SMC Committee meeting. 
Additionally, a summary of the patient submission is presented to the SMC Committee by a member of the 
Public Involvement Team. Somewhat similarly, in Canada the patient submission summary is read out by 
the public representative on the CDEC. In Australia, patient input is submitted online, collated by the 
patient representative team and provided to PBAC. Under the NICE process, patient representatives are 
consultees within the process, they receive documentation during the process and can attend the appraisal 
meeting and can also log an appeal to the outcome of the process.  In Ireland, patient input is considered 
as part of the HSE Drugs Group appraisal process. 

x While each of the jurisdiction’s processes captured patient input, we note that in certain processes their 
input is supported by a dedicated public / patient team. For example, in Australia there are PBAC 
consumer representatives, the SMC has a Public Involvement Team who proactively contact and liaise 
with patient groups and NICE has a Public Involvement Programme (PIP) team in place. Canada, on the 
other hand is similar to Ireland i.e. while it captures patient input as part of the process, we have not noted 
reference to a dedicated public / patient involvement team in place to guide patients on their submission.    

x In Ireland, the process for capturing patient input into the process for the most part rests with the NCPE 
(except where the Rare Diseases TRC review an application and there is additional patient input at that 
point). In the Irish process patient input is captured during the HTA phase. Patient groups / representatives 
make their submission to the NCPE. The NCPE cannot use this information to support their 
recommendation. In all other countries reviewed, this information is submitted to the actor within the 
process who will ultimate evaluate this information in their evaluation process.  

x In Ireland, the appraisal meeting held by the HSE Drugs Group is held in private i.e. it is not open to 
members of the public. This is in line with the appraisal meetings that take place as part of the PBS and 
CADTH processes in Australia and Canada. In Scotland and the NICE process, part of their appraisal 
meetings are open to the public. In Scotland, Part 1 of the SMC Committee meeting is open to the public 
and NICE have Part 1 of their Appraisal Committee meetings open to the public and the press.  

x The HSE Drugs Group membership composition is similar to that of appraisal bodies in other jurisdictions 
examined. In all instances there is a mixture of clinical experts, medical practitioners and public 
representatives of varying backgrounds on the appraisal body. However, there is one area where the 
composition of the HSE Drugs Group differs from the three of the four processes benchmarked - industry 
representation. Across three of the benchmarked processes (UK (NICE), Scotland (SMC) and Australia 
(PBS)) there is industry representation on the appraising group. This does not appear to be the case in the 
CADTH process in Canada.  

x In Ireland, the negotiations with the manufacturer take place as part of the decision-making and 
reimbursement process i.e. negotiations and medicine appraisal are not separated. This is an area where 
the approach taken is unique to each process benchmarked. Under the SMC and the NICE process, there 
are no negotiations undertaken are part of the process in normal course. Instead companies include a 
price and or a patient access scheme agreement within their submission which is then either 
recommended or not by the relevant appraising bodies. In Australia and Canada, negotiations take place 
after a PBAC / CDEC appraising group recommendation has been made. In these instances, negotiations 
then commence after a drug has been recommended for approval / inclusion / reimbursement. In Canada 
there is a separate body, the pCPA, who is responsible for negotiating on behalf of all of the Canadian 
Drug Plans that fall under CADTH. In Australia, the applicant enters into a pricing pathway following a 
successful PBAC outcome which sees negotiations between the Department of Health and the applicant 
carried out.  

x The number of times the HSE Drugs Group meets per year is aligned to the number of times that the 
CDEC in Canada and SMC Committee in Scotland meet per year. In Australia, the PBAC only hold three 
meetings per year.  NICE has four Appraisal Committees across England who each meet approximately 
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12 times per year which equates to 48 meetings in total which is significantly more than the other 
processes reviewed.  

x In the Irish process, the facts included in the HTA are validated with the applicant, prior with the publication 
of a HTA outcome, to ensure that there are no factual errors included within the HTA. This Factual 
Accuracy Check (FAC) is in line with an international approach seen during the benchmarking exercise. In 
Canada, the CADTH Review Reports prepared by the review teams are sent to the applicant for their 
review and comment. Within the NICE process, companies are sent the draft Technical Report for 
comment. Similarly, in Australia, applicants are given the chance to respond to evaluation comments and 
the sub-committee reviews of their submission. In Scotland, the NDC, a scientific working group of the 
SMC, offer preliminary advice to the applicant regarding their application. This allows applicants the 
opportunity to provide feedback and address uncertainties before a medicine is considered by SMC 
Committee. 

x The Irish process appears to be in line with international best practice when it comes to including specific 
process steps for the review of rare disease / orphan medicines. In Scotland, the SMC has a PACE 
process which engages with stakeholders to obtain the additional benefits of a medicine which may not be 
captured as part of the HTA process. This is similar to the Rare Diseases TRC process in Ireland in that it 
seeks to get a better understanding of the benefits of a medicine that may not necessarily have been 
evident following a HTA. In Australia, the PBAC can decide to convene a “Stakeholder Meeting” for similar 
reasons. These approaches appear to be a more focused way of gathering this additional information than 
is evident in the NICE or CADTH processes.    

x For each of the countries examined, we reviewed both the process outcome and timelines required to 
reach those outcomes in each jurisdiction for a sample of 11 reimbursement applications all of which 
happened to be approved in Ireland. Our observations are the following: 
 
Outcome 

x 54.5% of applications were approved for reimbursement in all five jurisdictions 
x Of the remaining 45.5% -  

o 1 drug was approved in Canada and Australia and not in Scotland and the UK,  
o 1 drug was approved in Canada and Australia, no submission was received in Scotland or 

the UK,  
o 1 drug was approved in Scotland, Canada and Australia but was only made available 

through the Cancer Drugs Fund in the UK and  
o 2 drugs only submitted an application to date in Ireland 

Timelines 
x We were only able to complete reliable benchmarking on timelines with NICE. The rationale for 

this is the following: 
o There is no public database of data available to complete this process 
o The processes differ in each country which makes comparison difficult 
o It is difficult to decipher what dates the reimbursement dates available align to i.e. certain 

countries have individual patient access routes which would facilitate a drug being made 
available to an individual patient, but this does not align to the drug being included on the 
reimbursement list 

o This analysis does not compare the willingness and/or ability of the State to invest in new 
medicines and on that basis is not scientific 

o Application submission dates are not publicly available for Scotland and Australia. 
Therefore, we have not been able to calculate the timeline for either of these processes 

o Whilst submission dates and publication dates were sourced for the Canadian process 
these are not comparable to the timelines for the Irish process as the pricing negotiations 
only commence in the Canadian process after the publication date. Drugs are not added to 
the reimbursement list until after the pricing negotiations have completed and a legal 
agreement is reached with the applicant. 

o We note that for applications sampled the NICE process was completed faster than the 
Irish process. Please note that the commencement dates for the processes did not align.   
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4.3.5 Pillar E: Evidence Based with Strong Review and Monitoring Evident 
Q: Is the current process evidence based and demonstrating strong review and monitoring? 

x All the documentation prepared by the actor organisations and committees involved in the process as well 
as the submissions received are collated by CPU in their role as Secretariat to the HSE Drugs Group. This 
information is then provided to HSE Drugs Group for their review. This was evidenced through the 
published minutes of the HSE Drugs Group meetings which referred to the relevant documents, emails 
sent to HSE SLT for the files reviewed and through the report prepared by CPU for the HSE Drugs Group 
meeting. This HSE Drugs group report, prepared by CPU, also necessitates CPU reviewing all process 
documentation received prior to submitting this information to the HSE Drugs Group. This process 
highlights strong governance procedures as all documentation within the process is submitted to the HSE 
Drugs Group and there is no preference shown to any documentation submitted.  

x The NCPE carries out a Factual Accuracy Check (FAC) to ensure the applicant is satisfied that all the 
information contained in the HTA (except for the HTA outcome / recommendation) is factually accurate. 
This was evidenced by Mazars in a workshop with the NCPE. The NCPE track the points made by the 
applicant in response to the FAC and notes whether any changes to the HTA were actioned as a result of 
those responses. This FAC is an example of strong governance within the process given that the applicant 
is given access to the content of the HTA prior to the recommendation being inserted and can highlight any 
factual issues at that point which negates the possibility of this occurring later in the process and delaying 
the final decision on the application.  

x There are strong review processes in place in the NCPE prior to the Rapid Review and HTA 
documentation being finalised. These reviews take place at a peer level within the teams completing the 
work and at a management level. All recommendations are considered at a NCPE senior management 
team level prior to being finalised.  We saw evidence of these review processes during our workshop with 
the NCPE.  

x We understand, further to our meetings with both the NCCP TRC and the Rare Diseases TRC, that strong 
review process also exists within the NCCP TRC and Rare Diseases TRC where recommendations are 
reviewed and agreed upon by the Committee prior to submission to CPU (and subsequently the HSE 
Drugs Group). This is supported by the terms of reference in place for both Committees.  

x The report prepared by CPU for the HSE Drugs Group is a pivotal document in this process. It delivers a 
full summary of the other reports provided and is an unbiased document which does not offer an opinion 
on whether an application should be approved or not. This document is prepared by CPU team members 
and is impartially based on the documentation that has been provided to them by both the applicant and 
the other actors in the process. This document is prepared throughout the process and is reviewed by 
CPU senior management prior to submission to the HSE Drugs Group. The CPU also acts as secretariat 
to the HSE Drugs Group and is available at the HSE Drugs Group meeting to resolve any queries which 
may arise on the pre-prepared CPU report. 

x The financial implications of changes in pricing agreed during negotiations (which take place after a HTA 
has been completed but prior to a HSE Drugs Group meeting) are re-modelled by the NCPE to ensure 
consistency (where these changes are straightforward CPU may by exception complete the calculation 
themselves). Whilst the HTA document is not updated to reflect the changes in pricing, a short, written 
update is provided by the NCPE to the CPU to confirm the impact of the pricing changes on the outcome 
of the model.  

x No new information (i.e. new negotiated position or clinical data) can be seen for the first time in the 
process at a HSE SLT decision-making meeting. Instead if the HSE SLT request any additional information 
be gathered or further negotiations be undertaken then any new information received must be first 
reviewed by the relevant actors in the process i.e. HSE Drugs Group before it makes its way to the HSE 
SLT for final decision-making. The HSE Drugs Group recommendation (either modified or unmodified) 
based on the additional information received is then subsequently considered by the HSE SLT.  

 

4.3.6 Pillar F: Appropriately Staffed with the Right Expertise for the Query at Hand 
Q: Is the current process appropriately staffed with the right expertise? 

x The breath of expertise at a HSE SLT, HSE Drugs Group, NCCP TRC, Rare Diseases TRC, NCPE and 
CPU level is wide. This is evidenced in section 3.6 of this report. 

x The HSE SLT is strongly supported by the HSE Drugs Group. The varied and skilled composition of the 
HSE Drugs Group ensures that this Group is the appropriate forum to review the recommendations made 
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by other actors in the process and all information relating to the application. The HSE Drugs Group is 
currently composed of a Medical Consultant, General Practitioner, Cancer Control Programme (Medical 
Consultant), Quality Improvement (Medical Doctor), Finance (Economist, PHD), Nursing & Midwifery 
Services (Director of Nursing), Mental Health (Consultant Psychiatrist), Health & Wellbeing (Public Health 
Physician), Acute Services (Assistant National Director), PCRS (Assistant National Director), Consultant – 
Medicine for Older Persons, Consultant – Special in Rate Diseases, two Public/Patient Interest 
Representatives and a Medical Ethicist. The composition of the HSE Drugs Group highlights strong 
governance within the process.  

x As their roles are so specialist, we reviewed the qualifications of the staff at the NCPE. We noted that the 
assessors in the NCPE have all completed or are in the process of completing a PHD programme in 
Pharmacoeconomics. This is a highly unique skill set and these individuals are highly valuable to this 
process. The calibre of the staff resources employed in the NCPE is testament to the strong governance in 
this process.  

x A previous workforce planning report highlighted skill gaps in the NCPE. These skills gaps have now been 
broadly addressed (7.5 of the 9 roles had been filled as at July 2019 and the remaining positions were 
being recruited for). The individuals who were recruited for these roles now play an active part in the NCPE 
evaluation of submissions. Undertaking active reviews of the adequacy of the workforce of an organization 
and addressing recommendations for improvement are indicative of strong governance in the process.    

x The NCCP TRC has a number of clinical advisory groups (CAGs). A member of each of these subgroups 
is responsible for preparing the guidelines for each application evaluation. These groups are comprised of 
clinicians, who having carried out their work, then present back to the wider NCCP TRC group for 
discussion before a recommendation is finalised by the committee which is issued to the HSE Drugs 
Group. This is indicative of strong governance as the process as it ensures that the correct individuals with 
the most appropriate knowledge and experience are reviewing the applications and producing the 
guidelines.  

x Negotiations are currently undertaken by members of CPU. From a governance perspective the current 
qualifications of negotiation teams are imprudent given the calibre of negotiators employed by the 
Pharmaceutical industry. Despite their experience and unique ability to exploit the nuances of the clinical 
and scientific evidence provided as part of the application it is not appropriate that the CPU team are solely 
responsible for pricing negotiations as the CPU team are not trained negotiators.  

x The CPU currently engages in pricing negotiations without support from a legal representative.  
x Clinicians are not specifically consulted on all applications at present. This is appropriate given that 

additional specialist clinical advice is not required on all applications. However, given that clinicians are 
consulted on certain applications, it would be prudent, that the rationale for not consulting a clinician was 
documented by the relevant actor if additional clinical input was not required. 

 
NCPE 

x We understand from our workshop and walkthroughs undertaken with the NCPE that where capacity 
permits Information Specialists & Statisticians now carry out elements of the HTA review in conjunction 
with Health Technology Assessors. However, it is not always the case that a statistician / information 
specialist will be able to take part in every HTA carried out by the NCPE due to resource availability issues.  
If there are no Statisticians / Information Specialists available, then it falls to the (Senior) Health 
Technology Assessor to complete the work without specialist assistance from the information specialists 
and statisticians. From a governance perspective the Information Specialists and Statisticians are more 
appropriately skilled to undertake this work.  

x The NCPE estimates that, based on the average number of HTAs (23) and Rapid Reviews (57) carried out 
per annum in 2017 and 2018, it would require an additional 8.0 WTE in order to consistently meet the 
demands of carrying out Rapid Reviews and HTAs i.e. to ensure that appropriate staff are allocated to 
review Rapid Reviews and HTA. This increase in staff would facilitate the NCPE staff to conduct 
approximately 22 HTAs per year with the full preferred team complement including an information 
specialist and a statistician in addition to their other work deliverables which include Rapid Reviews, 
horizon scanning, international collaborations (i.e. EUnetHTA / Beneluxa), education, training etc.  

CPU 

x Following discussions with CPU, we understand that CPU is currently sufficiently resourced to carry out 
their role. Staffing at CPU has increased in recent years as required.  
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HSE Drugs Group 

x The recent expansion of the HSE Drugs Group membership to include public / patient interest 
representatives is a positive step for the decision making and reimbursement process.  

x The increase in membership numbers, however, has led to some challenges for the HSE Drugs Group as 
some members must teleconference into the HSE Drugs Group meetings.  

 
NCCP TRC 

x Further to our consultations with the NCCP TRC we understand that the increase in the number of 
applications being sent to the NCCP TRC for evaluation has put a strain on the time resources of the 
committee. If this trend continues, which it is expected to, there may be a delay in the NCCP TRC 
evaluation process due to capacity constraints.  

x We queried whether the current staffing of the NCCP TRC is appropriate during our consultations with 
them. We understand that the NCCP TRC requires dedicated administrative resources and a pharmacist to 
help meet its current workload. It is appropriate from a governance perspective that the committee would 
have dedicated resources of this nature to support its work.  

Rare Diseases TRC 
 

x We understand that although the NCPE supports the RDTRC that it does not have a formal role as 
secretariat 
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5 CONCLUSIONS & RECOMMENDATIONS 
In section 4, we examined the governance arrangements in the current process under the six agreed pillars of 
governance. Whilst strong governance was apparent under each of the pillars there were also areas identified 
where governance could be improved in the current process.  

We set out below our conclusions based on the evidence reviewed and the observations listed above. Where 
appropriate, we have also proposed high-level recommendations that could help improve the current governance 
arrangements within the process.  

5.1 CONCLUSIONS & RECOMMENDATIONS 

5.1.1 Overall Conclusion  
The objective of this project was to: 

1. Undertake a detailed review of the HSE governance arrangement and resources in place for the 
procurement of medicines in the HSE 

2. Make recommendations where appropriate on any required changes to the HSE’s governance 
arrangements or specialist resources 

We were asked to specifically consider the use of expert advice throughout the process and the arrangements and 
supports in place to facilitate the HSE Directorate in making reimbursement decisions in line with the criteria set 
out in Schedule 3, Part 3 of the Act. 

We completed a full review of the HSE governance arrangements of this process and have detailed our 
observations on those governance arrangements in Section 5 of this report. We highlighted many examples of 
where strong governance is evident in the process and have also drawn attention to areas where governance can 
be improved. Further, to our review we conclude that expert advice is available to the process actors and is 
consulted within the process and that the arrangements and supports currently in place do support the HSE SLT to 
make the decisions required under the Act given the level of expert evaluation that is undertaken by the process 
actors, within the process, prior to an application being considered by the HSE SLT.  

The following points highlight where strong governance is evident in the process: 

1. Applications are only accepted for EMA approved drugs 
2. The process is defined and standard to all applications 
3. The process is designed to satisfy the requirements of the legislation 
4. The process actors are defined 
5. Decisions made at the conclusion of the process are evidence based 
6. The HSE SLT is the decision maker in the process 
7. All process actors work independently to produce their recommendations to the HSE Drugs Group 
8. The HSE Drugs Group provide a recommendation to the HSE SLT 
9. Membership of the HSE Drugs Group, NCCP TRC and Rare Diseases TRC is as defined in their TOR 
10. 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 
11. 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 TRC) was set up to provide an 
additional level of consideration for drugs to treat rare diseases 

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

13. All documentation generated or received throughout the process is reviewed by both the CPU and the 
HSE Drugs Group 

14. Conflicts of interest checks are undertaken throughout the process 
15. A meeting is convened with the applicant prior to the commencement of the HTA process which focusses 

on addressing the areas for discussion post Rapid Review 
16. A full FAC is undertaken by the NCPE prior to finalising the HTA 
17. The roles of each of the actors in the process are defined and understood by those actors 
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18. There is no duplication of effort in the current process 
19. There is strong evidence of review in the processes of each of the process actors 
20. No new information is reviewed for the first time at the final decision-making level 
21. Procedures are in place in the process where individual process actors can raise queries with other 

process actors to address any queries that they may have in relation to the application 
22. The skillsets present in the current process actors are reflective of the skillsets present internationally 
23. New skillsets have been introduced overtime to improve the efficiency of the process 

We have also noted the following areas where governance could be improved the process: 

5.1.2 Ownership of the Process 
Finding 1 

At present, from a legislative perspective it is very clear that the HSE is the process owner. From a governance 
perspective it is important that the process has, and is perceived to have, one clear owner. The HSE must be seen 
and perceived to own this process.  

Recommendation 

The HSE must ensure that it assumes full responsibility for all documentation and communications relating to the 
process. These communications should only originate either from the HSE website or from appropriate HSE 
employees.  

5.1.3 Transparency 
Finding 2 

There is a lack of transparency, regarding the number of applications being received and how these applications 
progress through the process.  

Recommendation 

The HSE should introduce an application tracker on their website which details when an application is received and 
whether the application is progressing through the process. Where relevant, this tracker should highlight where an 
application’s progress has stopped due to additional information being required from the applicant. This step is 
particularly pertinent given that the Act stipulates that the HSE should make a determination on an application 
within 180 days except where additional information is required from the applicant.  

Finding 3 

We conclude that the process is currently not adequately documented and/or communicated to the public. 
Stakeholders are not able to appreciate the complexity, rigour and dedication that is demonstrated by those 
delivering on the current process due to the lack of detailed publicly available process documentation. Further, we 
noted that each of our international comparators have a central repository of process documentation readily 
available to all stakeholders who wish to understand the process. This provides transparency to stakeholders who 
are not involved in the process.   

Recommendation 

This gap should be addressed by fully documenting the process and ensuring that this information is readily 
available to the process stakeholders through the HSE website. This process documentation should define who 
each of the actors in the process are, their role within the process, the pathways that an application can take 
through the process, the guideline timelines for the process and what the possible outcomes from the process may 
be.  

Finding 4 

All meetings of the HSE Drugs Group are currently held in private. We note that this practice is in line with the 
process in Canada and Australia. However, part of the equivalent appraisal meetings are held in public in both the 
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SMC and NICE processes. If, part of the appraisal meeting was open to the public this would bring greater 
transparency to the process.    

Recommendation  

We recommend that the HSE consider whether opening part of the Drugs Group Meeting to the public is 
appropriate for the Irish process. A public session of this meeting would be highly beneficial to the transparency of 
the process.  

Finding 5 

Consultation with clinicians during the process is not required for all applications. This is appropriate as 
consultations with clinicians are not necessary in every case and from a practical point of view should be limited to 
where they are required.   

Recommendation 

All applications should continue to receive clinical input as required. However, the rationale for seeking clinical 
input or not should be documented for all applications to improve governance in this area.  

Finding 6 

From our review of international processes, we found that the pharmaceutical industry is represented on the 
appraisal groups in three of the four international process benchmarked. 

Recommendation 

Although, the Irish process is supported by the agreement that is in place between IPHA and the HSE it is worth 
considering whether it would be beneficial to have a representative from the pharmaceutical industry on the HSE 
Drugs Group.  

Finding 7 

We note that the HSE does not currently publicise the indicative timelines for completing the process steps. This is 
not in line with the international comparators reviewed where indicative timelines are given for the individual stages 
of the process.  

Recommendation 

It would be informative to introduce indicative timelines of this nature within the HSE process to increase 
transparency for the stakeholders. 

5.1.4 Efficiency of the process 
Finding 8 

The current process lacks the defined points and criteria that indicate when a decision should be made to cease 
evaluating an application. For example, this situation could arise where an applicant was not able to provide the 
additional information requested within a defined timeframe or where the pricing submitted was not acceptable and 
a reasonable negotiation timeframe had elapsed. 

Recommendation 

The HSE should introduce decision points within the process based on information quality, pricing and timelines 
which would require the process to end where an applicant was unable to meet process requirements and would 
be necessitated to resubmit an application later when the issue had been resolved.  
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Finding 9 

In line with the above finding, we note from the HSE Drugs Group minutes that many applications are reviewed by 
the HSE Drugs Group on multiple occasions. In most cases this occurs when the HSE Drugs Group requests that 
the CPU reopen pricing negotiations with the applicant. The process would work more efficiently if there was a limit 
to the amount of times that pricing could be revisited. If, for example, pricing negotiations could only be reopened 
once and the HSE Drugs Group was not satisfied with the revised pricing which resulted from these pricing 
negotiations, they would then be obligated to make a negative recommendation to the HSE SLT. If the HSE SLT 
were to agree with the HSE Drugs Group’s negative recommendation the applicant would then be required to 
submit a new application to have the drug reimbursed. This would improve the efficiency of the process. 

Recommendation 

The HSE should consider limiting the amount of times that pricing negotiations can be reopened and the length of 
time that can be dedicated to those negotiations in order to improve efficiency in the process. 

Finding 10 

The timing of pricing negotiations should be reconsidered. At present pricing negotiations do not commence in 
most cases until the HTA is fully completed. Whilst this is understandable, as pricing negotiations are completed 
cognisant of the HTA results, it does lead to a delay in the process where negotiations become protracted. The 
timing of the negotiations is not in line with the practices of the international comparators. Under both the SMC and 
the NICE processes pricing negotiations do not normally take place as part of the process. Decisions are made 
based on the price submitted as part of the application. In Australia and Canada, the pricing negotiations 
commence after a recommendation is made by the appraisal body in relation to whether the drug is reimbursed. 
Negotiations are then undertaken by a body separate to the appraisal process. 

Recommendation 

Consideration should be given as to when is the most appropriate time in the process to engage in pricing 
negotiations or whether it is more appropriate to engage in pricing negotiations external to the process.  

5.1.5 Patient Involvement in the Process  
Finding 11 

Patient submissions are currently submitted to the NCPE although they are not required by the NCPE to fulfil their 
role in the process.  

Recommendation 

The CPU should receive patient submissions. As part of this collection process it should also be made clear where 
these patient submissions will be considered i.e. at the HSE Drugs Group evaluation stage.  

Finding 12 

There is not currently a designated patient liaison team actor in the Irish process who is focussed on liaising with 
patient groups, facilitating their submissions and aiding their participation in the process. The Australian, SMC and 
NICE processes all have patient liaison teams in place.  

Recommendation 

The introduction of a patient liaison team would encourage more active participation by patient groups in the 
process and would confirm the HSE’s commitment to patient participation in the process 

5.1.6 Resourcing 
Finding 13 
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There is a reliance on a small number of key staff members in the process and it is imperative the appropriate 
succession planning is in place to ensure no disruption to the process.  

Recommendation 

The HSE must ensure that there are appropriate staff succession plans in place in each of the actor organisations 
within the process. It is essential that resources are both in place in the short term to facilitate the continued prompt 
assessment of applications and that appropriate succession planning arrangements are in place at all levels within 
the process to minimise disruption should one of the key staff / committee members no longer be available to the 
process.  

Finding 14 

There is a reliance on the goodwill of a relatively small team of resources to keep the process operating 
consistently.  

Recommendation 

Consideration must be given as to whether the personnel resources within each of the actor organisations are 
sufficient to continue delivering an efficient process in a climate where the applications to the process are 
increasing both in number and complexity. It may be prudent from a governance perspective to introduce additional 
support personnel to reduce the burden on the individual members.  

5.1.7 Monitoring & Review 
Finding 15 

Whilst significant monitoring and review is in place at an individual process actor level there is no formal review 
system in place for the process overall.  

Recommendation 

It would be prudent to introduce an independent review process which would assess a sample of applications on 
an annual basis to understand if the applications are adjudicated in line with the process and whether the decisions 
made in relation to the applicants are consistent.  

Finding 16 

We note that there is no SLA in place between the HSE and the NCPE. While the NCPE currently operates 
independently of the HSE, an SLA agreement that defines what the NCPE is required to deliver to the HSE is 
necessary to ensure that there is appropriate governance around the relationship between the HSE and the NCPE. 

Recommendation 

An SLA between the HSE and the NCPE should be put in place immediately.  

5.1.8 Resource and Training Gaps 
Finding 17 

NCPE 

A resource gap was identified by the NCPE in their organisation since they cannot guarantee consistency in their 
assessment teams due to an inadequate number of Information Specialists and statisticians in their team. These 
roles are relatively new to the organisation but have been very productive in the contribution they have made to 
improving the process. Their resource gap equates to 8 WTE.  

NCCP TRC 
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The NCCP TRC requires a dedicated administrative resource and a pharmacist to meet its current workload  

CPU 

As part of this review, we have identified the requirement for legal support for pricing negotiations. At present the 
CPU does not have access to this support. Further we have identified a requirement for specialist negotiation 
training for the CPU team as they are not trained negotiators.  

Recommendation 

These resource shortages and training gaps should be fully reviewed and addressed  
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Appendices 

Appendix 1: Consultation Process 

Observations from Consultations 

From Pillar A 

x Consultees engaged with during this review felt that other parties external to the HSE SLT should refrain 
from commenting on the medicines approval process and should instead at all times defer communications 
to the HSE 

x The legislation sets out many factors that must be considered when determining approval for 
reimbursement but despite this there is a perception (of those external to the process e.g. patient 
representatives, the general public) that cost effectiveness and budget impact are the most salient 
influencers in the process. Their perception is that if these thresholds are not met then approval of a 
medicine for reimbursement is difficult 

 

From Pillar B 

x It would be helpful from a transparency perspective if there was a single point of contact on the process 
and if all information relating to the process (including timing, decisions etc.) was documented and 
centrally available in one place to avoid confusion as regards the process owners. 

x There are no restrictions on the volume of applications accepted in the current process. This requires 
consideration given the increased complexity and volume of applications being received and the reality of 
approvals being delayed due to a restrictive budget 

x A query was raised as to whether the HSE SLT is in a position to “second guess” the recommendations 
made by clinical experts (HSE Drugs Group, Rare Diseases TRC etc.) earlier in the process or whether the 
HSE SLT must instead accept the HSE Drugs Group recommendations where affordability issues do not 
exist  

x The current negotiating strategy involves negotiating during the approval process with a view to securing 
the best price available for the medicine being considered.  

x It is anticipated that, in future, the new medicines that will require consideration for approval will target 
smaller patient groups, be expensive, and require intensive facility use in hospitals etc. The approval 
criteria need to be reassessed to support this change 

x The report prepared by the Secretariat for the HSE Drugs Group (CPU) and the information they provide to 
the actors involved in making recommendations and decisions in the process are considered to be of very 
high quality and are highlighted as being vital to the process. 

x The Rare Diseases TRC, which was set up in 2018, has carried out evaluations on two medicines to date 
and is considered to be a very effective way of assessing the rare / orphan medicines in a way that was 
not previously catered for in the process. The establishment of the Rare Diseases TRC is seen as a 
positive step in the process and when engaged with has provided important information to the evaluation 
process. Further, it was highlighted that the agreed process followed by the Rare Diseases TRC worked 
very effectively when used.  

 
 

From Pillar C 

x There is a perception that all the delays in the process are on the HSE side. However, the time that it takes 
for an applicant to enter the reimbursement process following CHMP (EMA) approval and any time delays 
incurred during the process on behalf of the applicant are rarely highlighted.  

 

From Pillar D 

x The appeals process, as dictated by current legislation, is restrictive and should be reconsidered 
x Ireland is now considered a late adopter of new medicines 
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From Pillar E 
 

x Only the IPHA companies are required to submit documentation to the horizon scanning process and on 
that basis the estimate provided is not complete 

 

From Pillar F 

x Whilst there is significant experience within the current resource pool significant succession planning 
mechanisms need to be put in place to ensure that there isn’t a significant knowledge gap should certain 
key individuals cease working on the process 
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Appendix 2: The Health (Pricing & Supply of Medical Goods) Act 2013 

Overview of the Act 

The Health (Pricing and Supply of Medical Goods) Act 2013 which became law on 24th June 2013.  

The primary objectives of the Act include a focus on promoting competition between the suppliers of 
interchangeable medicines as well as looking to ensure that there is value for money in the supply of medicines 
and other prescribed items to patients under Section 59 of the Health Act.   

The main elements of the Act set out:  

x The introduction of a system of generic substitution and reference pricing;  
x The establishment of a list of prescribed items which may be supplied or reimbursed by the HSE under the 

General Medical Services (GMS) and community drugs schemes; 
x The establishment of mechanisms for setting the prices of such items.  

 
Following discussions between Mazars and the Department during the project initiation phase of this project, it was 
agreed that the focus of this review would focus primarily on the decision making and reimbursement process for 
“new” drugs only. Accordingly, only specific aspects of the legislation were applicable for this review. 

Main Requirements of the Act 

A number of areas of the 2013 Act specifically deal with the HSE decision making and reimbursement process 
under consideration as part of this review.  

These relevant sections provide governance arrangements relating to: 

x The establishment of the reimbursement list (Article 17) 
x The maintenance of the reimbursement list (Article 18) 
x The actions to be taken by the HSE Executive (Senior Leadership Team) when it makes a decision relating 

to reimbursement and the reimbursement list (Article 19) 
x The conditions attached by the HSE Executive to the supply or reimbursement of listed items (Article 20) 
x The relevant price for listed items and listed items (Article 21) 

Each of these articles listed above detail the governance arrangements, decision making powers and the correct 
processes that must be followed to ensure that the process is completed correctly.  

For the purposes of this review, the governance arrangements detailed in the relevant sections of the Act relating 
to the process were analysed and tested.  
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Appendix 3: Framework Agreement on the Supply of and Pricing of Medicines 2016 

Overview of the Framework Agreement 

The Framework Agreement on the Supply of and Pricing of Medicines (the Agreement) was signed in July 2016 by 
both the HSE and the Irish Pharmaceutical Healthcare Association (IPHA). The Department of Public Expenditure 
and Reform (DPER) also agreed on the terms of this Agreement and are also signatories.   

Main Requirements of the 2016 Agreement 

There are a number of requirements detailed in the Agreement for all parties involved. The idea behind these 
requirements is that by following the Agreement requirements, all parties would benefit from this increased 
cooperation.  

The main areas covered under the Agreement are focussed around:  

x General pricing (e.g. price increases and price realignments) 
x Proposed pricing of new medicines (e.g. details the maximum price a supplier can propose) 
x Pricing of patent-expired medicines on loss of exclusive supply (e.g. patient expired medicines in respect 

of which a “Generic medicine” is available for supply)  
x Pricing of Patent-Expired Non-Exclusive Biologic Medicines (e.g. patent-expired medicines for which a 

“Biosimilar Medicine” is available for supply)  
x Rebate on Sales 
x Supply to HSE and Relevant Agencies 
x Continuity of Supply 
x Short Shelf Life Products 

As can be seen from the list above, some of the contents included in this Agreement specifically relate to the 
decision making and reimbursement aspects of the introduction of new medicines. These areas of the agreement 
and in particular the associated governance arrangements were specifically highlighted as part of this review.  
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Appendix 4: Decision Making and Reimbursement Legislative Environment 

Health Information & Quality Authority Guidelines 

In addition to the legislative requirements set out in the 2013 Act and those that have been agreed between the 
relevant parties under the 2016 IPHA Agreement there are also a number of guidelines which impact on the 
process.  

The Health Information and Quality Authority (HIQA) is an independent Authority established to drive high quality 
and safe care for people using health and social care services. The Authority’s mandate encompasses a number of 
statutory responsibilities one of which is:  

“Health Technology Assessment – Ensuring the best outcome for people who use health services and best use of 
resources by evaluating the clinical and cost effectiveness of drugs, equipment, diagnostic techniques and health 

promotion activities.” 

In delivering on its mandate, HIQA developed a number of guidelines specifically relevant to HTAs, which sought to 
ensure that high quality standards are implemented across the health sector and that the safety of the public is at 
the forefront of activities carried out. These HIQA HTA guidelines were developed by HIQA with support and 
technical input from relevant stakeholders such as the NCPE and HTA Scientific Advisory Group.  

There are five HTA specific guidelines that are relevant to the process that must be taken into consideration as part 
of this review. These guidelines directly relate to determining whether a drug is approved for reimbursement as 
part of the HSE decision making process. The five HIQA guideline documents relate to:  

 
Figure 4- HIQA Guidelines 

 

 

Each of the guidelines represent one component of the overall HTA guidelines. They were developed and 
formalised in order to put a structure around the two key elements involved in the Health Technology Assessment 
which are: 

i. A Rapid Review and  
ii. The HTA itself.  
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These guidelines aim to provide methodological guidance on carrying out such assessments of health technology 
(including medicines) They are designed to ensure that best practices are followed.  

Appendix 5: Explanation of NCPE Rapid Review and HTA Outcomes 

NCPE Rapid Review Outcomes 

NCPE Rapid Review Conclusion Interpretation 

A full HTA is recommended to 
assess the clinical effectiveness and 
cost effectiveness of [Drug] 
compared with the current standard 
of care. 

The Rapid Review has concluded that, on the basis of the clinical 
and/or economic evidence submitted, there is considerable 
uncertainty associated with the comparative clinical efficacy and/or 
value for money of the drug relative to current available therapies, 
a formal HTA is required in order to make a recommendation or 
reimbursement to the HSE 

A full HTA is recommended to assess 
the clinical effectiveness and cost 
effectiveness of [Drug] compared with 
the current standard of care, on the 
basis of the proposed price relative to 
currently available therapies. 

The Rapid Review has concluded that, on the basis of the price of the 
drug relative to currently available therapies, there is considerable 
uncertainty associated with the value for money of the drug. A formal 
HTA is required on the basis of the proposed price, in order to make 
a recommendation on reimbursement to the HSE 

A full HTA is not recommended. The 
NCPE recommends that [Drug] be 
considered for reimbursement. This 
recommendation should be 
considered while also having regard 
to the criteria specified in the Health 
(Pricing and Supply of Medical 
Goods) Act 2013. 

The Rapid Review has concluded that, on the basis of the clinical 
evidence and comparative pricing of the drug, there are no major 
concerns regarding clinical efficacy or value for money. The HSE 
has been recommended to consider reimbursing the drug. The 
HSE’s decision on reimbursement will take into account the 
NCPE recommendation, and the additional criteria listed in 
Schedule 3, Part 3 of the Health (Pricing and Supply of Medicinal 
Goods) Act 2013. 

A full HTA is not recommended. 
The NCPE recommends that [Drug] 
not be considered for 
reimbursement at the submitted 
price. This recommendation should 
be considered while also having 
regard to the criteria specified in the 
Health (Pricing and Supply of 
Medical Goods) Act 2013. 

The Rapid Review has concluded that, on the basis of the 
submitted evidence, the drug is unlikely to provide additional 
clinical benefits and/or constitute value for money relative to 
currently available therapies. The HSE has been recommended 
to consider not reimbursing the drug on the basis of the proposed 
price. The HSE's decision on reimbursement will take into 
account the NCPE recommendation and the additional criteria 
listed in Schedule 3, Part 3 of the Health (Pricing and Supply of 
Medical Goods) Act 2013.  

A full HTA is not recommended until 
additional efficacy and/or safety 
data is submitted. On the basis of 
current evidence, the NCPE 
recommends that [Drug] not be 
considered for reimbursement, 
having regard to the criteria 
specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013. 

The Rapid Review has concluded that the submitted evidence is 
unlikely to allow a robust assessment of comparative efficacy 
and/or value for money relative to currently, available therapies. 
On the basis that additional evidence is expected to become 
available which will allow a more robust assessment, the HSE 
has been recommended to consider not reimbursing the drug at 
this time. The HSE's decision on reimbursement will take into 
account the NCPE recommendation, and the additional criteria 
listed in Schedule 3, Part 3 of the Health (Pricing and Supply of 
Medical Goods) Act 2013 

Table 5 - NCPE Rapid Review Outcomes 
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NCPE HTA Outcomes 

NCPE HTA Conclusion Interpretation 

The NCPE recommends that 
[Drug] be considered for 
reimbursement. This 
recommendation should be 
considered while also having 
regard to the criteria specified in 
the Health (Pricing and Supply of 
Medical Goods) Act 2013. 

The NCPE assessment has concluded that the drug represents a 
clinically effective, value for-money treatment option, relative to 
currently available therapies. The HSE has been recommended to 
consider reimbursing the drug. The HSE’s decision on 
reimbursement will take into account the NCPE recommendation, 
and the additional criteria listed Schedule 3, Part B the Health 
(Pricing and Supply of Medical Goods) Act 2013. 

The NCPE recommends that [Drug] be 
considered for reimbursement if cost-
effectiveness can be improved relative 
to existing treatments. This 
recommendation should be considered 
while also having regard to the criteria 
specified in the Health (Pricing and 
Supply of Medical Goods) Act 2013. 

The NCPE assessment has concluded that there is robust evidence 
for clinical benefit of the drug and are satisfied that the economic 
model presented by the company is adequate for decision making. 
Plausible estimates of the cost-effectiveness of the drug indicate that 
the incremental cost-effectiveness ratio (ICER) exceeds the current 
willingness to pay (WTP) thresholds of €20,000 and €45,000/QALY.  

The NCPE recommends that [Drug] 
not be considered for 
reimbursement unless cost 
effectiveness can be improved 
relative to existing treatments. This 
recommendation should be 
considered while also having regard 
to the criteria specified in the Health 
(Pricing and Supply of Medical 
Goods) Act 2013. 

The NCPE assessment has concluded that either 
 

i. There is robust evidence for clinical benefit of the drug 
and the economic model presented by the company is 
adequate for decision making. Plausible estimates of the 
cost-effectiveness of the drug indicate that the 
incremental cost-effectiveness ratio (ICER) far exceeds 
the current willingness to pay (WTP) thresholds of 
€20,000 and €45,000/QALY. 
 

ii. There is some evidence of comparable clinical benefit but 
not additional benefit, and the economic model presented 
by the company is adequate for decision making. 
Plausible estimates of the cost-effectiveness of the drug, 
indicate that the incremental cost-effectiveness ratio 
(ICER) exceeds the current willingness to pay (WTP) 
thresholds of €20,000 and €45,000/QA,Y 

The NCPE recommends that [Drug] 
not be considered for 
reimbursement. This 
recommendation should be 
considered while also having regard 
to the criteria specified in the Health 
(Pricing and Supply of Medical 
Goods) Act 2013. 

The NCPE assessment has concluded that relative clinical benefit 
has not been demonstrated in the submission provided, or the 
economic evaluation presented is not sufficiently robust estimate 
a plausible ICER.  

Table 6 - NCPE HTA Outcomes 
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