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Access to medicines in Ireland

Rising costs of new
medicines

Increasing complexity
of new technologies

Rising number of orphan
drugs for rare diseases
being developed

Finite resources and
significant budget
constraints
www.axisconsulting.ie

Ireland is behind many
countries in Europe in
speed of access to
medicines
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Ireland joined the European BeNeLuxA initiative in June 2018
Approach

Rationale and Vison
•

New innovative therapies can
dramatically improve quality of life
and sometimes patients can even be
cured outright

Increase efficiency by:
• Conducting joint horizon scanning &
Health Technology Assessments
(HTA’s)

•

Affordability can be an issue as they
are often expensive

•

•

Timely access can also be difficult due
to the pressure on individual
governments

Austria
Belgium

•

Ireland
Luxemburg
The Netherlands

•

Cooperation and increased efficiency
is needed between countries to
ensure access to expensive medicines.
Thus the BeNeLuxA Initiative aims to
ensure sustainable access to
innovative medicines at affordable
costs for patients

www.axisconsulting.ie

Joint Pricing & Reimbursement
improving payer position in the
market

Increase transparency and share
information on:
• Medicines and reimbursement
policies
•

Pricing of medicines within
collaborating countries

•

Best practices

Aim is to follow the country with the
shortest timeline – Belgium
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Official timelines Ireland versus BeNeLuxA – Belgium and The
Netherlands examples
Ireland
NCPE Rapid Review

NCPE HTA

4 weeks

90 days

HSE price discussions
& drugs group review

HSE approval
45 days

118 days (non-consecutive)

Belgium
INAMI-RIZIV Assessment
max 90 days

CTG Assessment
150 days

Minister
recommendation

Post-minister
recommendation

30 days

1 month

240 days

The Netherlands
ZIN/WAR Assessment

Minister recommendation

6-12 months

2 months – 1 year

Post-minister
recommendation
Maximum 1 month

180-365 days
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The research gap…..
To address some key research gaps in the Irish context AXIS undertook an independent research programme
to assess reimbursement timelines in Ireland.
The context

Questions of interest
•

What are the timelines in
Ireland post NCPE process?

•

Which stage of the process
takes the longest in Ireland?

•

•

•

Does ‘Company time’
significantly impact
reimbursement timelines?
How do the reimbursement
timelines in Ireland
compare to other
BeNeLuxA countries?

•

Previous research
conducted on
reimbursement timelines
in Ireland assesses MA
approval to
reimbursement – does
not account for company
time or point at which the
company engage in the
process
Growing focus in Ireland
on BeNeLuxA, in
particular in the context
of Brexit. It’s important to
explore the impact
BeNeLuxA may have on
timelines in Ireland

AXIS research
•

We developed a centralised database using publicly available
data (January 2016-September 2020) from the NCPE, the
Primary Care Reimbursement Service and the HSE, including:
o
o
o

NCPE assessment outcomes
Dates within each step of the NCPE process
Dates of positive reimbursement decisions

•

International collaboration with Mark Nuijten of the Minerva
Group to generate timeline data on BeNeLuxA countries

•

Results to be presented at ISPOR Europe 16th-19th November2020

•

Research Paper Publication – In draft

•

Project lead – Cillian Copeland, Senior HTA Analyst, AXIS
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Actual timelines Ireland versus Belgium
Ireland
NCPE Rapid
Review
4 weeks

+1.5
weeks

NCPE HTA

+ 76 days

90 days

HSE price discussions & drugs
group review

HSE approval
45 days

57% company time, 43% NCPE time

307 days

242 days

549 days

Belgium
INAMI-RIZIV Assessment
max 90 days

CRM/CTG Assessment
150 days

Minister
recommendation

Post-minister
recommendation

30 days

1 month

If minister does not
make a decision in
30 days drug
automatically
accepted

Timeline bound by law

Medicine
listed in the
following
months
Journal

210 days
www.axisconsulting.ie
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Access & some considerations to reduce delays
Reduce
“with company”
timeline

New framework
for post HTA

PROCESS
IMPROVEMENTS

Communication
& enhanced
engagement

Legislative
supports
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Access & Managing Risks to Patients, Payers and Pharma
Health outcomes-based agreements*
Financial-based agreements

At the population level

Discount /
percentage
payback

Price-volume
agreement /
budget cap

Performancelinked coverage

Coverage with
evidence
development (CED)

At the patient level

Utilisation / time /
cost caps

Free / discounted doses
or treatment initiation

Outcome guarantee

Money-back guarantee

Conditional
treatment
continuation

Pattern or process
of care

CED only with
research

CED only in
research

Conditional Reimbursement as
a potential solution ?
• Outcomes to measure
• PROMS
• Data generation

Adapted from Gerkens S, Neyt M, San Miguel L, Vinck I, Thiry N, Cleemput I. How to improve the Belgian process for Managed
Entry Agreements? An analysis of the Belgian and international experience. Health Services Research (HSR)
Brussels: Belgian Health Care Knowledge Centre (KCE). 2017. KCE Reports 288. D/2017/10.273/41.
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Access and Affordability concerns
Pharmaceutical Budgets 2018
Belgium - €4.13 billion
with population of c11.5m
Netherlands - €4.7 billion
with population of c17.3m
Ireland - €2.9 billion
With population of c4.9m

Potential solutions to funding
challenges ?
• Joint Working arrangements
• Joint Funding
• Increased use of biosimilars
and generics
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Access and Brexit

• Anticipate faster access to meds in UK arising
from regulatory changes
• NICE will seek to publish guidance at MA
• Opportunity for Irish system within BeNeLuxA
• EU Procurement – joint HTA, joint
negotiations
• Only English speaking country with similar
gold standard HTA processes as NICE ?
www.axisconsulting.ie
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Thank you
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