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Original Notice 

Public consultation on National Life Sciences 
Strategy 
24th October 2025  |   Closed Consultations 

• The Department of Enterprise, Tourism and Employment is seeking the 
views of interested stakeholders to inform the development of a new National 
Life Sciences Strategy which is a key commitment in the Programme for 
Government 2025 – Securing Ireland’s Future. 

The aim of the strategy is to ensure that this important sector remains competitive and that 
government adopts a coherent and ambitious approach to future opportunities. The Minister for 
Enterprise, Tourism and Employment invites you to take part in this public consultation process.  

This is a first step in the public consultation process for the development of the strategy and further 
consultations may follow.  

Background 

Life sciences is the study of living organisms and the processes that sustain life. The life sciences 
sector - which includes (bio)pharmaceuticals and medical technologies - plays a vital role in modern 
society. It drives medical innovation, supports disease prevention, and enables the development of 
new treatments that improve health and quality of life. 

The life sciences sector is a substantial contributor to the economy of Ireland. The sector accounts for 
circa 100,000 jobs and last year accounted for just under €100 billion in exports. It is also a key 
sector attracting foreign and indigenous investments in research and development, and significant 
capital expenditure. 

Ireland has developed a cohesive and integrated life sciences cluster consisting of highly innovative 
indigenous companies, large well-established foreign direct investment multinationals, a continually 
developing world-class research base, and a strong industry-focused clinical community. This vibrant 
ecosystem positions Ireland as a global leader in life sciences, with significant potential for further 
growth in the years ahead. 

The development of a strategy will provide a clear, coordinated roadmap to strengthen Ireland’s 
position as a global leader in life sciences, foster innovation and ensure sustainable economic 
growth. It will also seek to align with emerging EU policies and global trends, ensuring that Ireland 
remains competitive and agile in an evolving healthcare and technology landscape. 

The purpose of this consultation is to engage with stakeholders across the life sciences ecosystem - 
including industry, academia, healthcare providers, patient groups and the wider public - to shape a 
strategy that reflects shared priorities and ambitions. Your input will help us identify the key actions 
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needed to support research and development, enhance skills and talent supporting more high value 
jobs, identify opportunities to support timely and equitable access to innovative medicines and 
products for patients, and create an environment that encourages investment and collaboration.   

Key thematic questions 

Views are welcome from interested stakeholders across the life sciences ecosystem. Submissions 
should be structured according to the themes of scope, objectives, opportunities and challenges, and 
EU context, outlined below. 

Scope 

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, agriculture, 
fisheries and food production. 

In your view, how broad should the scope of the strategy be? 

Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the sector’s long-
term success? 

For example: research and innovation, global competitiveness, patient outcomes, talent and skills, 
sustainability 

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over the 
next decade that this strategy should address? 

EU context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the EU 
as the world’s most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could these be 
applied in the Irish context?  

Consultation responses 

Views from stakeholders and interested parties on the public consultation are requested no later than 
5pm on Friday, 5 December 2025. 

Submissions should be marked 'National Life Sciences Strategy Consultation' and should be emailed 
to lifesciences@enterprise.gov.ie. 

 

https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
mailto:lifesciences@enterprise.gov.ie
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Information on consultation process 

Freedom of Information Act 2014 and publication of submissions 

The department will make public on its website all submissions received under this consultation. 
Your attention is also drawn to the fact that information provided to the department may be 
disclosed in response to a request under the Freedom of Information Act 2014. Therefore, should you 
consider that any information you provide is commercially sensitive, please identify same, and specify 
the reason for its sensitivity. 

The department will consult with you regarding information identified by you as sensitive before 
publishing or otherwise disclosing it. 

General Data Protection Regulation 

Respondents should note that the General Data Protection Regulation (‘GDPR’) entered into force in 
Ireland on 25 May 2018 and it is intended to give individuals more control over their personal data. 

The key principles under the regulation are as follows: 

• lawfulness, fairness and transparency 
• purpose limitation 
• data minimisation 
• accuracy 
• storage limitation 
• integrity and confidentiality 
• accountability  

The Department of Enterprise, Tourism and Employment is subject to the provisions of the regulation 
in relation to personal data collected by it from 25 May 2018. Any personal information which you 
volunteer to this department, will be treated with the highest standards of security and 
confidentiality, strictly in accordance with the Data Protection Acts 1988 to 2018. 

The following submissions have been reviewed and personal data redacted including personal email 
addresses, personal phone numbers and home addresses. Full names have been redacted in the case 
of individual submissions. 
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Submission from the All-Ireland One Health Collaborative Network 

 
Statement of Strategy consultation 
 

The All Ireland One Health Collaborative Network is a new, emerging all island partnership of academic 

institutions in Ireland and Northern Ireland that share a commitment to One Health. The Network brings 

together universities and research centres across disciplines that are usually separate, including human 

health, animal health, plant and ecosystem health, environmental science and social science. The Network’s 

aim is to accelerate integrated approaches to research, policy and practice that improve health and wellbeing, 

address inequalities and respond to the climate and biodiversity emergencies. 

Membership at this early stage is limited to academic institutions (it includes all such institutions on the 

Island of Ireland). During 2026 the Network plans to extend participation to public agencies and other actors 

across the island whose mandates are central to One Health. This submission therefore reflects a collective 

academic perspective on the draft Department of Enterprise, Tourism and Employment Statement of 

Strategy, offered with a view to supporting the wider development of One Health research in Ireland and 

across the island. 

We welcome the opportunity to comment on the draft strategy, and we commend the Department of 

Enterprise, Tourism and Employment for the clarity of its vision and the strength of its values, including its 

emphasis on equity, sustainability, interdisciplinary and transdisciplinary research, cross sector 

collaboration, all island working and strong engagement with European and international partners. In our 

view these are exactly the foundations on which a coherent One Health research agenda can grow. 

Our recommendations are set out as a concise set of system level points rather than a detailed goal by goal 

commentary. 

1. One Health as a core organising principle 

We encourage The Department of Enterprise, Tourism and Employment to present One Health as a core 

organising principle across the strategy rather than a specific reference within health threats preparedness 

and response. The draft already points strongly towards prevention, resilience, whole of Government 

working and cross sector partnership. There is now an opportunity to name One Health explicitly as a way 

of drawing these strands together. 

That would involve recognising One Health in the sense used by the Quadripartite and the European Union, 

which understands human health as connected with animal health, plant health, ecosystems, food systems 

and the wider social and economic determinants of health and wellbeing. An explicit statement to that effect 

near the start of the strategy would signal intent and provide a shared language for later goals, schemes and 

partnerships. 
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2. One Health as a horizontal integrating mechanism 

We recommend that the strategy describes One Health not only as a topic area but as a horizontal integrating 

mechanism that helps the system frame complex problems in a way that brings more relevant disciplines and 

perspectives into play. 

Antimicrobial resistance is a clear illustration. A narrow focus on antimicrobial resistance would emphasise 

microbiology, pharmacology and basic science. A One Health framing adds research on prescribing 

behaviour in human and veterinary practice, help seeking behaviour by patients and farmers organisational 

culture and incentives, economic and regulatory conditions for antibiotic development and environmental 

pathways. That broader framing allows a much wider research community, including social science, 

psychology, public health, economics, business studies and environmental science, to contribute directly to 

outcomes that matter for human health. This of course also aligns with the Irish National action plan 

(iNAP3) which has One Health at its heart. 

The same logic applies in many other areas of The Department of Enterprise, Tourism and Employment’s 

work. We suggest that the strategy makes this integrative role of One Health explicit and signals that The 

Department of Enterprise, Tourism and Employment will encourage applicants and partners to think about 

where additional perspectives and disciplines could add value. 

3. Evolving the funding architecture so One Health is structurally possible 

We recommend that The Department of Enterprise, Tourism and Employment indicates in the strategy that it 

will progressively evolve its funding architecture so that One Health research is structurally possible and 

rewarded. In practice this would mean: 

• Making it routine for disciplines such as veterinary and animal health, environmental and plant 

sciences, social sciences and data sciences to lead and co lead projects where appropriate, rather than 

only participating under a clinically led model. 

• Reflecting the value of such breadth in scheme guidance and assessment criteria and ensuring that 

review panels include people with the range of expertise needed to judge One Health proposals 

fairly. 

• Ensuring that early and mid-career researchers in these fields have access to training and career 

development schemes that are often framed mainly around clinical or biomedical trajectories. 

Within that broader direction The Department of Enterprise, Tourism and Employment might wish to 

consider a time limited One Health initiative early in the strategy period. Such an initiative could support 

pilot projects, collaborative networks and capacity building across sectors and disciplines, with the explicit 

aim of learning how best to embed One Health in mainstream schemes over time. Our view is that the long 

term aim should be integration rather than permanent ring fencing and it would be helpful if the strategy text 

could reflect that evolution. 
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4. Encouraging innovation and plurality in study design 

We welcome the emphasis in the draft on high quality clinical trials and regulated clinical research. We 

suggest that the strategy also gives more explicit encouragement to innovation and plurality in study design, 

in particular where One Health questions are concerned. Many One Health challenges involve complex 

systems that span communities, organisations, markets and policies. They often need a mix of experimental, 

quasi experimental, observational, descriptive, qualitative and implementation research. 

It would be valuable if the strategy signalled that The Department of Enterprise, Tourism and Employment 

will: 

• Support innovation in trial and study design for interventions that act at system organisational or 

community level and may have outcomes across human, animal and environmental dimensions. 

• Recognise the importance of observational and other non-trial designs in understanding behaviours 

organisational culture, incentives and wider determinants that drive health outcomes in One Health 

problems such as antimicrobial resistance. 

We see this as fully consistent with The Department of Enterprise, Tourism and Employment’s existing 

commitment to excellence in methods and with its role in strengthening Ireland’s clinical trial ecosystem. It 

would give an important signal to researchers that methodological diversity is welcome when it is the right 

choice for the question. 

5. Building future ready data and evidence systems that can support One Health 

The draft strategy rightly places strong emphasis on health information systems, the European Health Data 

Space, data linkage, digital health and an evidence synthesis hub for public health threats. We encourage 

The Department of Enterprise, Tourism and Employment to state that these systems will be designed with 

future One Health needs in mind. 

That would involve, for example, recognising that health information systems and data infrastructures may, 

over time and with appropriate safeguards, need to interact with relevant data from other sectors such as 

animal health, environment, food systems and land use where this delivers clear public value. It would also 

involve clarifying that the proposed evidence synthesis hub for public health threats will have an explicit 

One Health remit and will work with partners across sectors and disciplines when shaping its methods and 

priorities. 

The draft already commits The Department of Enterprise, Tourism and Employment to cross sector and 

whole of Government evidence for policy initiatives. It would help if the text explicitly named the intention 

to work not only with the Department of Health and health agencies but also with departments and agencies 

responsible for agriculture, food, environment, education, climate and local government on topics where 

One Health is relevant. 
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6. Widening the conception of the health research workforce and leadership 

The strategy sets out an ambitious vision for a thriving health research environment and a strong health 

research workforce. We recommend that The Department of Enterprise, Tourism and Employment’s 

language makes clear that this workforce and its leadership include disciplines and sectors central to One 

Health. 

This point could be addressed through a simple change in wording that recognises that health research 

leaders in Ireland come from a wide range of fields, including veterinary and animal health, plant and 

ecosystem health, environmental science, social science, economics, data science and public health as well 

as clinical and biomedical disciplines. 

Training, mentorship and career development opportunities under the strategy could then be described as 

open to this wider community, including on an all island basis. That would help build the integrated capacity 

that Ireland and Northern Ireland will need in order to respond to future health and wellbeing challenges 

with a One Health lens. 

7. Using all island and international partnerships to anchor One Health 

We welcome the draft strategy’s strong focus on all island collaboration, on alignment with national 

research and innovation policy and on active participation in Horizon Europe, EU4Health and joint 

European partnerships, including those with a One Health and antimicrobial resistance focus. 

We suggest that The Department of Enterprise, Tourism and Employment takes the opportunity to state that 

One Health topics will be natural priorities within these partnerships. For example, collaboration with 

funders and partners in Northern Ireland can be directed towards shared One Health challenges and The 

Department of Enterprise, Tourism and Employment’s role in European partnerships can be used to support 

consortia that bring together human, animal and environmental health expertise from across the island. 

It would also be helpful if the strategy noted that The Department of Enterprise, Tourism and Employment 

intends to align its work with relevant international One Health frameworks, including the Quadripartite One 

Health Joint Plan of Action and the emerging global arrangements on pandemic prevention, preparedness 

and response. 

8. Working with the All-Ireland One Health Collaborative Network 

Finally, we suggest that The Department of Enterprise, Tourism and Employment considers formal 

engagement with networks that can support delivery of its ambitions in this area. The All Ireland One Health 

Collaborative Network stands ready to work with The Department of Enterprise, Tourism and Employment 

as it refines the strategy and as it designs funding schemes, assessment criteria, capacity building 

programmes and evaluation frameworks that take account of One Health. 
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The Network expects to widen its membership in 2026 to include public agencies and other actors whose 

mandates are directly relevant to One Health. That evolution will create a practical forum through which 

The Department of Enterprise, Tourism and Employment can test ideas, co design initiatives and share 

learning about the impact of One Health approaches on health and wellbeing outcomes, inequalities and 

resilience. 

We appreciate The Department of Enterprise, Tourism and Employment’s leadership in opening this 

consultation and in placing equity, sustainability and collaboration at the centre of its draft strategy. We 

would welcome further dialogue on any of the points above and are keen to support The Department of 

Enterprise, Tourism and Employment in embedding One Health as a natural and integral part of the Irish and 

all island health research landscape. 

 

Signed on behalf of the All Ireland One Health Collaborative Network  

 

 

 

Gerald Barry 

Deputy Director, 

UCD One Health Centre 

University College Dublin 
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Submissions from Alliance of Rare Disease Companies Ireland 
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Submission from the American Chamber of Commerce Ireland
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Submission from Aramex Ireland 
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Submission from ARC Hub  

Centre for Therapeutic Drug Discovery and Translational Sciences - Converting promising 
science into the medicines of tomorrow 

The concept for a Centre of Excellence in Ireland: The present proposal details the need and strategy 
for establishing a Centre for Drug Discovery and Translational Sciences (CDDTS). The centre will 
integrate the laboratory capabilities and scientific expertise that are currently lacking in Ireland. Such 
a centre will enable therapeutic discovery ideation and translation to the clinical setting thereby 
leveraging research outcomes for economic growth. 

 

Introduction & Rationale 

Ireland has established itself as a powerhouse for pharmaceutical exports resulting from decades of 
strategic investment, a favourable business environment and above all the availability of an educated 
workforce in advanced manufacturing and supply chain. Recent geopolitical uncertainty and 
increased competitiveness in the global manufacturing landscape pose a risk to Ireland’s economy 
and to its current over reliance on pharmaceutical manufacturing.  

Despite being the third largest global exporter of pharmaceutical products, Ireland has very few 
indigenous pharma companies of scale. In addition, the major pharmaceutical companies that have a 
manufacturing footprint in Ireland have little to no therapeutic research or clinical development 
activities based here. Our indigenous capabilities, knowhow and expertise remain critically 
underdeveloped. As a result, Ireland doesn’t rank competitively relative to some other European 
countries with similar or even lower GDP per capita (for example Belgium or Denmark).  

Building a well-connected ecosystem covering the full life cycle of a product from research to 
manufacturing will enable Ireland to maintain its position as a major player in the pharma sector, and 
help create a more resilient economy. Fostering and accelerating scientific advancement from 
ideation to inflection point remains an absolute prerequisite for future economic growth. The shortage 
of drug discovery skillsets and expertise is noticeable in Ireland, resulting in a slim pipeline of 
discovery therapeutics and suboptimal output from the Irish universities, despite their potential. 
Inadequacy in scientific rigour for testing and validating therapeutic concepts is evidenced also by the 
limited number of start-ups and indigenous biotech companies emerging in Ireland that succeed in 
attracting venture investment.  

Immediate action is, therefore, essential. The current proposal deals with closing the technical gap we 
have in Ireland for value creation and acceleration of therapeutic drug discovery and translational 
research. 

 

Recommendations 

1. Establish a centre of excellence for therapeutic drug discovery and translational sciences, 
embedding laboratory capabilities and scientific disciplines which are currently lacking. Such 
a centre will enable stronger therapeutic idea generation, validation and translation to patients’ 
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needs and clinical settings. The requisite scientific disciplines can work across multiple 
therapeutic areas irrespective of modalities (small molecules, biologics or cell & gene 
therapy). Many EU countries have already established such centres of excellence to bridge the 
gap between academia and the pharmaceutical industry and have shown success from this 
co-creation model.  
 

2. Create a knowledge resource through the Centre that is 
accessible, at a national level, to all Irish research 
performing organisations, start-ups and industry partners, 
Shortage of drug discovery expertise is noticeable in 
Ireland, and the proposed set up through advancing and 
derisking own and partners therapeutic concepts will 
build momentum for a stronger indigenous biotech 
presence in Ireland. 
 

3. Build a well-connected end to end ecosystem with the 
Centre acting as a fulcrum. The structure will cover the 
full life cycle from discovery to clinical proof of concept. 
It will enable Ireland to maintain its position as a key 
player in the pharmaceutical sector. 

 

To establish the Centre the following is requested 

- A laboratory facility or dedicated building to house up to 
35-40 scientists 

- Staff and project work are estimated to require 40 million annually. However, the centre would 
be cost neutral within 5 years of investment. 

- A capital expenditure budget of 20 million over 2 years. Duplication of investment will be 
minimised by optimizing the equipment budget and utilizing already invested infrastructure in 
other centres (eg NIBRT, SSPC, etc). 

 

 

How the CDDTS fits into the existing Irish ecosystem  

CDDTS will provide the fundamental capabilities in drug discovery, as shown in the accompanying 
figures. It will complement (not duplicate) the existing resources, infrastructure and funding 
mechanisms. By way of example:  

Ireland’s third level organisations are currently bereft of the ability to generate the correct chemistry or 
biologic (as a drug) and they lack the direct practical input into the assays and methods that would 
allow clinical translation. The CDDTS would be an accessible resource to academics throughout the 
country, meaning each university will not be required to duplicate the equipment and the capabilities 
necessary to create an innovation economy. The infrastructure already in place will be utilised by the 
Centre and the gaps judiciously identified.  
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SMEs and Start-ups need ongoing access to drug-development capabilities, that may be positioned 
anywhere along the development process shown in the figure. Funding schemes that support 
SMEs/Start-ups would benefit in having access to such capabilities including the EI 
Commercialisation Fund, EI High Potential Start-up (HPSU), and the DETE DTIF scheme etc. 

 

Benefits of this Approach 

Elevating the output of academic research to a higher level will deliver to pharma and biotech 
companies potential drug candidates for further development and licensing. In addition, such a 
centre will create a critical scientific mass with deep industry insight thereby generating more 
breakthroughs and differentiating therapeutic ideas which will address unmet medical needs. Such a 
centre can be synergistic to the ARC Hub for Therapeutics and the Pioneer Incubator and will operate 
as a catalyst to advance indigenous biotech. The scientific disciplines of the centre will be unique and 
as such will not duplicate existing capabilities elsewhere (e.g. Irish Universities or NIBRT). To the 
contrary, it will create a win-win situation covering the full spectrum of product life cycle from ideation 
to commercialisation. Recently, the EU Commission has consolidated its “Choose Europe for 
Science” package which includes multiple EU funding and mobility schemes to attract scientists to 
the EU. Our proposal could avail itself from this scheme and others as regards funding and building a 
world-leading centre for research and development.  

 

  



Page 40 of 448 

Submission from AstraZeneca 
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Submission from Bord Iascaigh Mara 
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Submission from BioPharmaChem Ireland and Irish Medtech
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Submission from Cancer Trials Ireland 

 

 

Cancer Trials Ireland: Submission to the National 

Life Sciences Strategy Consultation 

Submitted by: Cancer Trials Ireland 
Date:                    5th December 2025 
To:                         Department of Enterprise, Tourism and Employment 

 

Scope 

The scope of the National Life Sciences Strategy should explicitly include clinical research and 
clinical trials - particularly cancer clinical trials - as core national life sciences infrastructure, on 
equal footing with (bio)pharmaceuticals, medical technologies, and biomanufacturing. 

Clinical trials are uniquely positioned at the intersection of industry, academia, health services, and 
patient care. They: - 

• attract inward investment, 
• support high-value R&D, 
• anchor pharma and MedTech activity in Ireland, 
• advance patient outcomes through access to innovation, and 
• drive system efficiencies and cost savings. 

This framing aligns directly with the EU’s Choose Europe for Life Sciences Strategy, which 
identifies clinical research as a strategic competitiveness priority and highlights the need for 
Member States to strengthen clinical research infrastructure to reverse the decline in EU trial 
activity and compete globally (EU Strategy, pp. 5–7).1  

Clinical trials are also vital for emerging biotech’s to validate safety, efficacy, and attract 
investment for their products. Large pharma increasingly in licenses or acquires assets from 
smaller biotechs after they show clinical validation, using that data to justify major upfront and 
milestone payments.  So indigenous Irish biotech SME industry is dependent on an active and 
easy-to-access clinical trials infrastructure. The path from academic biological research innovation 
to clinical translation and market accessibility is dependent on validation in clinical trials.  Deals 
and out licensing agreements typically command higher values when an asset has progressed into 
or through key clinical phases, because the risk profile is lower, and market potential is clearer.   

Furthermore, demonstrating benefit in well run clinical trials also supports health technology 
assessment and payer discussions, which are essential for eventual uptake and revenue. 
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Why cancer clinical trials should be explicitly in scope 

Cancer represents a high-burden disease area, a major focus of global R&D, and a leading 
category for Advanced Therapy Medicinal Products (ATMPs). The economic and clinical evidence 
demonstrates that cancer trials offer a uniquely high return on public investment: 

• €14.8m in direct drug cost savings from just 18 trials involving 249 patients over four years 
(CTI Value of Cancer Trials report [VOCT], pp. 3, 10)2.  

• €36.7m in inward investment through provision of investigational medicinal products (IMPs) 
to patients (VOCT pp. 3, 10) 2.  

• Trial-unit valuation of €9.7m (2021–2025) and €2.05m (2022 alone) in medicines provided 
to trial patients, at no cost to the State (VOCT pp. 3–4, 11) 2.  

Few other areas of the life sciences ecosystem simultaneously address economic growth, patient 
outcomes, R&D excellence, and health system sustainability to this degree. 

For these reasons, the scope of the Strategy should explicitly incorporate: 

• Clinical trials, with a defined cancer trials pillar 

• Clinical research infrastructure and regulatory pathways 

• Health data infrastructure to support research (aligned with the EHDS) 

• Specialist clinical research workforce development 

This scope is central to achieving Ireland’s ambition to remain a global life sciences leader. 

 

Objectives 

Ireland’s National Life Sciences Strategy should adopt the following key objectives, each 
supported by evidence from national performance data and aligned with EU policy direction. 

Objective 1: Strengthen Ireland’s capacity to conduct cancer 
clinical trials at scale 

Ireland currently participates in just 1.1% of all EU clinical trials and has the lowest number of 
newly opened oncology trials among EU Member States (VOCT, pp. 14–15) 2.  

 

To become competitive, Ireland should set measurable targets to: 

• Increase the number of open cancer trials by investing in trial networks, clusters, and 
national sponsor capacity (Cancer Trials Ireland). 

https://www.cancertrials.ie/wp-content/uploads/2025/11/The-Value-of-Cancer-Trials-Report-13.11-Digital.pdf
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• Achieve the National Cancer Strategy target of 6% of cancer patients enrolled on 
interventional trials, which will only be feasible with increased multi-departmental 
investment (VOCT, pp. 25) 2.  

Objective 2: Build sustainable workforce and trial-site 
capability 

The EU Strategy stresses the importance of research careers and the need to address skills 
shortages across clinical research (EU Strategy, pp. 18–19). 1  

Ireland faces immediate vulnerabilities: 

• Trial units often rely on temporary, insecure contracts, causing staff turnover and loss of 
expertise (VOCT, pp. 11) 2.  

• Career pathways for research nurses, data managers, radiation therapists and HSCPs 
remain underdeveloped. 

A national objective should be to: 

• Create permanent, recognised clinical research grades within the HSE 

• Stabilise research unit staffing through secure funding 

• Align workforce planning with EU mobility and training frameworks.# 

Objective 3: Reform and accelerate regulatory and trial start-
up processes 

Ireland’s trial start-up timelines have historically been among the slowest in Europe, ranking 32nd 
and 33rd out of 35 in ICON’s EU-wide comparison (VOCT, pp. 18) 2.  

Although the introduction of national Clinical Trial Agreement (CTA) templates and single legal 
review processes has begun to improve timelines, structural and legislative reforms are needed to 
align with EU actions such as: 

• ACT EU, 

• MedEthics EU, 

• the COMBINE project for coordinated regulatory pathways, and 

 

• forthcoming EU Biotech Act (EU Strategy, pp. 10–11, 20–23).1  

Ireland should set an objective to be top quartile in Europe for trial start-up efficiency within five 
years. 

Objective 4: Support innovation, personalised medicine, and 
advanced therapies 
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Oncology and ATMP research are explicitly identified as EU strategic priorities (EU Strategy, pp. 
9–10) 1.  

Cancer trials are the primary vehicle for: 

• real-world adoption of ATMPs, 

• genomic-driven treatment selection, 

• precision diagnostics, and 

• advanced radiotherapy techniques. 

Investing in this infrastructure will directly enable Ireland to benefit from EU programmes in data 
sharing, genomics, and AI-driven discovery. 

Objective 5: Expand equitable access to trials for patients 
across Ireland 

Patients enrolled in cancer trials consistently experience improved outcomes due to access to 
novel treatments and enhanced monitoring (VOCT, pp. 7).  

Objectives should include: 

• Developing hub-and-spoke decentralised trial models to ensure regional equity (VOCT, pp. 
24) 2.  

• Integrating trial participation metrics as key performance indicators for hospitals, echoing 
recommendations from the National Clinical Trials Oversight Group (VOCT, pp. 6) 2.  

• Expediting access to genomic medicine, digital innovation, electronic health records to 
enable digital clinical trials. 
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Opportunities and Challenges 

Opportunities 

1. Economic Return and Inward Investment 

Cancer trials generate substantial value: 

• €14.8m direct savings + €36.7m inward investment in IMPs from a small sample of trials 
(VOCT, pp. 3, 10) 2. 

• Radiotherapy trials delivering €569k to €482k annual savings per protocol, plus staffing and 
machine-time efficiencies (VOCT, pp. 12) 2. 

These savings nearly exceed 20 years of HRB funding to Cancer Trials Ireland (€18.39m) and 
total savings very likely exceed the entire €22m HRB grant cycle (2022–2026) (VOCT, pp. 25–26) 

2.  

Scaling this model represents a high return on public investments. 

2. Patient Impact and Public Support 

Trial participation: 

• improves outcomes, 

• provides access to treatments unavailable via standard care, 

• enhanced, elevated monitoring, and 

• commonly comes at no cost to patients or HSE (VOCT, pp. 7) 2. 

Public support for trials is strong and rising: 62% of people in Ireland would participate in a trial, up 
from 48% in 2020 (VOCT, pp. 7) 2. 

3. High-growth oncology and ATMP innovation pipeline 

Cancer trials provide early access to: 

• immunotherapies, 

• targeted therapies, 

• radiotherapy innovations, and 

• next-generation ATMPs. 

This positions Ireland attractively for FDI, research consortia and EU innovation partnerships. 

Challenges 

1. Ireland underperforms in clinical trial participation 
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With just 1.1% of EU clinical trials, Ireland falls behind smaller or comparable peers such as 
Finland, Denmark, and Switzerland (VOCT, pp. 14–15) 2. 

Without structural intervention, Ireland risks being perceived as a low-capacity clinical research 
market, weakening competitiveness. 

2. Fragmented funding and unstable trial-unit staffing 

Trial units often self-fund large proportions of activity, leading to: 

• volatility, 

• inability to retain experienced staff, 

• reduced trial capacity. 

(VOCT, pp. 11, 25–27) 2.  

3. Slow and variable trial start-up timelines 

Ireland’s historic performance in trial initiation is a known deterrent for sponsors. Despite 
improvements, significant reform and coordinated policy action are needed (VOCT pp. 18–20) 2. 

4. International competition for pharma investment 

Global pressure (e.g., U.S. CHIPS-style incentives) threatens Europe’s share of biopharma R&D 
and manufacturing. Ireland must signal strong strategic intent to remain globally relevant (VOCT, 
pp. 4) 2. 

Cancer trials are a strong lever to assist anchoring pharma investment in Ireland. 

5. Fragmented data infrastructure 

Ireland’s electronic health infrastructure is fragmented.  Development of electronic health data 
aligned to European Health Data Space and National Cancer Data Nodes standards will support 
real world evidence generation, assessment of feasibility to open and run studies.   

 

 

EU Context 

The EU Life Sciences Strategy provides a clear framework that Ireland’s national strategy must 
align with. The EU’s ambition is to become the world’s most attractive location for life sciences by 
2030 (EU Strategy introduction) 1. 
 

Ireland’s opportunity: align national action with EU structural 
investments 
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1. EU Clinical Research Investment Plan (2026) 

The EU will establish a major investment plan to expand multi-country trials, harmonise regulation, 
and build clinical research infrastructure (EU Strategy, pp. 11) 1. 
→ Ireland must scale its cancer trials capacity to be a meaningful participant and beneficiary. 

2. Addressing Europe’s decline in trial activity 

The EU highlights declining clinical trial volume and competitiveness as a strategic risk (EU 
Strategy, pp. 5–7) 1. 
→ Ireland has the lowest number of newly opened oncology trials in Europe - a national challenge 
squarely in scope. 

3. Regulatory simplification and harmonisation 

Upcoming EU initiatives (ACT EU, COMBINE, MedEthics EU, Biotech Act) aim to reduce 
fragmentation and enhance trial efficiency (EU Strategy, pp. 10–11, 20–23) 1. 
→ Ireland must adapt its systems to keep pace or risk falling further behind. 

4. EU investments in health data, genomics, and AI 

Cancer trials depend on structured data architectures, interoperable systems, and computational 
analytics - all highlighted priorities for the EU (EU Strategy, pp. 14–15) 1. 
→ Ireland should embed cancer trials in national data strategies to benefit from EHDS, NCDN, 
and EU genomics initiatives. 

5. EU focus on research careers & workforce mobility 

Challenges in research careers and workforce retention are shared EU-wide (EU Strategy, pp. 18–
19) 1. The Value of Cancer Trials report describes how Ireland experiences this acutely. 

→ Ireland should incorporate workforce stabilisation in its life sciences strategy. 

 

Conclusion 

Cancer clinical trials deliver profound value to Ireland’s economy, health system, and global 
competitiveness. They: 

• save the State millions annually, 
• bring in tens of millions in inward investment, 
• improve patient outcomes, 
• support high-value R&D and jobs, and 
• anchor Ireland’s position in a rapidly evolving EU life sciences landscape. 

Few investments offer such a powerful combination of economic return, patient benefit, and 
strategic alignment with both EU priorities and national ambitions. 
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A National Life Sciences Strategy that explicitly prioritises cancer clinical trials will position Ireland 
to lead within its peer group, attract major EU and industry partnerships, and deliver tangible 
benefits to patients and the wider economy. 

References:  

1. Choose Europe for life sciences: A strategy to position the EU as the world’s most attractive place for life sciences by 
2030: EUR-Lex - 52025DC0525 - EN - EUR-Lex 
 

2. Value of Cancer Trials, Nov 2025, Cancer Trials Ireland: CTI Value of Cancer Trials report 

  

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52025DC0525&qid=1762330863739
https://www.cancertrials.ie/wp-content/uploads/2025/11/The-Value-of-Cancer-Trials-Report-13.11-Digital.pdf
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Submission from Connected Health & Wellbeing Cluster
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Submission from Cork Chamber of Commerce
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Submission from Department of Agriculture, Food and the Marine
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Submission from D. Shanahan
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Submission from Dexcom 

EXTERNAL MAIL  

Do not click links or open attachments unless you recognise the sender and know the content is 

safe or expected. Contact ICT Helpdesk if unsure  

 

Dear Minister Burke, 

  

My name is Orla Lovett and I am reaching out to you in my capacity as Market Access 

Lead for Ireland at Dexcom, to inform the public consultation on the National Life Sciences 

Strategy. Dexcom is a company which develops, manufactures, produces, and distributes 

continuous glucose monitoring systems (CGM) for diabetes management. 

  

Scope 

Overall, the National Life Science Strategy should encompass the research, development and 

innovation ecosystem, accounting for manufacturing, adequate skilled workforce and optimal 

market access. It is imperative that a collaborative approach is taken to adequately account for the 

perspectives of patients, clinicians, and industry. 

  

Objectives 

When considering objectives of the National Life Sciences Strategy, Dexcom recommends the 

below points for consideration: 

• (i) Ensure that Ireland remains a leader in MedTech innovation  

• (ii) To sustain Ireland’s reputation in attracting and educating skilled workforces to deliver 

innovation for foreign direct investment and indigenous companies alike. 

• (iii) Ensure that collaboration between government, patient representatives, industry, and 

academia continues to inform optimal decision making with a view towards more timely 

access to innovations and technologies to provide an equitable healthcare system. 

• (iv) A clear and timebound focused plan with defined actions must have a path that the 

Strategy can deliver on. 

  

Opportunities and Challenges 

https://scanner.topsec.com/?d=1777&r=show&u=https%3A%2F%2Fwww.dexcom.com%2Fen-ie&t=2bac51d20a487184695760455e9a2088c2643261
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• We believe that Ireland has an opportunity to lead on the intertwined epidemics of obesity and 

diabetes, with type 2 diabetes as a major driver but with recognition that all types of 

diabetes contribute to the rising burden. These conditions are deeply linked, with around 

90% of people with Type 2 diabetes also living with overweight or obesity. Together, they 

cost the EU an estimated €240 billion annually in healthcare expenditures and productivity 

losses. Unless addressed decisively, these costs will escalate further as prevalence rises. 

Childhood obesity is a particularly urgent concern. Children with obesity are five times more 

likely to remain obese in adulthood, increasing their risk of diabetes, cardiovascular 

disease, and long-term complications. Tackling this early is critical to reducing lifetime 

health burdens, safeguarding productivity, and ensuring sustainability of EU health 

systems. 

  

• A continental challenge is the digital divide. Unequal access to digital tools like CGM across 

Member States such as Ireland risks widening outcome gaps. By prioritising early access to 

digital technologies that enable self-management and remote titration, the EU can reduce 

unnecessary appointments, free up healthcare resources, and reallocate clinical time to 

those with greatest need—delivering better outcomes for people with diabetes and easing 

pressure on health systems. 

  

• There must be a focus placed upon developing health strategies that are complimentary in 

factoring in the interlinkage with other diseases. In the case of diabetes, it is a disease 

which has clear links with complications within other diseases. A sub-standard approach to 

diabetes care can lead to serious complications, such as kidney failure, retinopathy, 

blindness, cardiac disease, neuropathy – and in some cases, amputation. To add to this, 

diabetes is also persistent in short term complications such as severe hypoglycaemia and 

Diabetic Ketoacidosis leading to increased emergency department visits and 

hospitalisations. It is very clear that the cost diabetes poses to a patient’s welfare without 

adequate provisions is stark. Ireland should work to build on EUDF recommendations and 

WHO frameworks to ensure evidence-based policymaking that breaks down silos between 

obesity, diabetes, and cardiovascular disease.  

  

• An equity of care for patients – In Ireland, patients do not have equal access to CGM devices. 

The reality at present is that only type 1 patients can avail of a CGM device, which results in 

a grave inequity of care for patients. Dexcom is firmly of the view that all patients on insulin 
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who require a CGM device should avail of one, particularly with the trends reflecting that the 

type 2 patient cohort is set to substantially increase in the coming years. Ireland lags behind 

its EU counterparts in patient access and there is a real concern in Dexcom that an 

innovation paradox may occur at our manufacturing facility in Athenry – where CGM 

devices are being manufactured for other EU patients who are eligible whereas Irish 

patients remain on insulin or nothing at all. 

•   

• Talent and Skills – It is critical that Ireland sustains the flow of its globally renowned skilled 

workforce, but it is equally pertinent that this talent is retained. Dexcom is preparing to hire 

an estimated 1,000 people at its EU manufacturing facility in Athenry and is eager to 

explore the range of talent in the west of Ireland. 

•   

• Digital health records must be rolled out across various diseases as a matter of priority in 

order to ascertain the accurate number of Irish patients who require treatment. In Ireland, 

as part of national strategies, patients are awaiting the Rare Diseases Registry and 

National Diabetes Register. It is critical that the implementation phase of these strategies is 

fast tracked, and the Health Information Bill (due before the Seanad) must be enacted 

without delay to facilitate said registries. Ireland lags behind its EU counterparts in digital 

health records and it is currently a notable challenge when identifying all patients who 

require adequate care. 

  

EU Context 

Dexcom welcomes the publication of the EU Life Sciences Strategy to position the EU as the 

world’s most attractive location for life sciences by 2030. Given Dexcom’s substantial investment 

in the EU market, it was particularly encouraging to see that Enabling rapid market access for 

life science innovations is a primary component of the strategy. 

  

• Ireland is well-placed to champion the creation of interdisciplinary chronic disease hubs 

across Member States, led by primary care teams and designed to integrate screening for 

diabetes, obesity, and cardiovascular risk. These hubs should provide rapid access to 

education, technology initiation (including CGM), behavioural support, and structured 

follow-up care, ensuring that people with diabetes receive holistic and coordinated 

management. In addition, Ireland could encourage the adoption of joint diabetes/obesity/ 
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cardiovascular checks, enabling earlier detection of risk factors and more timely 

interventions to prevent complications. 

  

• Ireland should work to build on European Diabetes Forum recommendations and World 

Health Organisation frameworks to ensure evidence-based policymaking that breaks down 

silos between obesity, diabetes, and cardiovascular disease.  

  

• This would include promoting predictable, equity-focused reimbursement models for EMA-

approved treatments and devices, alongside the use of outcomes-based contracting where 

appropriate. Ireland can also support fast-track adoption of pharmaceutical and 

technological innovations that demonstrate both health-economic and clinically meaningful 

improvements—such as increased time-in-range, reductions in hospitalisations, or delayed 

onset of diabetes-related complications. 

   

Many Thanks 

Orla  

  

  

  

  

Orla Lovett 

Senior Lead Market Access Specialist | Dexcom Ireland and Northern Ireland 

T: 087 9851394  :: orla.lovett@dexcom.com 

Dexcom, Building 2, Maxis Business Park, Western Road, Bracknell, Berkshire, RG12 1RT 

Dexcom supports flexible working so whilst it suits me to email now, I do not expect a 

response or action outside of your own working hours 

 

  

  

mailto:orla.lovett@dexcom.com
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 Submission from D. O’Connor 

 

NATIONAL LIFE SCIENCES STRATEGY CONSULTATION 

 

Key thematic questions 

Views are welcome from interested stakeholders across the life sciences ecosystem. Submissions 
should be structured according to the themes of scope, objectives, opportunities and challenges, and 
EU context, outlined below. 

Scope 

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, agriculture, 
fisheries and food production. 

In your view, how broad should the scope of the strategy be? 

 

While there is overlap in some technologies and scientific basis this is too broad a scope to 
adequately analyse and develop a coherent top down strategy. The challenges/opportunities are 
different in these areas. 

The Pharma and Med Tech sectors are heavily vested in FDI and exposed to the recent geopolitical 
changes that will impact trade and should have good synergies between the type of strategic actions 
that would improve them.  

Agriculture and Fisheries are more indigenous based today , with Food somehere in between. 

I would suggest that each major sector develop its own summary of current outlook, threats, 
opportunities and priority approaches. Then build the common strategic priorities where there is 
sufficient overlap. Carrying out this bottom up analysis may highlight natural overlaps and synergies 
and help clarify the priority areas with most impact. 

The TIME BASED scope of the strategy should be 10 years minimum. Certainly in Pharma given the 
recent US investment decisions and time the time it takes to change supply chains, the period 2030 
to 2035 will be a critical one for Irish FDI Branches and will need a strategy today to prepare for this. 
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Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the sector’s long-term 
success? 

For example: research and innovation, global competitiveness, patient outcomes, talent and skills, 
sustainability 

I am going to address this question with Pharma in mind only as that is my area of expertise and 
experience. The objectives below are interrelated with two aims in mind 1) make Ireland an attractive 
location for Pharma production and service centralisation and 2) grow the links between indigeneous 
and multinational systems. 

Competitiveness 

Today for Bulk Drug Substance, and complex Fill Finish and for Device components, Ireland has a 
reputation and a value proposition at the top of the Global order across a number of important 
metrics both financial and qualitative. There are multiple examples across companies of this 
capability.  

1. Value for Capital  
2. Large Capital projects delivery (budget/time) 
3. Cost of product relative to external benchmark 
4. Very reliable commercialisation, launch and supply chain scalability 
5. Manufacturing productivity and innovation – next generation manufacturing 

The lead positions and capability in these areas can and must be maintained.  

That means supporting any opportunities for Capital expansion and supply chain opportunities 
however small, positioning Ireland in any dual launch scenario while continuing to improve 
productivity (business and process).  

While the US expansion is a given , the aim should be that for other location discussion Ireland 
should be naturally at the top of the list because of this level of performance and competitiveness. 

In addition there will be opportunity to leverage and build on the Technical service opportunities 
based on this capability. 

 

Talent availability, ability to scale, ability to diversify into Pharma service support 

This is an area of competitive advantage for Ireland. The collective systems that produce Technical 
capability, management capacity and trainable/convertible staff in large numbers has demonstrated 
the ability to support rapid expansion across a number of Pharma technologies.  
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In addition the number of global launches from Ireland over the past 20 years has built a cadre of 
knowledge, experience and delivery that is not going to be matched. 

This should be leveraged to increase both the Business Service and Technical service sectors. For 
example Service functions (Tech Service, Regulatory etc) could be built based in Ireland to utilise this 
capability while there is a lull in new site investment. 

This will be a significant challenge for the US given their existing talent pool and the pace of 
expansion.  

Ireland should be aware of this and ready to double down and exploit our advantage. (The recent 
NIBRT announcements to export training and talent growth processes do not align with this objective 
and should be reconsidered) 

These holistic talent systems should be assessed, reviewed, and redirected to meet the targeted 
technology and to areas of the new strategy. 

 

Innovation in manufacturing 

There are opportunities for leadership in innovation in a number of areas of Process Development 
and Manufacturing 

1. Digital plant - Deploying AI for commercialisation and manufacturing speed and efficiency 
2. Next generation biomanufacturing, continuous manufacturing 
3. Hybrid manufacturing technologies / new modalaties 

There are already examples of these technologies operating in the country and examples of new 
Manufacturing paradigms beginning in Ireland. This should be replicated and expanded to the 
emerging technologies and modalaties. 

There should be potential for learning, building a critical mass and also for synergies across the 
existing Tech, Med Tech and Pharma sectors.  

Building these synergies could be an significant enabling objective of a Life Sciences strategy. 

 

 

Research and development 

There looks to be significant opportunity via the EU Life Sciences strategy to access funding for 
research both in basic sciences but also to support research in manufacturing technologies . 

Ensure that Research Ireland can mobilise and direct the level of research activity across the different 
individual institutions should form part of the strategy. Having appropriate oversight, and metrics 
around this is important.  
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R+d expenditure and oversight should be directed to have impact in the following areas. 

1. Support innovation efforts in Development , Manufacturing technologies. 
2. New modalities  
3. Sustainability technologies and their application 
4. Strengthen the Connection between indigenous and FDI branches 
5. Linking Pharma, Tech and Med Tech efforts 
6. Ensure supply of technical talent in the new science and technology areas 

 

Government policy 

There are a number of areas of Government policy that cold have a significant Life Science impact. 
The combined objective would be to align policy in these areas with overall competitiveness and 
attractiveness of Ireland as a location for Life Science investment and activity. 

1. IP – this is what can hold higher value / higher tech products 
2. Tariff inequality – the recent UK announcement on 0/0 tariffs with the US only further 

highlights this issue. 
3. Tax certainty – the Irish tax offering is still relatively attractive and should be protected. 
4. Infrastructure to ensure affordability 
5. A targeted coordinated approach to R&D investments 
6. Grant availability for existing plant expansion / upgrades 

 

 

 

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over the next 
decade that this strategy should address? 

I refer to Pharma sector here. 

The closure of the tax gap, the 15/0 tariff agreement between the US and EU, and the significant  
intent on supply chain realignment by the majority of US based big Pharma represent a major shift in 
external environment for Irelands Pharma Industry. 

In addition there is a diversification in modality and associated manufacturing technology emerging. 
Peptides, proteins, ADC, Gene therapy , Car-T are all emerging as viable technologies in addition to 
Chemistry based API and Cell culture based Biotech.  

Challenges 
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1. It looks like for major drug candidates the trend is for API and Fill Finish manufacture to be 
located in the US. This will impact the output volume, utilisation of the Irish branch 
manufacturing sites, and future capital investment and employment growth .  

2. Reduction in volumes and the lack of investment in the medium term may put pressure on 
existing employment levels unless a defensive / protective strategy is developed. 

3. Tax will no longer be such a competitive advantage, 15% tariff will make it difficult for the 
Irish locations compete with US sites on COPS particularly for US supply. This will put 
downward pressure on employment in existing sites. 

4. As investment slows down and facilities in Ireland age their attractiveness will reduce. 
5. Supply chain regionalisation will encourage US focused commercialisation and launch 

strategies which will potentially restrict Irish impact and influence on late phase development 
and access to R+d partners. 

6. While Ireland has been very successful at catching the Biotech wave for the past 20 years 
there have been very few new modality site announcements. There is a risk that Ireland will be 
pigeonholed into an API / Biotech drug substance location. The growth in terms of new sites 
will probably be in new modalities. 

7. The indigenous Pharma sector is very small scale from an employment perspective so may be 
limited in its ability to take advantage of new opportunities. 

 

 

 

Opportunities 

1. OUS demand will grow . There is opportunity here to make Ireland the premier supply location 
for OUS supply chains . This may also  provide opportunity in broader parts of the supply 
chain. For example Dry product , Fill Finish plants. 

2. Although the unbalanced tariff deal may impact this, there will likely be a dual launch strategy 
for new medicines. Thus Ireland can maintain its position as a commercialisation, late phase 
development location if it maintains its facility quality, its regulatory reputation, its IP status 
and supports new business/products via grants etc. 

3. The geopolitical landscape may encourage companies who do not have a European supply 
centre to develop one. Ireland should be well positioned to attract this business eg. Asian 
multinationals, Multinational CDO, CMO. This should also be an opportunity for Irish 
indigenous companies to grow. 

4. In the 2025 – 2030 timeframe there will be 300+ billion investments in new capital projects. 
From an engineering and technical service perspective, Ireland has a demonstrated expertise 
(English speaking) in this area both in local offices of multinationals but also in multiple 
indigenous service companies . There is significant technical employment growth or 
replacement opportunity here at a time when FDI will likely be slower and roles for grad 
technical, engineering slowdown. 

5. New modalities are growing. Ireland has a reputation for new technology adaption, technical 
depth, capital project delivery, ability to scale. There is an opportunity here to secure new 
investments  
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EU context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the EU 
as the world’s most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could these be 
applied in the Irish context?  

1. Optimising the research and innovation ecosystem 

3. Boosting trust, uptake and use of innovation 

There is a significant EU targettted spend in research and development in areas that match 
Irelands needs via objectives 1 and 3 of the strategy. 

This should be leveraged as much as possible. 

While I would not expect tariffs to be mentioned in a Life Science policy clearly the 15/0 tariff deal 
does offer challenges long term to EU attractiveness. 

  

https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
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Submission from Dr. Dockerty 

Strengthening Genetic Diagnostic Services as part of the National Life Sciences Strategy 

 

Scope 

Medical genetic testing should be a core component of the National Life Sciences Strategy 

alongside biopharmaceuticals and medical technologies because it underpins prevention, 

diagnosis, and personalised treatment across care pathways. Integrating genetic testing across 

clinical services, research, diagnostics and industry will connect Ireland’s research strengths to 

improved patient outcomes and commercial opportunities. 

 

Objectives 

1. Improve patient outcomes through personalised medicine  

Make genomic testing routinely available where evidence supports clinical benefit 

(oncology, rare disease, pharmacogenomics) to enable earlier, more accurate diagnoses 

and targeted therapies. 

2. Strengthen research and innovation  

Support translational pipelines from genomic discovery to clinical trials and diagnostics 

commercialisation by funding infrastructure, national data platforms and academic–industry 

partnerships. 

3. Build talent and workforce capacity  

Expand training for clinical geneticists, genetic counsellors, bioinformaticians and laboratory 

scientists to meet rising demand and sustain high-quality services. Currently there is no 

formal training pathway (or recognised public pay scale) for laboratory geneticists in Ireland. 

4. Ensure equitable access and sustainability  

Develop reimbursement models, national service standards and quality frameworks so 

genomic testing is accessible across regions and socioeconomic groups while remaining 

cost-effective. 

 

Opportunities and challenges 

Opportunities 

• Economic growth and job creation: Expanding genomic services creates high-value jobs 

in diagnostics, data analytics and biotech, strengthening Ireland’s life sciences cluster. 

• Attracting investment: A coherent national genomics approach and consolidated 

infrastructure will attract inward investment and partnerships. 

• Health system efficiency: Targeted testing reduces diagnostic odysseys, avoids 

ineffective treatments and enables preventive care, lowering long-term costs while 

improving outcomes. Early intervention is key for may genetic conditions and for a relatively 
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common genetic condition such as familial hypercholesterolemia (1 in 250), the treatment is 

easy, cheap and available. And most importantly, early treatment prevents loss of life. 

Untreated, affected males have a 50% chance of stroke or serious cardiac event by 50 

years of age. 

Challenges and responses 

• Data governance and privacy: Implement clear, GDPR-aligned governance, transparent 

consent models and strong security to build public trust and enable responsible research 

use. 

• Workforce shortages: Fund education, upskilling and specialist training pathways to 

rapidly expand genomic expertise across clinical and laboratory roles. 

• Equity of access: Commission national services with standard referral pathways and 

subsidised testing where clinically indicated to prevent geographic and socioeconomic 

disparities. 

• Regulation and reimbursement: Create predictable regulatory and reimbursement 

pathways for genomic diagnostics to incentivise innovation and ensure sustainability. 

 

EU context 

Align national genomic initiatives with wider European ambitions to build interoperable data 

infrastructure, harmonised regulatory standards and cross-border research collaboration. Doing so 

increases Ireland’s ability to participate in pan-European trials, attract partnerships and accelerate 

clinical translation. 

 

Concrete recommendations 

• Adopt a National Genomics Action Plan with phased targets for service rollout (rare 

disease, oncology, pharmacogenomics), infrastructure and workforce development. The 

National Genetics and Genomics Office seems ineffective at this. 

• Fund a secure national genomic data platform built to GDPR standards with transparent 

governance and public engagement to enable research and clinical use. 

• Introduce reimbursement and procurement mechanisms for validated genomic tests 

and companion diagnostics to ensure timely patient access and a stable market for 

innovators. 

• Create education pipelines and retraining grants for clinicians, laboratory staff and data 

scientists to deliver and interpret genomic medicine at scale. 

• Establish public engagement and equity measures including clear consent processes, 

targeted outreach and subsidised pathways for underserved populations to secure social 

licence. 
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Conclusion 

Embedding medical genetic testing in the National Life Sciences Strategy will improve patient 

outcomes, accelerate research translation, create high-value jobs and position Ireland to compete 

internationally. Prioritised, well-governed investment in genomic infrastructure, workforce and 

equitable access is essential to realise these benefits and keep Ireland at the forefront of life 

sciences innovation. 
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Submission from Dundalk Institute of Technology
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Submission from Edwards Lifesciences 

  

Edwards Lifesciences  

National Technology Park  

Castletroy  

Limerick  

V94 31X5  

  

05th December 2026  

  

Edwards – National Lifesciences Strategy   

   

Dear Minister,   

  

Edwards Lifesciences is a global leader in patient-focused innovations for structural heart   

disease. Our innovative and minimally invasive technologies are designed to provide life-saving 

treatment for heart valve disease patients.    

  

Ireland is a vitally important component within Edwards Lifesciences’ global supply chain. In 

2018 we established our first manufacturing facility in Shannon, Co. Clare. In 

2021, we opened a new €160m purpose-built manufacturing plant in Castletroy, Co. Limerick, at 

which heart valve repair and replacement technologies are manufactured. We now 

employ over 550 people, with plans to grow to over 800 employees by the end of this decade.   

  

Edwards Lifesciences strongly supports the development of a National Lifesciences Strategy. It is 

our hope that the strategy will provide a clear roadmap for Ireland’s continued success in this 

sector and promote innovation, talent development and a connected life sciences ecosystem.   

As a member of the Irish MedTech Association, we fully endorse its submission entitled, 

‘Delivering a Competitive and Resilient Future’. Our position is strongly aligned with the strategic 
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recommendations of the Irish MedTech Association. Of particular interest to our company is:   

  

• STEMM Education Pipeline: Any strategy should promote interest and participation in 

STEMM subjects throughout all levels of education. Edwards Lifesciences recently entered 

into a partnership with the University of Limerick to collaborate on innovation, joint projects, 

research initiatives, and educational programs. Increased connection between third-level 

institutions and organisations should be encouraged   

  

• R&D and Innovation Ecosystem: We support the development of an infrastructure and 

environment that supports R&D initiatives and embraces innovation. Edwards Lifesciences 

is currently building a Process Automation team in Ireland. A focus on enhancing 

manufacturing processes is vital for the sector in the long-term.  

  

We look forward to seeing the outcome of the first consultation period and look forward to sharing 

further insights as the development of the National Lifesciences Strategy develops.   

  

  

  

Yours Sincerely,   

  

  

___________________  

Emmet Kelly    

VP, Plant General Manager  
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Submission from EIT Health 

Response to public consultation on the 
proposed National Life Science strategy 
 

Background 

I have been involved in life sciences in Ireland nearly 20 years and have worked at nearly every point in the 
ecosystem. I am a product of an early life science initiative with the IDA, several universities, Intel and GE 
Healthcare. The TRIL Centre consisted of a substantial ageing research programme that has resulted in over 240 
publications, the creation of 15 technologies and the trialling of technologies in the homes of over 500 older 
people. The TRIL Centre directly or indirectly seeded several life science innovations and spin outs including 
Neuromod Devices, Kenesis Health, Kids Speech Labs, Firmwave and more. All these companies were founded 
by researchers who worked on real world problems with industry, at the time a unique opportunity that bridged 
between academic life and enterprise.  

Since then, I have worked in several healthtech startups in Ireland, including my own digital health startup and I 
have been lucky enough to participate in many of the innovative supports provided by the various universities 
and Enterprise Ireland.  

I have more recently been working as the Entrepreneurship Lead for EIT Health, health focused innovation agency 
funded by the EU to support early-stage startups and those looking to scale across the EU and abroad. In my role 
I have been able to see what supports are available in other jurisdictions and what could supplement the Irish 
Ecosystem.  

Ireland is certainly the envy of many European countries with many of the supports we have here, particularly the 
Enterprise Ireland Commercialisations fund and PSSF. The new Proof of Concept and Research Ireland 
supported ARC hubs are an exciting addition to the current ecosystem.  

However, despite the incredible University pipeline of innovation, Ireland is still underperforming in the success 
of our startups. We significantly underperform in scales ups and I believe there are a few contributory factors 
here: 

1. A traditional over- reliance of grants: while the commercialisation fund is undoubtedly a fantastic support 
and needed, up until recently many of our best companies progressed from this to the EIC Accelerator 
program. This is an incredible opportunity to receive €2.5m in grant funding from the EU and get following 
on investment from the European Investment Bank. However, recent changes to this program has seen 
eligibility shift to later stage companies. The Technology Readiness Level (TRL) has moved from 3/4 to 5/6 
meaning companies graduating from comms fund or early spin outs from universities will have a much 
harder time attracting money for the critical post spin out phase of development. Companies are now 
looking at the DTIF to fill this gap, however this is not the right program to fill this gap. This reliance on 
grants means companies are not securing the funding required to achieve long term milestones  
 

2. Lack of dedicated ecosystem. In my EIT Health role I attend many ecosystem events across the EU but 
particularly in London I see how they are leveraging the vibrate group of innovators, mentors, funders and 
more to generate genuine excitement about their ecosystem.  London has a life sciences week, bringing 
together the global investor community and UK life sciences industry for a week of networking, deal 
exploration and finding opportunities. Ireland does this in piecemeal ways, through EI and Research 
Ireland but we lack a central hub to really drive the life sciences agenda forward.  
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3. Lack of funding – startup funding for late seed/early series A is restrictive in all verticals right now but life 
sciences with their long development and commercialisation lead times are particularly struggling to 
attract VC funding. The gap that EIC accelerator funding was filling will now be extremely difficult to fill. 
Ireland does not have a dedicated health tech VC and those that say they ‘specialise’ in health tech do 
not participate in the seed stages where so many startups are struggling to secure funding. We have not 
seen a new influx of investment money in healthtech space. We have seen increased investment from 
Research Ireland and Enterprise Ireland but the real test of startup viability is external, knowledgeable 
investment.  
 

I believe Ireland needs a Venture builder/studio model to increase the quality/ambition of our life sciences 
innovation, particularly healthtech. A healthtech venture builder brings together clinical, technical, and 
commercial expertise to systematically turn promising health innovations into real, regulated, commercially 
viable products. It bridges the gap between research and market adoption—de-risking development and 
accelerating impact for patients and healthcare systems.  

Early stage: Venture builders are usually focused at the early stage of startups. In the Irish context we need to 
make sure teams are exiting the ARC hubs/Comms fund derisked and investor ready. We need to reduce the time 
it takes these teams to get out of the cycle of grants and raising large seed and series A rounds. Many of the 
companies coming out of Bioinnovate and Comms fund do not manage to raise the amount of money they need 
to get to market and end up raising multiple seed rounds diluting the founding team and investors until there is 
no space . Significant dilution reduces their ability to raise the money needed.  

Tailored/detailed supports: Early-stage founders will never have all the resources they need for all the roles 
required for a life sciences startup. A venture builder is a model that is more than just providing workshops and 
hoping founders figure it out.  It provides tailored expertise at the time the teams need it, for example in advance 
of an investor meeting the team will have their regulatory requirements mapped out in terms of cost, time and 
resources with experts in the field. Demonstrating the roadmap has been developed with high level expertise 
(that a startup normally would not have the funds for) will results in improved investor confidence.  

Establishing a central , connected point in the ecosystem will have several benefits including leveraging the 
amazing talent pool we already have but also that we are developing through various initiatives (ARC Hubs, the 
national accelerator). We need to develop a central voice for healthech innovation as a point of entry but also 
having a cohesive approach to marketing our innovations abroad. We can attract more investment by 
establishing links to partners and the wider Irish ecosystem through a Venture builder generating a pipeline of 
best in class healthtech innovations.  

There are several successful models I can point to:  

London Institute of Healthcare engineering. LIHE, LIHE is a translational MedTech hub based at King’s College 
London (KCL), it is designed to bring together academia (engineering, biomedical research), clinical practice 
(through the NHS Trust), industry partners (multinationals, SMEs) and start-ups all in one ecosystem so that 
medical device and healthcare engineering innovations can go from bench → bedside → boardroom more 
rapidly. They do this through strategic ecosystem development, hands on translational support and derisking 
and investment readiness  

General Inception is a US venture builder that sells itself as a deeptech co-founder. They help assemble the 
founding team, bring in domain execs, provide infrastructure, operations, legal and financial support. 

 

I have been discussing this idea with many stakeholders in the ecosystem, from academics, Enterprise Ireland, 
Research Ireland and investors who have all confirmed the need for such a venture. I can provide letters of 
support across these stakeholder and I am in the process of preparing a proposal to begin the process of 
getting this program funded. 
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I would appreciate an opportunity to discuss further with anyone in the department who is interested in how we 
can grow our healthtech innovation ecosystem.   

 

Kind Regards 

Dr Shona D’Arcy 
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Submission from Elixir Ireland
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Submission: Galway City Innovation District  

Introduction: Galway City Innovation District  (GCID) supports in full the submission below 

from the West Regional Enterprise Plan. GCID has been a member of the Stakeholder group 

who have considered current and future opportunities and challenges for Lifesciences in the 

region and in Ireland as a whole. As an Innovation Hub, with ten years experience in supporting 

multi sector startups from Ideation through to exit, we have identified the following key areas 

that require increased focus. Our observations align with the key pillars of  Enterprise Ireland 

five year strategy. 

Specifically: 

● The creation of a dedicated lifeScience hub in the West Region with wet lab facilities. 

● Dedicated Accelerator Programmes to support the medtech and health tech sector 

supporting innovation and digital transformation. The Accelerator programmes should 

be funded for multiple years 

● Improvements to Investment Reliefs and improved EIIS schemes to ensure the 

continuity and growth of the Angel investment sector that fuels early stage Life Science 

companies. 

● Public private partnerships and corporate sandboxing to accelerate pilots and trials and 

ensure speed to internationisation and scale. 

---------------------------------------------------------------------------------------------------------- 

Irish National Life Sciences Strategy from the West Regional 

Enterprise Plan 

Background  

Lifesciences, in particular the Medtech Sector in the west of Ireland is a key sector in the region. In the west 

of Ireland, the sector comprises a vibrant mix of disruptive startups and scaling indigenous companies, 

established indigenous companies and multinational global giants. Multinationals continue to select the 

west of Ireland, in particular Galway for their operations. There have been successful acquisitions of 

companies founded in the region and there is a strong pipeline of start-ups from the ongoing applied life 

Sciences R+D in the universities and programmes like the BioInnovate programme. The recent 

announcements of the ARC hub for medtech and connected health led by the University of Galway with the 

Atlantic Technical University and the Royal College of Surgeons as partners accelerating novel cutting-edge 
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research, developing entrepreneurial scientists and engineers will enable the next generation of 

Medtech/Lifesciences start-ups in the region.  

The ecosystem in the region additionally comprises innovation hubs who provide space and a community 

for lifesciences start-ups. The Medical Engineering Technology Gateway (MET), the MedLink cluster, the 

Health Innovation hub, the Institute for Clinical Trials, by way of examples, provide a range of sector specific 

services and supports. Enablers nationally and regionally include the business development agencies, 

WestBIC, the Western Development Commission, the Regional Skills Forum, the Irish Medtech association 

and the local authorities. 

While there are lots of ecosystem resources/assets and entities, gaps exist in optimally meeting the needs 

of the life Sciences sector in the region and there is a lack of cohesion between the resources/assets, 

stakeholder/enablers and lifesciences companies.  

A facilitated workshop in June with lifesciences companies in the region sought to understand the 

challenges that exists for start-ups and scaling companies and to propose potential solutions and 

recommendations. This was followed by a stakeholder workshop in October. The learnings from those 

engagement sessions have influenced this submission.  

 

 

 

 

 

Introduction 

Ireland’s life Sciences sector stands at a pivotal juncture. To secure long-term competitiveness and sustainable growth, the 

National Life Sciences Strategy must prioritise the development of indigenous enterprises, strengthen the full supply 

chain, and leverage regional strengths. This submission outlines key recommendations and sectoral insights to inform the 

strategy. 

Strategic Priorities 

1. Empowering Indigenous Scale-Ups 

o Ireland must foster an environment where indigenous startups evolve into scale-ups and global acquirers, 

rather than being acquired prematurely. While trade sales to multinational corporations (MNCs) offer 

short-term benefits, the long-term vision should be to cultivate Irish-headquartered global 

multinationals. 
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2. Regional Development and Sectoral Convergence 

o The life sciences sector is uniquely strong in Ireland’s regions, often surpassing Dublin in capability. 

Regional clusters can drive broader economic development, especially when layered with emerging 

sectors such as artificial intelligence and immersive technologies, using life sciences as a foundational 

customer base. 

3. Self-Reliance in Production and Sales 

o Ireland must enhance self-sufficiency at the European level, both in production and market access, to 

reduce dependency on external actors. 

Funding and Investment 

● Expanding Risk Capital 

o A robust continuum of funding is essential, from early-stage angel investment to venture capital, private 

equity, and corporate venturing. Unlocking greater private sector investment is critical, with tax 

incentives deployed to stimulate investment at all stages. 

o Pension fund allocations and auto-enrolment schemes should be ring-fenced to support SME and life 

sciences investment. 

● Public Sector as Beta Customer 

o The HSE and other public bodies should act as beta customers for innovative technologies, providing 

startups with vital market validation and accelerating commercialisation. Public procurement guidelines 

must prioritise innovation to maximise health outcomes and cost savings. 

Skills and Commercialisation 

● Ireland excels in R&D, but must now prioritise commercialisation and sales skills. Technical sales modules, 

dedicated undergraduate and postgraduate degrees, and targeted upskilling are urgently needed. The transition 

from founder-led innovation to professional commercialisation teams is a critical challenge.  

 

Clinical Trials and Infrastructure 

● Ireland has an opportunity to lead in First-in-Human and pilot phase clinical trials, despite limitations in 

population diversity for large-scale trials. Addressing gaps in animal trial capacity and expanding specialist 

infrastructure are essential. 

Regional and National Cohesion 

● The strategy should support regional strengths, particularly in the West/Northwest, by: 

o Developing specialist facilities for Medtech/Healthtech based around the model of a campus / centre of 

excellence 

o Delivering Medtech Accelerator programmes to ensure we attract and maintain talent.  

o Enhancing ecosystem supports for commercialisation 

o Fostering clusters across industry, academia, and investment 

o Ensuring national facilities for preclinical and clinical research 

Scope and Objectives 
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● The strategy should encompass biopharma, medtech, and digital health sub-sectors. 

● Key objectives must include driving global competitiveness, expanding regional footprints, and coordinating 

sectoral growth. 

Opportunities and Challenges 

● Opportunities: Strong regional clusters, robust university pipelines (e.g., Bioinnovate), and collaborative platforms 

(e.g., MedLink). 

● Challenges: Funding gaps, commercialisation skills, infrastructure needs, and competition for talent. 

EU Context 

● Ireland should align with the EU LifeSciences Strategy, leveraging existing biotech clusters and centres of 

excellence. Strengthening partnerships, missions, and bioclusters will be vital for competitiveness. 

Conclusion: 

Ireland’s National LifeSciences Strategy must be ambitious, regionally inclusive, and focused on building indigenous 

capacity, commercial excellence, and sustainable growth. By implementing these recommendations, Ireland can continue 

to build its position as a global leader in life sciences. 
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Submission from Health Research Board Ireland
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Submission from HealthTech Ireland
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Submission from Heart Rhythm Ireland 
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Submission from Health Innovation Hub Ireland 

 

 

Ireland’s Life Sciences Strategy Submission (December 2025) 

Scope, Objectives Opportunities and Challenges: 

Ireland’s life sciences landscape is changing fast. Innovation is no longer confined to single sectors, it spans 

biopharma, medtech, diagnostics, digital health, AI and emerging areas such as women’s health and 

prevention. From HIHI’s work at the interface of industry, clinicians and the health service, it is clear that 

the National Life Sciences Strategy must adopt a broad, integrated scope that reflects how solutions are now 

developed, validated and adopted across multiple domains.  

Within that wider scope, the strategy should set out a small number of clear, actionable objectives: 

strengthen research and innovation capacity, support global competitiveness, improve patient 

outcomes and invest in the regulatory, digital and clinical skills the sector now relies on. Regulatory 

science, evidence generation and data governance have become core enablers of progress, however this 

process in Ireland is not made easy.  

Ireland also needs to strike the right balance between supporting the multinational companies that 

anchor our economy and building a stronger, more resilient indigenous start-up base. The MNC sector 

should remain a critical pillar, but our future resilience depends on nurturing indigenous companies 

supporting jobs, the economy and mitigating against geopolitical and supply-chain shocks. Unlike large 

corporates, early-stage Irish companies do not have deep regulatory or financial reserves. They require 

targeted, cost-effective supports that help them navigate complex evidence and compliance pathways 

without stalling their progress. Ireland has excellent supports in place already, through Enterprise Ireland, 

Research Ireland, HRB and the IDA, what is missing however is a strong regulatory support system that 

enables cost effective, easily accessible compliance supports. We need to strengthening this domestic 

pipeline to ensure a strong success rate in the companies supported by our government agencies. 

The next decade offers significant opportunity. Ireland is well positioned to lead on trusted clinical AI, 

digital health, diagnostics and preventive technologies. But the challenges are equally clear: increasing 

regulatory complexity, higher evidence expectations, fragmented adoption pathways and growing 
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international competition. Without coordinated national supports, many promising innovations will struggle 

to reach patients or the market.  

Our recommendations align with the EU Life Sciences Strategy and the evolving regulatory environment, 

from MDR/IVDR to the EU AI Act and the European Health Data Space. If we identify what is not being 

provided and build the right structures now, Ireland can become a trusted and competitive location within 

Europe, supporting both multinational excellence and a vibrant indigenous innovation system.  

 

Health Innovation Hub Ireland Context: 

Health Innovation Hub Ireland (HIHI) sits at the intersection of research, clinical need, and commercial 

ambition. We work with innovators across medtech, diagnostics, digital health, health and wellbeing, 

providing early validation, clinical access, and evidence pathways that are essential for commercial success. 

What we hear consistently from companies is clear: Ireland has the foundations to lead in life sciences 

innovation, but we must strengthen the supports that enable new discoveries to move from research to 

market quickly and safely. The new National Life Sciences Strategy provides the opportunity to address 

these gaps and future-proof our leadership position, particularly for Ireland’s indigenous industry but also 

important in attracting FDI. 

 

Ireland’s Strengths in LifeSciences and Opportunities: 

Ireland is home to one of the world’s most successful life sciences ecosystems. We lead in 

biopharmaceutical manufacturing, medtech exports, and digital health research. Our clinicians contribute to 

internationally recognised research, and our start-up community continues to grow across diagnostics, AI-

enabled therapeutics, biologics, medtech, and food for health and wellbeing. 

This success, however, is accompanied by rising pressures: 

 

• Increasing regulatory demands across biopharma, diagnostics, digital health, biotech and medical 

devices 

• Greater evidence requirements for high-risk products 

• Higher expectations around real-world data, safety, clinical validation, and post-market performance 

• Competition from emerging life-science hubs globally 

• Talent shortages in regulatory science, clinical research, informatics, bioprocessing and AI 

 



Page 160 of 448 

We need the coordinated supports that ensure Irish innovators can navigate a changing global landscape and 

continue to thrive. We need to identify our current strengths and map what is missing- then focus on 

delivering these supports through this strategy. 

 

Real-World Feedback: 

HIHI engages with hundreds of companies, within the broad healthcare focused sector. The majority of 

these companies are start-ups or SMEs with some engagement with the larger MNCs. Lifescience products 

are no longer limited to pharma and biotech, there is now a significant focus of medical devices, digital tools 

and AI driven solutions and the intersection of these- example drug delivery and digital monitoring, AI tools 

for assessment, diagnosis and predictive disease modelling. This intersection of technologies brings 

opportunity but increasing complexity also. 

 

Regulatory complexity is the single biggest barrier to growth 

Life sciences companies are facing unprecedented regulatory change: 

• EU MDR and IVDR tightening evidence and performance requirements 

• EU AI Act classifying most AI-enabled health technologies as high-risk 

• Increased scrutiny of combination products and advanced therapies 

• Expanded monitoring and post-market responsibilities 

• Software as a Medical Device uncertainty in classification. 

• For early-stage companies, these requirements are overwhelming. Without structured national 

supports, we risk losing innovative companies to markets with lower barriers or more coordinated 

regulatory ecosystems-(US FDA approval is now the route of choice as it is easier to navigate) 

Note: We are not just talking about clinical trials, we are talking about the wide range of validation, testing 

and evidence needed to address regulatory requirements across all classes or lifesciences products.  Ireland 

has in the past focussed on medicinal products (particularly with the recent Clinical Trials Oversight Group) 

but this must be expanded to include medical devices and IVDs. 

 

Opportunities Across Key Life Sciences Domains 

Ireland has competitive advantages across multiple life sciences sectors. With the right supports, these 

sectors can drive innovation, patient impact and economic growth. 

1. Digital Health & AI-driven Solutions 

• Growing international market demand for digital therapeutics, decision-support tools, remote 

monitoring and predictive analytics 

• AI Act compliance requires sophisticated technical and governance supports 

• Significant opportunity to position Ireland as Europe’s trusted location for AI in health 

Health & Wellbeing and Preventive Health Technologies 
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2. Femtech and Women’s Health Innovation 

• one of the fastest-growing sectors in global life sciences.  

• Substantial gaps in research, diagnostics, and clinical pathways 

• Ireland can lead the EU in women’s health innovation with targeted funding and clinical networks- 

see recent Femtech in Ireland Report. 

 

Regulatory Change: A Challenge for Life Sciences- but an opportunity for Ireland 

The following will impact innovation in Europe: 

• EU MDR & IVDR 

• Higher evidence thresholds 

• Increased post-market surveillance 

• Shortages of regulatory expertise and notified-body capacity 

• EU AI Act and EU Health Data Space 

• Most clinical AI systems will be categorised as high-risk- companies must meet stringent 

transparency, safety, monitoring and data-quality obligations 

• Software as a Medical Device (SaMD)-Increasing demand for robust cybersecurity, lifecycle 

documentation and risk management 

 

Regulation adherence is challenged by the lack of structured supports available in Ireland. This presents an 

opportunity-Ireland can lead by building national capacity and expertise and making compliance with 

regulation easier to deliver. This will support the Irish based industries but also attract FDI. 

 

What Works in the Current Ecosystem and What We Must Strengthen 

 

What Works 

• HIHI’s national platform for clinical engagement, pilots and real-world evidence 

• Strong funding supports from Enterprise Ireland and Research Ireland and HRB 

• Lifescience innovation programmes- BioInnovate. 

• Ireland’s internationally recognised biopharma and medtech manufacturing expertise 

• University research centres and TTOs 

• A vibrant start-up ecosystem 

• Strong collaboration culture across clinicians, academic researchers and industry 

 

What Needs Strengthening 

• A national regulatory-and-compliance support service for life sciences innovators 

• Dedicated supports for emerging fields (AI, advanced therapies, Femtech, wellbeing, NCD 

prevention) 

• Commitment by HSE to procure innovations from Irish based industry (ring fenced innovation 

procurement budget). 

• Increased national expertise in regulatory science, QA/RA, data governance and AI oversight 

https://hih.ie/downloads/HIHI-Femtech-Report.pdf
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Ireland’s Opportunity 

Ireland can lead in life sciences innovation, but only if we equip our ecosystem to navigate an increasingly 

complex regulatory, commercial and research environment. Strengthening supports for translational research 

and regulatory readiness will ensure: 

• faster development timelines 

• safer and more effective products 

• better patient outcomes 

• increased competitiveness 

• more investment and global interest 

• a sustainable innovation economy 

This is an opportunity to create a future-ready, innovation-driven life sciences sector that benefits the Irish 

economy and healthcare system alike. 

 

HIHI Recommendations: 

National-Level Actions 

• Establish a National Life Sciences Regulatory and Innovation Support Centre  

• Review the Clinical Research Facility for outputs, operational structures and their impact on the 

Lifesciences sector- ensure their operations align with the new LifeSciences strategy. 

• Expand HIHI’s capacity to deliver clinical validation, regulatory guidance and evidence-generation 

pathways 

• Provide dedicated funding for diagnostics, digital health, women’s health, and preventive health 

• Create clear, transparent innovation procurement pathways within the HSE 

• Invest in training and national workforce development in regulatory science and AI governance 

• Build more national datasets that enable precision medicine, AI development and inclusive research 

 

Conclusion 

Ireland has everything it needs to lead the next decade of life sciences innovation, world-class talent, 

committed industry partners, a highly integrated healthcare system and a thriving research ecosystem. But 

innovation will only succeed if we strengthen the supports that allow research to become reality.  

HIHI is happy to engage further and support discussion, evidence gathering and participate as needed in this 

process.  

Contact: T.mulcahy@ucc.ie  Tanya Mulcahy, PhD Director Health Innovation Hub Ireland 

 

 

 

mailto:T.mulcahy@ucc.ie
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Submission from HiTech Health
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Submission from Health Products Regulatory Authority 

 

HPRA Response to the Public Consultation on a National Life Sciences Strategy 

 

The Health Products Regulatory Authority (HPRA) appreciates this opportunity to provide input to help inform the 

development of a new national life sciences strategy. As noted in the background accompanying this consultation, a 

strong Irish life sciences sector is critical not just from an economic perspective but also from a societal perspective. As 

the competent authority responsible for the regulation of health products including human and veterinary medicines 

and medical devices in Ireland, we are committed to playing a key role to strengthen Ireland’s reputation as a leading 

location for life sciences’ activity and to support the development of innovative products and technologies that 

improve treatment options for patients. 

 

We also believe that this initiative is timely given the recent publication of the European Commission’s life sciences 

strategy which includes many initiatives which aim to boost European competitiveness and make Europe a global 

leader in life sciences by 2030.    

 

We note that in this initial public consultation, respondents have been asked to address four thematic areas and we 

will address each one in turn focussing mainly on health products falling within our organisation’s remit. 

 

 

Scope 

In your view, how broad should the scope of the strategy be? 

We believe that there would be merit in aligning the scope of our national strategy with that outlined in the European 

Commission’s life sciences strategy which covers a range of applications across health (including medicines, 

diagnostics and medical devices), food, agriculture and fisheries and environmental sciences. This would help to 

ensure that Ireland is well placed to leverage and benefit from initiatives at EU level such as the anticipated EU Biotech 

Act. 

 

The prospect of proposing a vision which presents a holistic approach to health and sustainability would:  
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1. Integrate human health, animal health, and food safety under the One Health concept. 

2. Support innovation in biopharmaceuticals, medical technologies, nutrition, functional foods, and bio-based 

products. 

 

While serving to combine and expand Ireland’s competitive edge beyond biopharma and MedTech into other areas 

such as agri-food biotech, a broad scope could also serve to promote the common use of R&D facilities, regulatory 

science expertise, and digital platforms and encourages cross-sector collaboration (e.g., genomics, microbiome 

research). 

 

We would also acknowledge that, within this broad scope, there could be a specific focus within the national strategy 

on areas of strategic national importance which we believe would include biopharmaceuticals and medical 

technologies. As these areas relate specifically to the HPRA’s remit, much of the remainder of our submission will focus 

on these areas. 

 

 

Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the sector’s long-term success? 

 

We believe that the national strategy should aim to consolidate and further strengthen Ireland’s reputation as a leading 

destination for life sciences. Competitiveness and sustainability should be key pillars of the strategy and there should 

be an emphasis on creating an environment that supports research and innovation and ensures that the Irish life 

sciences sector evolves in line with emerging science and technology. The following could support this ambition: 

 

 

1. Transforming the Irish clinical research ecosystem 

Although Ireland is recognised as a leading location for biopharmaceutical and medical technology production, this 

status is not reflected in the level of clinical research and development currently undertaken by these sectors in 

Ireland. The need to transform the clinical research landscape in Ireland has been acknowledged in the final report and 

recommendations of the National Clinical Trials Oversight Group (NCTOG). The HPRA welcomes this report and 

believes that the implementations of the recommendations of this group should be prioritised as part of the new 

national life sciences strategy. As reflected in the NCTOG’s report, while its work focussed primarily on clinical trials for 

medicines many of the recommendations set out by the group can also be applied in other areas including clinical 

investigations for medical devices and performance studies for in vitro diagnostics and we would fully support this 

broader scope when considering the clinical research landscape. 
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2. Supporting national clinical research centres / networks 

In order to ensure that Ireland is viewed as an attractive location for clinical research, it is important that appropriate 

infrastructure is provided to encourage global biopharmaceutical and medical technology companies to undertake 

research and development in Ireland as well as to facilitate the translation of academic research into clinical 

development. This could be facilitated by supporting the existing network of clinical research centres with a full-service 

clinical research development manufacturing facility that could provide comprehensive supports for research and 

development. These should be capable of producing investigational medicines or medical devices for use in clinical 

research to required regulatory standards and activity at the site should be supported by staff with relevant expertise 

and experience in the conduct of clinical research as well as supply-chain support. Examples of such facilities in other 

countries should be considered. 

 

Given the relatively small size of the Irish population compared to other countries seeking to attract increased levels of 

clinical research, it is important that clinical researchers in Ireland have the opportunity to work together as part of 

clinical research networks to attract clinical trials and clinical investigations in shared areas of clinical interest. Networks 

such as Cancer Trials Ireland have been important in helping to attract clinical trials to Ireland and similar models 

should be extended to other disease areas or clinical activities. 

 

 

 

 

3. Ensuring the Irish life sciences sector responds to scientific and technological progress 

As evident in the evolution of the Irish biopharmaceuticals industry from small-molecule chemicals to biological 

medicines and most recently to advanced therapies, the Irish life sciences sector has already demonstrated its ability to 

adapt in response to innovation. This is supported by a high-quality and dynamic third-level education system, which 

facilitates continuous training and development of the workforce as well as industrial policy which supports companies 

to invest in updating their facilities here. 

 

Given the rapidly evolving nature of life sciences reflected for example in the increasing personalisation of medical 

treatment, use of digital tools incorporating artificial intelligence and changes in the location of the delivery of 

healthcare (e.g. virtual wards), it is important that national policy continues to support a dynamic national life sciences 

sector that remains well placed to respond to new scientific and technological developments and trends. 

 

We would like to highlight new approach technologies / non-animal test methods as an area of specific interest. These 

are referenced in the EU Life Sciences Strategy, and provide an important opportunity to accelerate innovation, while 

simultaneously helping to promote the principles of the 3Rs (replacement, reduction and refinement) in relation to the 

use of animals in scientific research. 

 

 

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over the next decade that 

this strategy should address? 
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We see significant opportunities for the Irish life sciences sector linked to the strong biopharmaceutical and medical 

technology company presence in Ireland and the recognition that Ireland has as a leading location for such activities. 

This positive experience and an enabling industrial policy encourages companies who already have a presence here 

to invest in further development in those facilities or the opening of additional facilities and also helps to attract new 

entrants. All of this is supported by a well-educated and highly skilled workforce facilitated by a third-level educational 

sector that has shown its ability to modernise in response to emerging science and technology. As previously noted, 

there are opportunities to increase Ireland’s reputation as a destination for research and development as well as 

commercial manufacturing activities. 

 

In order to encourage and facilitate clinical research, it is imperative that our national digital health infrastructure is 

prioritised and in particular that electronic health records are introduced in a standardised and consistent manner 

across the entire Irish health system. When conducting large-scale clinical research, recruitment times and the ability 

to collect anonymised health data that can be used to answer important research questions are key – electronic health 

records and full participation in the European Heath Data Space will be essential enablers for modern clinical 

research. We also need to develop expertise in key areas such as artificial intelligence and precision medicine which 

will have a major influence on the future of life sciences. 

 

From a regulatory perspective, the EU landscape is rapidly evolving at present with significant changes to the 

legislative frameworks for both medicinal products and medical devices anticipated in the coming years as well as the 

implementation of the new EU regulation on substances of human origin. At the same time significant changes are 

also being made to horizontal legislation in important areas such as artificial intelligence. New legislation can bring 

uncertainty, and it will be important that these changes facilitate stable regulatory environments with clear, predictable 

and transparent requirements based on scientific principles. The national life sciences strategy will need to take this 

evolving regulatory requirement into account.   

 

 

EU Context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the EU as the world’s 

most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could these be applied in the 

Irish context?  

 

The HPRA very much welcomes the recently published EU life sciences strategy which we believe comes at an 

important time given the current geopolitical situation. The health products that we regulate are primarily subject to EU 

legislation, with some additional national legislation and therefore life sciences companies operating in Ireland will 

benefit from any improvements made to modernise EU legislation. 

 

https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
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Many of the activities in the EU strategy would be complementary to proposals made for inclusion in the national life 

sciences strategy and could assist in enhancing Ireland’s global positioning as part of a unified European life sciences 

ecosystem. We note that one of the main themes of the EU strategy is enabling rapid market access for life science 

innovations, and we see access as a particularly important consideration as the benefits of innovation can only be 

realised if healthcare professionals and ultimately patients can use and benefit from novel products and technologies. 

This can be facilitated by maximising the benefits of the EU single market. 

 

In response to the well-documented financing and investment challenges, the strategy includes a section on unlocking 

public and private investment including the optimisation of a number of EU funding mechanisms. It would be 

important that the Irish life sciences sector is well placed to leverage these opportunities. 

 

We also welcome the inclusion of a section on building public trust and outreach. Misinformation related to innovative 

health products such as vaccines is an increasingly significant challenge and ensuring that the public receive accurate 

and reliable information on health innovations from trusted sources will be key to ensuring uptake and acceptance. 

 

The strategy also emphasises the importance of and seeks to advance the One Health approach which can 

complement national initiatives in this important area including the recently adopted third One Health National Action 

Plan to address antimicrobial resistance (iNAP3). 

 

There is a risk of policy complexity when merging national priorities with EU mandates. Therefore, there will be a need 

for clear and effective cross-sector governance with clearly defined priority-setting at national level required to avoid 

potential resource strain that could occur if we try to cover all EU strategic areas equally. 
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Submission from Health Research Charities Ireland 
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Submission from Chief Academic Officer of the HSE 
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Submission from the HSE Regional Executive Office South West Region 
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Submission from InterTradeIreland 

 

InterTradeIreland Response to Life Sciences Strategy Public Consultation 

Prepared for: Department of Enterprise, Tourism, and Employment  

Submission Date: 5 December 2025 

InterTradeIreland Contact Point: Siobhán Fearon, Strategy & Policy Manager  

 InterTradeIreland: brief overview  

• InterTradeIreland is one of six North-South Implementation Bodies established under the 
1998 Belfast Good Friday Agreement that works on an all-island basis.  

• InterTradeIreland is legislated to promote trade and economic co-operation between both 
jurisdictions on the island.  

• InterTradeIreland is funded by the Department of Enterprise, Tourism and Employment in 
Ireland and the Department for the Economy in Northern Ireland.  

 
Background 

InterTradeIreland welcomes the opportunity to contribute to this consultation. Our experience in 

facilitating cross-border collaboration and supporting scaling enterprises positions us to contribute 

meaningfully to both this strategy and EU-level ambitions, particularly in developing the cluster-

based approaches which can help indigenous businesses compete globally. 

Through our programmes including Seedcorn and investor readiness initiatives, InterTradeIreland 
has supported life sciences ventures, with notable success in medical device companies. Looking 
ahead, we see potential to enhance support for the sector through our venture capital competition, 
collaborative partnership development, and by facilitating connections between researchers, 
entrepreneurs, and investors across the island. 

 

InterTradeIreland Response 

1. Scope 

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, 

agriculture, fisheries and food production. 

In your view, how broad should the scope of the strategy be? 

InterTradeIreland recommends a focused approach that prioritises (bio)pharmaceuticals, medical 

technologies, diagnostics, and drug discovery, while acknowledging the interconnections with other 

sectors. A tightly defined scope will enable deeper analysis and more actionable recommendations, 

particularly in areas where Ireland has established competitive advantages. 

We recognise the potential value of including broader life sciences sectors such as agriculture, 

fisheries, and food production. However, these sectors may warrant separate strategic consideration 

https://intertradeireland.com/
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to avoid information overload and conflicting priorities. The consultation process could explore 

sector reclassification or introduction of new sectoral definitions to address overlaps and emerging 

opportunities. 

Of particular note is the Femtech sector, which represents a significant opportunity within the 

medical technology space. Femtech covers innovation, research, and commercialisation of 

technologies addressing women's health needs, ranging from reproductive and maternal health to 

digital health, menopause, and chronic conditions. The recent Health Innovation Hub Ireland 

Femtech Report “Femtec in Ireland. The Case for Prioritising Women’s Health Research and 

Innovation” highlighted the strong growth potential and aligns with Ireland's established medtech 

capabilities. 

 

2. Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the 

sector’s long-term success? For example: research and innovation, global competitiveness, 

patient outcomes, talent and skills, sustainability 

The National Life Sciences Strategy should pursue objectives that support both foreign direct 

investment and indigenous enterprise development. Key objectives should include: 

Commercialisation and Investment Ecosystem 

• Streamline pathways for commercialising scientific research 

• Develop best-in-class R&D funding mechanisms  

• Create robust support for university spin-outs through enhanced tax incentives and 
dedicated funding streams 

• Provide specialised support for HPSUs navigating complex regulatory pathways 

 

Talent and Skills Development 

• Build a skilled workforce through improved collaboration between industry and academia 

• Develop pipelines of suitably qualified graduates aligned with sector needs 

• Attract and retain both domestic and international talent 

• Support researchers with real opportunities to translate research into commercial outcomes 

 

Innovation and Global Competitiveness 

• Position Ireland as a leader in AI applications across life sciences, particularly in drug 
discovery 

• Foster innovation through strategic clustering approaches that provide access to leading 
talent and facilities 

• Support priority areas including women's health research and innovation 

• Scale Femtech start-ups, particularly those led by women entrepreneurs 
 
Ecosystem Development 
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• Build strong connections between government, academia, healthcare providers, and 
industry 

• Encourage collaborative partnerships that accelerate development and scaling 

• Support indigenous businesses to utilise research and academic expertise across the 
island 

• Develop mechanisms for faster, more agile translation of research outcomes to market 
 
Health Outcomes and Sustainability 

• Ensure the strategy delivers meaningful improvements in healthcare delivery 

• Address critical gaps such as women's health, which currently receives insufficient research 
and investment attention 

• Maintain focus on sustainable growth and long-term sector viability 

 

 

3. Opportunities and Challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector 

over the next decade that this strategy should address? 

 

Key Opportunities 

Leveraging Existing Strengths 

• Ireland's strong medtech sector and supportive government framework position the country 
as a potential EU leader in particularly in emerging areas like Femtech 

• Existing multinationals could be incentivised to support indigenous companies and start-ups 
through testing facilities, investment, mentorship, and procurement opportunities 

 
Economic Impact 

• Significant economic potential exists in underserved markets: closing the women's health 
gap alone could add $1 trillion to global GDP by 2040 

• High demand for solutions in areas including fertility, menopause, digital health, and chronic 
conditions management 

 
Strategic Clustering 

• Creation of focused, strategic clusters (such as the AICRI model) can provide competitive 
advantages through shared access to talent, facilities, and resources 

• The island of Ireland creates unique opportunities for collaborative efforts 

• Clustering approaches can accelerate development and help indigenous businesses tackle 
larger challenges collectively 

 
AI and Innovation Leadership 

• Opportunity to establish Ireland as a global leader in AI exploitation across life sciences, 
particularly in drug discovery 

• Potential to differentiate Ireland's offering in an increasingly competitive global market 
 
Cross-Border Collaboration 

• Potential for all-island initiatives, such as extending the nascent FemTech Innovation Lab to 
Northern Ireland 
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• Opportunities to support businesses and researchers to scale through cluster activity and 
knowledge sharing 

• EU-wide collaboration and funding mechanisms can accelerate growth and impact 
 
Investor Readiness and Commercialisation 

• InterTradeIreland's experience shows strong performance from life sciences sector in 
programmes like Seedcorn, particularly medical device ventures 

• Active investment community exists, including specialised syndicates like the MedTech 
syndicate 

 

Key Challenges 

Infrastructure and Resources 

• Limited availability of laboratory space and specialised facilities 

• Need for significant investment to develop and maintain competitive infrastructure 
 
Funding Gaps 

• Underfunding of Femtech and other emerging subsectors 

• Limited access to dedicated investment for early-stage start-ups 
 
Regulatory and Market Access 

• Complex regulatory environments and slow clinical validation processes 

• Market access barriers, particularly challenging given Ireland's small domestic market 

• Need for enhanced support to help companies navigate international markets 
 
Talent and Skills 

• Shortage of expert staff in specialized areas 

• Skills gaps in digital health and biomedical engineering 

• Competition from other jurisdictions for top talent 
 
Cost of Living and Business Environment 

• Housing shortages and high cost of living impacting ability to attract and retain talent, 
leading to a reluctance to invest  

• Need to address quality of life issues to maintain competitive advantage 
 
Research and Innovation Recognition 

• Women's health and other priority areas require greater recognition as research and 
innovation priorities at national and EU levels 

• Highly competitive funding environment  

• Need to ensure adequate support for indigenous researchers and enterprises 
 
Competitive Landscape 

• Global competition for life sciences investment and talent 

• Need for Ireland to differentiate its offering while maintaining agility in rapidly evolving 
markets 

 

4. EU Context 
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The European Commission recently published an EU Life Sciences Strategy aiming to 

position the EU as the world’s most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could 

these be applied in the Irish context?  

InterTradeIreland supports measures which accelerate ambition and facilitate scaling for 

businesses, academics, and researchers operating on the island. Specific applications could 

include: 

Leveraging EU Frameworks 

• Utilise EU funding mechanisms and collaborative programs to support cluster development 
and knowledge sharing 

• Align Irish strategy with EU measures to maximise access to resources and partnerships 

• Position Ireland as a key contributor to EU-wide life sciences goals while maintaining 
distinct competitive advantages 

 
Cross-Border Dimension 

• Given our all-island remit, there is significant potential to develop initiatives that leverage 
research and commercial capabilities across the island  

• The island's unique ecosystem can deliver collaborative outcomes, particularly through 
cluster-based approaches 

• Examples include potential expansion of initiatives like the FemTech Innovation Lab on an 
all-island basis 

 
Accelerating Innovation 

• Support businesses and researchers to engage in EU-level cluster activity 

• Share knowledge and resources to tackle larger challenges collectively 

• Develop mechanisms to help enterprises move faster from research to commercial 
application 

 
Strategic Investment 

• EU context highlights the need for significant, strategic investment in infrastructure, talent 
development, and innovation support 

• Ireland should ensure its national strategy complements and leverages EU-level initiatives 

• Focus on areas where all-island collaboration can provide unique value within the EU 
ecosystem 

  

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fec.europa.eu%2Fcommission%2Fpresscorner%2Fdetail%2Fen%2Fip_25_1686&data=05%7C02%7CSiobhan.Fearon%40intertradeireland.com%7C0eaa05bd514b40bf4a1d08de2cccaba5%7C768b54ab1500403faa26492394071346%7C0%7C0%7C638997454763503115%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=oB6PZ9rT6I9%2BKiyBziQ%2B6wL6mkoNV9PKW%2FM5hyVz9dc%3D&reserved=0
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Joint Submission from Irish Pharmaceutical Healthcare Association and 
HealthTech Ireland 
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Submission from Irish Pharmaceutical Healthcare Association 
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Submission from Irish Platform for Patient Organisations, Science and 
Industry 
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Submission from Irish Venture Capital Association 
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Submission from James Geoghegan, TD 

 

 

 

5th December 2025 

 

Dear Minister, 

I am writing today in support of the proposals made in Life Sciences Ireland’s submission 

to this consultation. 

I believe there is great potential for a formal clustering organisation with a national remit in 

the life sciences sector, and that their proposals are drawn from careful analysis of 

international best practice. 

As you know, there is work being done in my own constituency at the Glass Bottle Site to 

build the physical infrastructure that would facilitate the development of a major life 

sciences cluster in Ireland.  

The proposed innovation hub at the Glass Bottle Site is in full alignment with the Life 

Sciences Ireland submission and could kickstart the emergence of far more domestic life 

sciences innovators, which is precisely what this government is aiming to do in the face of 

amplified global uncertainty.  

I hope you will consider both of these proposals going forward and I look forward to future 

engagement. 

Kind regards, 

 

James Geoghegan TD   
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Submission from Life Science Real Estate
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Submission from Life Sciences Ireland, MedLink Galway, and the Connected 
Health and Wellbeing Cluster 
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Submission from Ocean Knowledge 2030, Marine Institute
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Submission from Marine Institute
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Submission from Medtronic Ireland 
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Submission from MSD Ireland 
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Submission from National Institute Bioprocessing Research and Training
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Submission from Novo Nordisk 
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Submission from NSAI Biotech Committee 

 

The Strategic Role of Biobanking in Ireland’s 

Life Sciences Future 

Prepared by:      NSAI TC62 Biotechnology Standards Consultative Committee 

Date of document: Dec 4th, 2025 

Introduction 

Biobanking should be recognised as a core component of Ireland’s national life sciences 

infrastructure. It underpins research quality, accelerates innovation, and strengthens preparedness 

across human, animal, and environmental health. Biobanks enable reproducible science and long-

term data assets essential for advanced analytics, personalised medicine, and emerging 

biotechnology. Even when samples have been depleted, the data can continue to provide a vital 

resource long into the future. Ireland’s life sciences strategy should ensure that upstream sample 

and data resources are fit for the next generation of research. 

It is imperative that the national life sciences strategy includes biobanking in order to define how 

Ireland intends to coordinate, sustain, and modernise these resources to meet future scientific and 

societal needs.  

Scope 

Biobanking spans the full lifecycle of samples and associated data under a biobank’s management 

and control, supporting discovery science, validation, clinical translation, biotechnology R&D, 

surveillance, pandemic preparedness which can support the One Health approach. However, the 

scope of biobanking in the national strategy should extend beyond individual facilities to a 

coordinated system capable of aligning governance, ethical and legal oversight, digital maturity, 
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operational standards, and workforce competencies and professions. Without coordinated 

biobanking, research slows, duplication increases, existing gaps are unknown, all impacting the 

risk of falling behind internationally. A strategic question is whether Ireland intends to continue with 

the current fragmented individual biobank/collections model or move toward a harmonised, 

nationally supported model. 

 

Challenges 

The absence of a national biobanking framework creates variability, duplication, redundancy, and 

uncertainty. Fragmented infrastructure cannot reliably meet the needs of participants, researchers, 

regulators, or industry partners. Sustainability remains the most persistent challenge, compounded 

by lack of interoperability  and divergent governance. Workforce gaps and undefined career 

pathways further limit capacity. Most critically, the value and societal impact of biobanking are 

often underappreciated by both the public and policymakers, making education and awareness-

raising necessary to secure trust, long-term support, and informed decision-making. 

Ireland risks falling behind unless a comprehensive, sustainable national biobank infrastructure is 

established. The European Commission highlights biobanking as critical for cutting-edge research, 

personalized medicine, and industrial growth, with significant investments such as the €1 billion EU 

digital health fund, https://research-and-innovation.ec.europa.eu/funding/funding-

opportunities/funding-programmes-and-open-calls/horizon-europe/eu-missions-horizon-

europe_en. 

 Ireland is currently one of only two countries in Western Europe that aren’t part of BBMRI-ERIC 

(Biobanking and BioMolecular Resources Research Infrastructure – European Research 

Infrastructure Consortium). Other European countries are actively building biobanking capabilities 

to support high-quality data, translational research, and investment attraction. Without a national 

biobanking framework strategy aligned with European goals, Ireland may miss opportunities for 

collaborations, industrial partnerships, and the development of innovative health solutions reliant 

on biodata. 

Lessons Learned 

Biobanks function effectively only when sufficient time and funding is available for planning, so that 

governance, ethical oversight, digital capacity, and quality systems are established before 

https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe/eu-missions-horizon-europe_en
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe/eu-missions-horizon-europe_en
https://research-and-innovation.ec.europa.eu/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe/eu-missions-horizon-europe_en


Page 277 of 448 

operations begin. This principle is emphasised both in ISO 20387 (Biotechnology – Biobanking – 

General Requirements for biobanking)1 and in ISBER Best Practices 5th edition.2 [ISBER (the 

International Society for Biological and Environmental Repositories) is the leading global 

organisation responsible for advancing best practices and education in biobanking].  

When these preparatory steps are underdeveloped, biobanks face repeated approvals, duplicated 

effort, operational inefficiency and delayed research projects resulting in delayed impact for public 

and patients —a reality for Ireland’s past and present biobanks. The National Irish Covid-19 

Biobank, a project that was established by the Government as critical to the response to the 

COVID-19 pandemic and future threats, was delayed in achieving its aims due to the lack of 

underlying biobanking infrastructure and governance. Valuable progress and lessons learnt from 

this national project should be strategically leveraged to inform future initiatives and policy 

development. Ireland has a strong record of impactful biobanking activity, but many initiatives have 

operated without secure, long-term support. If this structural gap persists, biobank projects will 

continue to face challenges in setting up and sustaining operations, retaining expertise, and 

delivering the full research and innovation value they are capable of generating. A coordinated 

national approach is essential to protect previous investments and ensure future projects succeed. 

      

Strategic Objectives 

Research & Innovation 

A coordinated national biobanking system strengthens Ireland’s ability to turn public research 

investment into measurable outcomes. By ensuring that high-quality collections are visible, 

standards-aligned, and ethically governed, biobanks make Irish studies more competitive in 

European funding calls and more attractive to international collaborators. This increases the 

likelihood that Irish-funded projects generate publications, patents, clinical advances, and policy-

relevant insights. When biobanks are integrated early in research planning, they reduce 

duplication, improve efficiency, and increase the long-term return on national investment by 

ensuring that samples and data continue to support new research long after individual projects 

have ended. A strategic approach to biobanking therefore enhances Ireland’s research impact 

while positioning the country as a reliable partner in global innovation ecosystems. 

National Biobank and Collections Directory 
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However, despite the value of current biobanking resources, there is currently no comprehensive 

national directory of biobanks and collections in existence for Ireland. Without a centralised 

directory, it is impossible to determine whether research funding is creating innovative new 

collections or duplicating existing efforts. Gaps in coverage cannot be systematically identified, 

meaning that patient needs, emerging research priorities, and biodiversity preservation might not 

be fully addressed. Critical animal lines, microbial resources, or endangered species could be lost 

permanently if preservation needs are not tracked and coordinated. Integrating a national directory 

into a biobanking framework will allow Ireland to map current assets, prioritise future collection 

strategies, support evidence-based funding decisions, and mitigate redundancy, ensuring that 

investments deliver maximum scientific, societal, and conservation value. The Danish Biobank 

Register and Coordinating Centre is a model that Ireland could emulate in order to maximise the 

potential of biobanking resources in Ireland.  

Global Competitiveness 

International partnerships and industry investment increasingly depend on fit-for-purpose, 

accredited biobanks. Clear and consistent standards are essential if Ireland is to stand out in a 

crowded global life sciences landscape. ISO 20387: Biotechnology — Biobanking — General 

requirements for biobanking  provides a framework for biobanks to demonstrate competence, 

maintain quality, and ensure reproducibility of biological material and associated data1. Ireland 

already has internationally recognised expertise in biobanking, including contributors to 

international standards development—one of whom has received awards for this work and served 

as Editor-In-Chief of the most recent edition of the ISBER Best Practices2. An opportunity exists to 

leverage this advantage by embedding standards, accreditation, and competency frameworks 

across its biobanking landscape, rather than to continue to let fragmented practice dilute a clear 

competitive advantage. 

The National Standards Authority of Ireland offers the opportunity to engage in standard 

developments for the lifescience sector through participation in Standard committees.  This is a 

good way for researchers to keep up to date in relevant standard development. For more 

information see Healthcare Standards | NSAI  

Patient and Public Outcomes 

Robust governance, transparent operations, and alignment with ethical and legal expectations 

enhance public trust and improve translation from research to impact. Biobanking contributes 

directly to national health benefits when operated consistently and responsibly but Ireland does 

not currently have a national ethics capacity to enable this, leading to delays in initiating 

collections and, inconsistencies in the application of ethics principles across different regions. The 

https://www.nsai.ie/standards/sectors/healthcare-standards/
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National Office for Research Ethics Committees (NREC) established a dedicated research ethics 

committee (REC) for the National Irish Covid-19 Biobank which could pave the way for a single, 

national opinion for biobanking research projects. However the remit for this REC finished in 2024.   

Talent and Skills 

Biobanking requires specialised competencies that bridge biobanking practice, data governance, 

ethical and legal awareness, and quality management and needs to be developed as a recognised 

profession with defined competencies, training pathways, and career progression. The strategy 

must question whether Ireland can rely on informal or ad-hoc skill development when long-term 

stewardship, quality systems, and regulatory alignment depend on specialised expertise. 

Establishing a formalised career path will help attract and retain capability, strengthen institutional 

memory, and support consistent national performance. A national approach to training and career 

development would protect Ireland’s long-term capability and reduce organisational risk.  

Sustainability 

Long-term stewardship demands stable funding, modern digital tools, and clear accountability. The 

strategy should clarify what sustainability means in practice—whether through coordinated 

national investment, shared services, or structured industry engagement. 

Membership of BBMRI-ERIC the pan-European biobanking research infrastructure is strongly 

advocated by the Irish biobanking community.3 A decision by the government to join BBMRI-ERIC, 

would connect Ireland’s biobanks with hundreds of high-quality repositories across Europe, 

providing harmonised approaches, quality frameworks, and ethical and legal guidance. This would 

complement Ireland’s existing membership in ECRIN-ERIC, supporting multinational clinical trials 

by improving access to well-characterised biospecimens. BBMRI membership would enhance 

Ireland’s research competitiveness, unlocking participation in EU-wide projects, attract industry 

partnerships, and improve long-term sustainability by sharing best practices and infrastructure. It 

would support a more stable, scalable biobanking ecosystem in Ireland rather than isolated 

pockets. Beyond economic and scientific value, it would strengthen Ireland’s capacity to deliver 

high-quality, integrated resources that advance both public health and innovation. 

What Ireland Needs: National Biobanking Framework 

Biobanks underpin credible life science research. If foundational specimens and data are not 

managed reliably from the start, the validity and reproducibility of all downstream research 

becomes uncertain. In biomedical science more broadly, reproducibility is a serious concern. The 

field is facing a reproducibility crisis. Poor sample storage, incomplete metadata, inconsistent 
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governance, and lack of traceability are among the factors cited as undermining reproducibility and 

the long-term utility of research 4. Without a national framework ensuring high-quality biobanking 

including standardised specimen handling, robust data systems, ethical oversight, and proper 

documentation — Ireland risks contributing to the global reproducibility problem. In short, poor 

upstream management almost guarantees weak downstream science. 

Some of the key components of a national biobanking Framework along with their features and 

benefits are included in the table 1 below: 

Table 1 Key Components of a National Biobanking Framework 

Component Function/How Features/Benefits 

Ethics capacity Application of ethics 

principles for transparent and 

consistent ethical oversight 

under auspices of National 

Office for Research Ethics 

Committees (NREC) 

Ethical approval aligned to 

biobanking competency and 

purpose, review of consent, 

access, stewardship; mandatory 

before embarking on the 

collection or acquisition of 

biological material and data 

National Biobank and 

Collections Directory 

Map of all existing and future 

human, animal, and 

biodiversity resources (link to 

ethics approvals) 

Registration of collections. 

Enables evidence-based 

decisions for funding and policy 

approaches.  

Reduce inefficiencies, address 

gaps. 

Legal framework Framework agreements put 

in place between relevant 

parties eg. hospitals and 

universities   

Expedite the set-up phase of 

biobanking projects to allow 

meeting of funder timelines and 

facilitate the competitiveness of 

ireland at the international level.  

Quality Management  Embed recognised 

international standards 

Ensure consistent operations and 

support interoperability across 



Page 281 of 448 

alongside best practices, 

leveraging Ireland’s existing 

expertise and leadership in 

standards development; 

audits & benchmarking 

biobanks to enable access to fit-

for-purpose biological material 

and associated data. 

Public & Stakeholder 

Engagement 

Public and stakeholder 

education, focus on 

transparency, enabling 

involvement, build on existing 

initiatives e.g. IPPOSI 

Build critical awareness, trust and 

support 

Skills development and 

career progression 

Develop biobanking as a 

recognised profession: 

training, competency 

assessment, career paths 

Retention of institutional memory, 

consistent biobank operations 

 

Biobanking Community 

Representation 

Provide expert guidance on 

sector needs, track metrics 

and impact, link to HRB 

oversight 

 

Champion sector 

sustainability 

 

 

 

Together, these elements would ensure a robust, future-ready infrastructure capable of supporting 

research, innovation, public health, pandemic preparedness, biodiversity preservation, and 

bioinnovation initiatives. Additionally, a coordinated National Biobanking Framework, including a 

comprehensive directory of collections, might  serve as a structured node for Ireland’s future 

engagement with BBMRI-ERIC, facilitating interoperability, streamlined access, and full 

participation in Europe-wide biobanking networks.   

 

Opportunities 

Ireland can position itself as a leader by embedding quality frameworks, accreditation, and 

competency models across its biobanks. Aligning biobank specimen resources and their data with 

national research and public health data infrastructures would create integrated, FAIR-friendly 
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assets of significant scientific and economic value. Strengthening One Health biobanking networks 

would enhance Ireland’s resilience to infectious threats and environmental challenges, while 

modern access mechanisms could make Ireland a more attractive destination for biopharma 

research and clinical trials.  

 

Under the European Health Data Space (EHDS) Regulation (EU) 2025/327, biobanks will be 

required to make health data available for secondary use by 2029 (and 2031 for sensitive data like 

genomics). Thus there is an opportunity now to co-develop and align a national biobanking 

framework alongside the implementation of the EHDS.      While current Irish biobanks are 

predominantly focused on clinical and health-related research, expanding capabilities to cover 

biodiversity, environmental samples, agri-food industry and other national biological resources 

could strengthen Ireland’s long-term scientific and societal assets. Biobanking can also support 

bioinnovation by providing structured, high-quality resources that enable new biotechnologies, 

sustainable solutions, and translational applications, positioning Ireland to leverage its 

infrastructure for both discovery and applied innovation. 

Conclusion 

Incorporating biobanking into Ireland’s national life sciences strategy is essential. A coordinated, 

standards-driven framework will transform fragmented practices into a reliable infrastructure, 

supporting high-quality, reproducible research, innovation, and public benefit. By taking a phased, 

ethically grounded approach, Ireland can strengthen its scientific leadership, attract meaningful 

investment, and position itself competitively on the global stage. 
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Submission from Dr. O’Rourke 

Strategic recommendations: 

 

1) Greater mutual investments between Ireland and Canada. We are natural strategic partners in 

the lifesciences space, with similar values. 

 

Likewise, reducing our exposure to economic turbulence arising from the current US regime. 

 

We have other natural allies in the EU (Especially in France, Spain, Denmark, Sweden), Korea, 

China (in research), Australia/New Zealand, South Africa, Iceland, Norway, and Mexico. 

Relations are warm and constructive at present with the current government in Britain, so we 

should explore strategic joint partnerships there too while this opportunity remains. 

 

Let's promote those highly valuable connections. Not only are they healthy growth areas, they 

could offset forseeable shocks from the USA. 

 

2) Supporting Ireland-based enterprises with funding schemes to take on new hires in well paid 

high-quality industrial internships and accredited apprenticeships. Needs careful oversight, but is a 

strategic investment opportunity in our own Irish human capital. 

 

3) More public-private partnerships, and local cooperatives. Business models that engage the 

local community, and share value more fairly and fully with the public sector. 

 

4) Sustained investment in biomanufacturing training, both here in Ireland, and including our 

existing engagements with Africa and LMICs. 

 

A 'strategic initiatives' fund for responsible investment in the humanitarian lifesciences (vaccines, 

diagnostics, treatments), proactively inviting joint funding/investment applications from partner 

organisations in developing countries. 
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5) Industry informed focussed investments in innovative cancer therapies such as chimeric antigen 

receptor therapies (CAR-T, CAR-NK, TILs, allogenic gamma-delta T cell therapies, in vivo CAR 

therapies). Proactively engage our strong academic base to seek an informational technical 

briefing to your Board on these powerful technologies that Ireland can become a European leader 

in. There are exciting proposals underway for an island-wide manufacturing consortium in this 

space. 

 

6) Let's make a strategic objective to go out and pull in an mRNA vaccine manufacturing company 

to Ireland. (Tie in with IDA). Support local Irish efforts in this area also. This is a strategic 

technology. 

 

7) Technical assistance for startups and large multinationals on REACH compliance, responsible 

procurement, and ensuring decent labour conditions in the global lifesciences supply chain. This 

sends a powerful policy message, and will also empower responsible business growth. 

 

8) Capitalising on opportunities in the continuous and intensified manufacturing space to lower 

costs, and increase affordability/accessibility to biosimilar therapeutic medicinal products. 

Supporting digitally-enabled and automated in-line sensors and probes for process control and 

process analytics. 

 

9) Screening of funding applications to ensure no dual-use or defence/military applications.  An 

enterprise values charter emphasising Ireland's military neutrality and commitment to peaceful and 

equitable economic development, that works within planetary limits in a sustainable and 

environmentally friendly way. 

Avoiding misguided investments in unsound or unsafe AI systems. 

 

10) Funding for new methods and techniques to detect illegal and illicit medicinal products sold 

outside of approved regulatory frameworks. I have in mind the recent scandals surrounding illegal 

sales of purported GLP-1 products, and the widespread criminal fraud in some emerging markets. 

These risk public safety, so innovative here to detect and prevent same would be beneficial. 
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11) North-South cooperation on this island in lifesciences investments in One Health, animal 

health, and public health. Infectious disease is no respecter of borders. Responsible enterprises 

can contribute much here. 

 

A special fund for cross-border initiatives to ameliorate the environmental damage in Lough 

Neagh, with State supports from both governments, enhancing public sector initiatives. 

 

12) Dedicated strategic funding for re-skilling staff, and promoting flexible modular manufacturing. 

Helping to prevent mass layoffs. Funding to be withheld if an enterprise cannot give employment 

security assurances during applications. Labour is not to be regarded an expendable business 

cost, but an indispensable factor of production. 

 

13) Strategic caution and oversight on global CMOs, CROs, and CDMOs, and global supply 

chains. Grave concerns around the quality and safety of their outputs, and especially their 

compliance with our human rights expectations for their workers. We should strategically promote 

and reward decent work, and responsible business that contributes to the common good. 
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Submission from Pharmaceutical Research and Manufacturers of America  
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Submission from Rare Disease Clinical Trial Network and Rare Disease 
Research Catalyst Programme 

National Life Sciences Strategy – Public Consultation 

Joint submission from the Rare Disease Clinical Trial Network and the Rare 

Disease Research Catalyst Program 

Rare Disease Clinical Trial Network (RDCTN) is a UCD-hosted, HRB-funded initiative that 

addresses the challenges of conducting rare disease clinical trials in Ireland by supporting 

education and training, regulatory frameworks, public and patient involvement and industry 

engagement. It is a collaboration and support hub that links and develops national and 

international rare disease expertise and innovation while keeping the patient voice at the centre of 

all its work. 

The Rare Disease Research Catalyst Consortium (RDCat), also hosted by UCD and funded by 

the HRB, connects Irish-based researchers, clinicians, and patient advocates with international 

networks to strengthen rare disease research and drive research activities in Ireland. Activities 

include enabling the use of European Reference Network (ERN) disease registries, rare disease 

researcher training, increasing the influence of rare disease patients in research and developing 

research pathways for undiagnosed patients under the upcoming ERDERA partnership 

programme. 

             

Scope 

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, 

agriculture, fisheries and food production. 

In your view, how broad should the scope of the strategy be? 

             

The National Life Sciences Strategy should be broad and cross-sectoral, encompassing the entire 

research and innovation lifecycle. This includes: 

• Sectors: (Bio)pharmaceuticals, medical technologies, agriculture, fisheries, food production 

and Information and Communications Technology including AI. 

• Infrastructure: Academic and clinical facilities supporting health research, health research 

funders, bio banks, patient registries, genetic and genomic services and ICT systems 

(single health identifier, electronic health records, coding terminologies including the 

integration of ORPHAcodes as the gold standard nomenclature for rare diseases), ICT 

support and data storage for genomic and genetic research. 
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• Data: systems for health data collection and sharing including electronic health records, 

aligning data policy with best research practices such as single Data Protection Impact 

Assessment  and alignment with the European Health Data Space. 

• Workforce: development of skills and capacity throughout the clinical and research 

landscapes through investment in education, training and career structures and 

development. 

• Regulatory and Ethical Processes: introduce single ethical review for non-trial research, 

revise the drugs reimbursement process, implement National Clinical Trial Oversight Group 

recommendations for clinical trial contracts, data protection, KPIs and costing, harmonised 

review for GDPR compliance and Data Protection Impact Assessment for health research. 

• Public and Patient Involvement and Inclusion:  meaningful Public and Patient Involvement 
(PPI) should be at the heart of all stages of research and innovation from prioritisation and 
design through to dissemination and implementation.   The value of involving patients, 
families, and advocacy groups from the earliest stages of research development is widely 
recognised. Achieving inclusivity is similarly important - this includes removing barriers to 
participation and designing research that is culturally sensitive and accessible. Together, PPI 
and EDI ensure research is relevant and impactful and they should be embedded in research systems 
and structures. 

 

The strategy must ensure strong alignment with existing national plans, we specifically highlight 

the importance of the National Rare Disease Strategy and the Report of the National Clinical Trials 

Oversight Group (NCTOG). 

Alignment with the National Rare Disease Strategy is critical for addressing the specific 

challenges of this high-need patient population and leveraging the existing strengths in terms of 

scientific and patient expertise and opportunities to build on international partnerships, including 

European Rare Diseases Research Alliance (ERDERA), JARDIN Joint Action for the integration of 

European Reference Networks (ERNs) into National Healthcare Systems, European Clinical 

Research Infrastructure Network (ECRIN) and the European Infrastructure for Translational 

Medicine (EATRIS). These partnerships offer valuable opportunities for Ireland including research 

collaboration, promoting Ireland as a site for multi-national clinical trials, access to research 

funding, access to novel initiatives such as the diagnostic research pipeline for undiagnosed 

patients through ERDERA.  

The Strategy notes the unique characteristics of rare disease research that offer a model for 

innovative, leading edge, cross border collaboration and patient driven research.  It outlines 

particular advances in research and innovation that have led to new diagnostic tools, devices, 

treatments and therapies with a transformative effect on healthcare and especially the lives of 

those affected.   

Key recommendations from the Strategy that should be integrated into the Life Sciences Strategy 

include: 

https://www.gov.ie/en/department-of-health/publications/national-rare-disease-strategy-2025-2030/
https://www.gov.ie/en/department-of-health/collections/outputs-of-the-national-clinical-trials-oversight-group/
https://www.gov.ie/en/department-of-health/collections/outputs-of-the-national-clinical-trials-oversight-group/
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Support for European Reference Networks - small patient populations make international 

collaboration vital to meaningful rare disease research and clinical trials.  European Reference 

Networks are networks of specialist centres working across borders to pool expertise and data so that 

healthcare providers throughout Europe can access the most appropriate diagnosis and treatment for their 

patients.  They provide an important gateway to research, guidelines, education and registry data, all of 

which are foundation stones for research, innovation and clinical trials. They are curtailed by lack of 

funding and resources for data management and care coordination and poor integration into 

national health systems.  

There are currently 24 ERNs across the EU and Norway created under Directive 2011/24/EU on 

patients’ rights in cross-border healthcare. Ireland actively participates in the ERNs and since 

2022, is a member of 18 of the 24 ERNs. Ireland hopes to join the remaining six ERNs when the 

EU opens the next call for applications. ERN involvement helps connect Irish rare disease experts 

and services to a wider network. (National Rare Diseases Office). 

To support ERN sites in Ireland to build research and innovation capacity the Strategy 

recommends enablers including enhancing data systems, to facilitate the collection, sharing and 

analysis of rare disease data including genomic data,  introducing and developing infrastructure for 

genomic testing, supporting participation in European and global research consortia and aligning 

national research initiatives with Horizon Europe and other funding opportunities such as 

ERDERA.  It also underlines the importance of integrating ERNs into the health system and 

recommends development of a roadmap to achieve this, increased resourcing and supports, and 

implementation of the EU4Health Joint Action on the Integration of ERNs into National Healthcare 

Systems (JARDIN), in which Ireland is playing a lead role. 

Workforce development is vital to strengthen the link between research and the health and 

social care system and this is particularly so for the rare disease research and clinical workforce.  

Measures to achieve this include workforce planning, protected time for clinicians, increased 

research funding and opportunities for education and training including fellowships and 

international exchanges.  It is also vital to recognise the central role of research nurses  and 

research coordinators as key members of research teams and to ensure these roles are supported 

and that career paths and structures are developed accordingly.   

Support for innovative trial design and methodologies that are patient centred and informed 

by the lived experience of patients ensure research is more relevant, more effective patient 

recruitment and retention and higher success rates overall.  Work within the Rare Disease Clinical 

Trial Network is ensuring that Ireland is research and clinical trial ready with an approach that is 
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based on strong partnerships that prioritise the needs of patients living with rare diseases through 

tailored support and inclusive design. 

Orphan Medicines - Irish patients’ access to orphan medicines fall far short of other similar sized 

countries and delays in our drug reimbursement processes are impacting Ireland’s appeal as a 

site for international clinical trials. As referenced in the National Rare Disease Strategy and more 

recently called for by a multistakeholder group led by Rare Diseases Ireland, Ireland urgently 

requires a revision of the drugs reimbursement process and implementation of an early access 

scheme for orphan drugs.  

Development of Data, Health Information Systems, and Registries - the National Rare 

Disease Strategy highlights the need for robust data systems including the establishment of a 

national rare disease registry and ensuring the longer-term vision for Electronic Health Records 

(EHRs) includes the full integration of ORPHAcodes (the gold standard nomenclature). 

The National Clinical Trial Oversight Group Report sets out 20 recommendations across six 

priority areas to strengthen Ireland's clinical trials ecosystem. Implementation of these is critical to 

the Life Sciences Strategy's success and will improve patient access to therapies, strengthen 

healthcare resilience, and enhance Ireland's global reputation. The Report's core rationale is that 

clinical trials must be integrated into standard care. Research-active health systems deliver better 

patient outcomes, attract and retain skilled professionals, and accelerate learning and innovation. 

They also provide significant cost savings and broader economic and societal value. 

Key recommendations are the establishment of streamlined and standardised processes for 

contracts, data protection, KPIs and costing; workforce development including standardised career 

pathways and education and training and use of innovative technologies in all aspects of clinical 

trial design and conduct. 

Public and Patient Involvement - both the National Rare Disease Strategy and the NCTOG 

Report emphasise the importance of patient and public partnership and engagement.  This spans 

educational and awareness campaigns and ensuring meaningful partnership across prioritisation, 

design, development, monitoring and evaluation of policy, services and research.   

             

Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the sector’s 

long-term success? 

For example: research and innovation, global competitiveness, patient outcomes, talent and skills, 

sustainability 
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To position Ireland as a worldclass hub for life sciences at every stage of the research and 

innovation lifecycle 

             

The key objectives should be to position Ireland as a global leader in life sciences by: 

• Developing world-class research and innovation systems and infrastructure. 

• Developing research and clinical skills and talent through education, training, and 

sustainable career pathways. 

• Aligning with EU regulatory, ethical, data systems and funding streams to leverage 

opportunities for support, resourcing, collaboration, and innovation. 

• Embedding meaningful public and patient involvement at every stage of the research and 

innovation life cycle. 

             

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over 

the next decade that this strategy should address? 

             

An overarching challenge relates to the fact that research and technological innovation is 

proceeding at a faster pace than legislative and system changes  - a more responsive and agile 

system is needed to enable these opportunities to be leveraged in a timely way. A combined effect 

of all the challenges outlined below is to limit Ireland’s capacity to apply for international grants 

and involvement in innovative projects. 

Challenges Opportunities 

Data & Systems: Lack of electronic health 

data, patient registries and complex and 

inconsistent data protection systems. 

Development: of Electronic Health Records, 

Patient Registries and alignment with the 

European Health Data Space and ERN 

Registries.  

Process: Delays/inconsistency/complexity  in 

regulatory, ethics and data protection 

processes. Delays in medicines assessment 

and reimbursement processes.   

Implementation of the National Rare Disease 

Strategy and NCTOG Report. Alignment with 

EU measures such as the EU Biotech Act.   
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Challenges Opportunities 

Lack of critical infrastructure for genomic 

medicine and biobanking. 

 

Implementation of the National Strategy for 

Accelerating Genetic and Genomic Medicine in 

Ireland. 

Academic and clinical fragmentation 

including barriers to cross border research and 

clinical trials. 

Research and clinical trial networks working 

to promote research and clinical collaboration 

nationally and internationally. Engagement with 

the new Health Regions/Regional Executive 

Officers to ensure consistency and streamlining 

across health regions. European Reference 

Networks. 

Insufficient funding and protected time for 

research across clinical, basic science and 

translational research. 

Engagement & Agility: High level of 

public/patient trust and engagement. Dynamic 

and highly informed patient organisations and 

communities. Agility due to country size. 

Lack of support and investment in workforce 

development and career pathways.  

Workforce & Networks: Highly skilled 

workforce and strong international links 

(diaspora) as well as strong existing bio-

pharmaceutical presence. 

 

             

EU context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the 

EU as the world’s most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could these 

be applied in the Irish context?  

Please refine and structure the following information in answer to the question What are your 

views on this ambition of the recently published EU Life Sciences Strategy and the measures 

proposed to achieve it? How could these be applied in the Irish context?  

https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
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The recently published EU Life Sciences Strategy (EU LSS) presents a comprehensive and 

ambitious vision for positioning Europe as the world's most attractive life sciences hub by 2030. 

This strategy provides a critical framework and roadmap with which Ireland should align its 

national efforts, particularly in the areas of clinical trials and health research. 

Ireland should fully support and mirror the key priorities identified in the EU LSS, focusing national 

action and investment to leverage the opportunities presented by EU-wide initiatives. 

1. Accelerating Clinical Research and Infrastructure 

Ireland must align its national clinical trials agenda with the EU's focus on simplifying processes 

and boosting infrastructure, as outlined in the EU LSS. 

EU Measures 

• Improving the Framework: The EU LSS prioritises improving the framework for clinical 

research by addressing regulatory challenges and supporting essential infrastructures and 

networks. 

• Multi-Country Trials: The Commission will facilitate multi-country clinical trials through 

European partnerships, notably the Innovative Health Initiative Joint Undertaking (IHI JU), 

and by piloting a new approach to funding these complex trials. 

• Regulatory Alignment: Initiatives like Accelerating Clinical Trials in the European Union 

(ACT EU) and MedEthicsEU are working to harmonise operational procedures and align 

Member States' medical research ethics committees. 

• Investment Flagships: 

o Proposing an Investment Plan for Clinical Research to streamline European 

research infrastructures. 

o Creating a network of European Centres of Excellence in Advanced Therapy 

Medicinal Products (ATMPs). 

Application in the Irish Context 

• National Alignment: Ireland should explicitly adopt the EU LSS objective to improve its 

clinical research framework, directly referencing the recommendations of the National 

Clinical Trials Oversight Group (NCTOG) to create a unified, responsive national system. 

• Leverage EU Networks: Ireland, through networks and structures such as the Rare Disease 

Clinical Trial Network (RDCTN) and the Rare Disease Research Catalyst  Program, must 

actively position itself to participate in and lead IHI JU projects and multi-country trial 

funding pilots. 

• Build on Success: The European Rare Diseases Research Alliance (ERDERA) is cited as a 

model for R&I ecosystems; Ireland's existing partnership in ERDERA must be further 
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supported and built upon as a case study for successful EU collaboration that is delivering 

impact to patients, researchers, and health systems. 

2.  Data Systems, Alignment, and AI 

The EU LSS places a strong emphasis on addressing data fragmentation and leveraging digital 

tools. 

EU Measures 

• EHDS Framework: The European Health Data Space (EHDS) Regulation establishes a 

clear, secured framework for accessing electronic health data. 

• Cross-Regulatory Coordination: The EU LSS recognises that fragmentation in the national 

application of GDPR and other data acts limits the full use of personal data. To address 

this, a European Life Sciences R&I Data Assembly will be established to support consistent 

interpretation and harmonisation. 

• Genomics and AI Investment: The EU will invest heavily in: 

o Developing and populating strategic biodata resources (including non-human 

biodata) to advance the One Health approach. 

o Boosting the European genomic data infrastructure (EUR 25 million via Digital 

Europe). 

o Integrating multi-modal generative AI technologies into biomedical research (EUR 50 

million via Horizon Europe). 

Application in the Irish Context 

• Urgent Data Reform: Ireland must treat the development of its health data infrastructure as 

an urgent national priority. This includes a coherent and resourced approach to health 

registries, European Reference Network (ERN) registries, and the full integration of EHRs 

with EU standards. 

• Harmonise GDPR: Ireland must address the diverging national interpretations of GDPR that 

create legal uncertainty for R&I stakeholders, ensuring full compliance while facilitating 

research access to health data. 

• Digital Skills: Strategic investment in AI and data science skills within the health and 

research workforce is necessary to ensure alignment with the EU's investment in these 

technologies. 

3. Workforce Development and Talent Attraction 

The EU LSS focuses on addressing career stability and emerging skills gaps. 

EU Measures 

• Career Pathways: The EU will implement a new European framework for research careers 

and the Council Recommendation on attractive and sustainable careers in higher education 

to address limited career prospects and restricted mobility. 
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• Skills & Training: Instruments like the Marie Skłodowska-Curie Actions, Erasmus+, and the 

forthcoming Union of Skills and STEM education strategic plan (including specialist 

fellowships) are designed to promote future-oriented skills. 

• Global Talent: Actions will be taken to attract global research talent to the EU, including 

through the 'Choose Europe’ initiative. 

• Foresight Study: A foresight study will identify the competences, skills, and training needs 

for the life sciences, particularly for optimising AI uptake. 

Application in the Irish Context 

• Career Certainty: Ireland must leverage the EU framework to establish stable, long-term 

career pathways for clinical and research staff, addressing the current lack of certainty and 

security in research roles (as identified in the NCTOG Report). 

• Utilise EU Instruments: Actively promote the use of EU instruments like Marie Skłodowska-

Curie Actions and micro-credentials to support upskilling and cross-border mobility for 

researchers and clinicians. 

• STEM Plan: Align national education and training programmes with the EU's STEM 

education strategic plan to cultivate talent in fast-growing fields like life sciences and 

advanced therapeutics. 

4. Regulatory Efficiency and Innovation 

The EU LSS aims to make the regulatory environment more agile while maintaining high safety 

standards. 

EU Measures 

• Simplification: The EU plans to propose the European Biotech Act to make the regulatory 

system more conducive to biotech innovation across various sectors. 

• Agility: Efforts are underway to assess and optimise current authorisation procedures for 

health, medical devices, and food applications to reduce timelines. 

• Future-Proofing: Future legislation will integrate experimentation clauses and the use of 

regulatory sandboxes (as seen in the reform of the EU pharmaceutical legislation) to allow 

for testing new solutions. 

• AI-Powered Guidance: The Commission will create an AI-powered interactive tool to help 

researchers and innovators navigate the complex, cross-sectoral EU regulatory landscape, 

particularly during early-stage R&D. 

• MedTech Reform: Flagship action to propose legislation to balance simplifying regulations 

for medical devices and in vitro diagnostics with effectively protecting patient safety. 

Application in the Irish Context 

• Streamline National Processes: Ireland must urgently address national regulatory 

challenges (e.g., in ethics and contracts) to remove blockages to trial start-up and leverage 

the efficiency gained from the EU's Clinical Trials Regulation. 
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• Address delays in medicines assessment and drug reimbursement by revising these 

processes to ensure timely equitable access to innovative treatments and tools – set a goal 

of one year from EMA authorisation. 

5. Public Trust and Partnership 

The EU LSS recognises that public trust and responsible research are prerequisites for successful 

innovation. 

EU Measures 

• Responsible R&I: The Commission will fund the creation of a repository of tools and best 

practices in responsible R&I, risk, and science communication to counter misinformation 

and foster public acceptance. 

• Inclusive Dialogue: It calls on Member States to strengthen science communication and 

outreach to ensure public understanding and acceptance of technologies, especially in 

areas like food and agriculture. 

Application in the Irish Context 

• Leverage PPI Culture: Ireland has a strong and engaged Public and Patient Involvement 

(PPI) community and culture, thanks to the work of the PPI Ignite Network, Health 

Research Charities Ireland, the Health Research Board and the Rare Disease Clinical Trial 

Network, alongside a vibrant and dynamic patient advocacy community  - this must be 

leveraged and deepened. 

• Go Beyond Outreach: While the EU focuses on outreach, Ireland should go further, 

embedding meaningful public and patient partnership in research where patients are 

genuine partners in prioritising, co-creating, designing and conducting research and clinical 

trials, ensuring greater relevance and impact for their communities. 
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Submission from Rare Diseases Ireland 
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Submission from Royal College of Surgeons of Ireland FutureNeuro Centre
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Submission from the Research Ireland Centre for Pharmaceuticals SSPC 

 



Page 320 of 448 
 



Page 321 of 448 
 



Page 322 of 448 
 



Page 323 of 448 
 



Page 324 of 448 

 



Page 325 of 448 
 



Page 326 of 448 
 



Page 327 of 448 
 



Page 328 of 448 

Submission from Roche
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Submission from Royal Irish Academy
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Submission from Sandoz Ireland 

Submission from Sandoz Ireland to the National Life Sciences Strategy 2025 

 

National Life Sciences Strategy Consultation 

Department of Enterprise, Trade & Employment 

5 December 2025 

 

Dear Sir / Madam, 

On behalf of Sandoz Ireland, thank you for the opportunity to contribute to Ireland’s first National Life Sciences Strategy. 

As a global leader in generics and biosimilars, with a long-standing manufacturing heritage in Europe and a growing 

presence in Ireland, Sandoz welcomes this consultation as a critical step in shaping a resilient, innovative and patient-

centred life sciences ecosystem.  

By 2030, 71% of biological medicines losing exclusivity will not have biosimilars in the industry pipeline, this is likely to 

be the result of an increasing proportion of lower value biologics (global annual sales less than $500m). This could result 

in European countries losing 20% ($5.6bn) of the potential value of biologics not facing competition. 

The costs to develop a biosimilar can be broadly put in three areas 

~$100m – development of the molecule and scale up 

~$60m – phase II study 

~$100m – phase III study (EMA may not require a confirmatory efficacy study 

if it accepts a proposal for streamlined regulatory approval)  

Given the high cost of biosimilar development, companies target originator 

biologics with peak annual global sales of more than $3bn. Biologics with peak 

sales below that may be considered if there are exceptional reasons. 

Development for biologics with sales below $1bn is highly unlikely, as 

illustrated in IQVIA’s forthcoming ‘Impact of biosimilar competition report 

2024’:  
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The increasing number of biosimilar launches will increase focus on achieving 

a positive return on investment. IQVIA highlights that biosimilars may not 

achieve a positive return on investment. 

 

 

 

Ireland’s upcoming EU Council Presidency in July 2026 presents a unique moment for the State to champion policies 

that secure medicines supply, strengthen European manufacturing, reduce vulnerabilities in global supply chains, and 

accelerate sustainable access to high-quality, affordable treatments. Sandoz shares these ambitions and stands ready 

to support Ireland’s leadership role. 

________________________________________ 

 

1. Ensuring Medicines Security & European Manufacturing Resilience 

 

Sandoz strongly supports a national strategy that prioritises secure and sustainable access to essential medicines. 

As operators of Europe’s only end-to-end antibiotic production site (Kundl, Austria), we understand the strategic 

importance of maintaining manufacturing in Europe for critical antimicrobials and other high-demand medicines. 

Antibiotics are essential to modern medicine, yet Europe’s production capacity is under threat, with over 80% of global 

API supply currently sourced from China. This dependency poses serious risks to public health, supply chain resilience, 

competitiveness, and geopolitical stability. Sandoz is committed to working closely with European institutions to reverse 

this trend by restoring and safeguarding European sovereignty in antibiotic manufacturing and reinforcing the region’s 

strategic autonomy, while ensuring supply security both within Europe and beyond through measures including 

additional region-specific partnerships. 

 

We recommend that Ireland: 

• Champion European industrial policies that protect and expand manufacturing of essential medicines within the EU. 

• Support predictable procurement and reimbursement frameworks that ensure long-term viability for producers of 

mature, high-value-for-money medicines. 

• Embed supply-resilience criteria into national and EU market access processes. 
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2. Strengthening Ireland’s Role as a Hub for Biosimilars & Affordable Innovation 

 

Ireland can play a pivotal role in advancing equitable access across Europe through supporting biosimilar adoption and 

the broader generics ecosystem. It currently sits as one of the slowest adaptors of biosimilars within Europe, which is 

an opportunity lost as biosimilars generate large-scale savings while expanding access to biologics for more patients. 

 

We recommend that the Strategy take a whole of government approach to include the Department of Enterprise, Trade 

and Employment, Department of Education and the Department of Health.  

• Establish national biosimilar uptake targets and reporting mechanisms. 

 

• Make Ireland an innovation testbed for digital tools, real-world data, and switching models. 

 

• Demand signalling would prioritise re-appraisals of off-patent medicines in areas of greatest clinical or public 

health need, and ensure that these medicines are made available to the Irish Health Care system. 

These measures would strengthen Ireland’s leadership and generate savings that can be reinvested into innovation, 

workforce development and capacity expansion. 

 

4. Skills, Talent & Workforce for the Next Decade 

As Ireland’s life sciences sector grows, so too does the need for specialised talent in: 

• Bioprocessing and advanced manufacturing 

• Regulatory affairs 

• Digital health, data analytics and AI 

• Supply chain and quality operations 

 

Sandoz supports a strategy that: 

• Expands collaboration between HEIs, training bodies and industry 

• A forward-focused workforce plan is essential for ensuring Ireland remains globally competitive. 

 

5. Sustainability & Ireland’s Climate Leadership 

Sandoz is committed to achieving Net Zero by 2045, and we welcome Ireland’s ambition to develop a greener, more 

circular pharmaceutical value chain. 

We encourage the State to: 

• Support greener manufacturing incentives, including energy efficiency and clean energy integration. 
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• Embed environmental performance as part of procurement criteria, without compromising timely access 

 

 

6. Partnership with Government Ahead of EU Council Presidency 2026 

 

Ireland has a unique chance in 2026 to shape EU-level discussions on: 

• Medicines security 

• Incentivising European manufacturing 

• Predictable pathways for biosimilars 

 

 

Sandoz stands ready to collaborate with DETE, DoH, HPRA, HSE ,DOE  and other stakeholders to support Ireland’s 

leadership at a European level. 

________________________________________ 

Conclusion 

 

Sandoz Ireland is fully committed to supporting the State in delivering a resilient, innovative, sustainable and patient-

centred life sciences sector. We believe the National Life Sciences Strategy 2025 can provide a strong foundation for 

the next decade of growth—benefiting patients, the health system, and the wider economy. 

 

We would welcome the opportunity to engage further with DETE on any element of this submission. 

 

Yours sincerely, 

Ciara Conway  

Head of Market Access & External Relationships 

 

  



Page 360 of 448 

Submission from SIA 

 

 

About SIA  

Sia is a next-generation, global management consulting group. Founded in 1999, Sia have expertise across a broad 

range of sectors and services, with over 3,000 professionals serving clients worldwide from 48 locations in 20 

countries.  

With deep expertise across pharmaceuticals, biotech, medtech, and digital health, Sia partners with governments, 

enterprises, and research institutions to develop evidence-based strategies that drive competitive advantage and 

sustainable growth.  

 Section 1: Scope  

 

SIA believes that the scope of the National Life Sciences Strategy should focus on anchor sectors of life sciences that Ireland has 

unique strengths and opportunities in, and that are not otherwise covered in adjacent strategies. It should focus on the following 

three areas as anchor sectors within the strategy; 

1. Pharmaceutical  

2. Biotechnology 

3. Medical technology 

 

Each of these anchor sectors is underpinned and enabled by the following areas, which should be covered across the strategy; 

• Talent and Skills 

• Data and Infrastructure 

• Funding and Incentives 

• Research and Development  

• Policy and Regulation  

 

The strategy should exclude fisheries, agriculture, and food manufacturing as anchor sectors, given these are already addressed 

in Ireland's Bioeconomy Strategy and represent distinct value chains with different competitive dynamics. They should be 

referenced through interdependency and connectedness with other life sciences sectors to provide a holistic view of the 

landscape. 

 

The scope should mirror the EU Life Sciences Strategy, while highlighting and focusing on Ireland unique position.  

 

The scope should also be inclusive of the interdependencies across adjacent and complimentary strategies, including the 

National Digital and AI Strategy, and the pending EU Biotech directive.  

 

 

 Section 2: Objectives  

 

SIA recommend that the National Life Sciences Strategy target five interconnected objectives with the appropriate investment to 

deliver these in a timely manner: 

 

1. Research & Innovation Excellence 

• Strengthen translational research bridging academia and industry 

 

• Build critical mass in emerging areas (gene therapy, AI-driven drug discovery, precision medicine) 

 

• Enhance Ireland's clinical trials ecosystem and real-world evidence capabilities 
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2. Global Competitiveness & Resilience 

• Future-proof Ireland's value proposition beyond tax. In this regard we should focus on regulatory agility, skilled 

workforce, innovation ecosystem 

 

• Develop advanced manufacturing capabilities where there is a growing demand for continuous manufacturing, 

personalised medicine production 

 

• Strengthen supply chain resilience and strategic autonomy 

 

3. Patient & Public Benefit 

• Improve patient access to innovative therapies through accelerated pathways 

 

• Develop health data infrastructure enabling personalised medicine 

 

• Address health inequalities and unmet medical needs 

 

4. Talent, Skills & Inclusive Growth 

• Build deeper talent pools across technical, digital, and regulatory disciplines 

 

• Create career pathways from apprenticeships to PhD level 

 

• Ensure regional distribution of opportunities beyond Dublin/Cork 

 

5. Environmental & Social Sustainability 

• Decarbonise biomanufacturing and achieve sectoral net-zero targets 

 

• Advance green manufacturing principles (waste reduction, water stewardship) 

 

• Embed responsible innovation and ethical frameworks 

 

 

 Section 3: Opportunities and Challenges  

 

SIA has identified the following opportunities and challenges for Ireland’s life sciences sector over the next decade that this 

strategy should address. 

 

Opportunities: 

• Ireland should execute the recommendations from the Expert Group on Future Skills Needs Report to address talent 

drain through targeted workforce development and retention initiatives. 

 

• Ireland should create multiple coordinated ecosystem clusters—such as the Pioneer development in Cherrywood and an 

integrated ARC hub combining biotech companies, startups, laboratories, and funding mechanisms—to foster 

innovation and collaboration across the life sciences sector. 

 

• Ireland should build up contract development and manufacturing organization (CDMO) capability and capacity by 

leveraging existing legacy pharmaceutical manufacturing sites to retain high-value jobs and preserve critical 

infrastructure. 

 

• Ireland should address funding gaps through innovative public-private partnership models—such as the Danish 

enterprise foundation approach and the commercialisation of research driven by the VIB in Belgium—while mobilizing 

underutilized public funds like the Strategic Investment Fund to support life sciences growth. 
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• Ireland should position the HPRA to pilot EU regulatory innovations including adaptive licensing and accelerated 

approval pathways, while leveraging its FDA relationships to bridge EU-US regulatory alignment and establish Ireland as 

the preferred testbed for next-generation regulatory frameworks. 
 

• Ireland should establish and resource additional infrastructure in support of the RD&I ecosystem by setting up a national 

Centre of Excellence for therapeutic drug discovery, embedding laboratory capabilities and scientific disciplines which 

are currently lacking. 

 

Challenges: 

• Ireland's life sciences sector faces significant overdependence on US foreign direct investment, particularly in 

pharmaceuticals, though the medtech subsector demonstrates greater diversification and resilience. 

 

• Ireland must develop stronger knowledge transfer and export pathways beyond the US market to reduce concentration 

risk and build sustainable, globally distributed commercial relationships. 

 

• Ireland lacks sufficient translational research infrastructure and commercialization pathways to effectively bridge the 

gap between academic discovery and market-ready products, limiting the conversion of research excellence into 

economic value. 

 

• Ireland faces a critical early-stage funding gap for biotechnology companies, with insufficient venture capital and growth 

financing available to support the scaling of innovative startups from concept to commercial viability. 

 

• Ireland's immature data infrastructure and absence of comprehensive electronic health records (EHR) systems 

significantly limit the ability of life sciences companies to conduct clinical trials, test solutions, and scale innovations 

efficiently. 

 

• Ireland has limited artificial intelligence capability and struggles to attract AI-focused investment, creating a competitive 

disadvantage as AI becomes increasingly central to drug discovery, diagnostics, and personalized medicine 

development. 

 

 

 Section  4: EU Context  

 

SIA believes that the European Commission's ambition to position the EU as the world's most attractive life sciences location by 

2030 reflects an urgent competitive reality. Achieving the EU's 2030 ambition is achievable but contingent on three critical 

conditions: 

• Regulatory harmonisation accelerated across member states 

• Investment commitments materialised at scale 

• Talent mobility improved through streamlined pathways 

 

The DRAGHI Report starkly illustrates the scale of the challenge: the EU has produced approximately 150 life science unicorns 

compared to 700 in the US. This disparity is underpinned by significant investment gaps with the US investing 3.5% of GDP in 

R&D versus the EU's 2.2%, resulting in a $270 billion annual spending differential as of 2021. 

 

This innovation gap directly contributes to a widening total factor productivity (TFP) gap between the EU and US, with profound 

implications for long-term living standards and economic competitiveness. The venture capital landscape further illustrates this 

imbalance: the EU captures only 5% of global VC funding compared to 52% in the US and 40% in China, creating weaker growth 

prospects for European startups and limiting their ability to scale globally. 

 

SIA have outlined the specific applications for Ireland to support the proposed EU measures.  

 

https://commission.europa.eu/topics/eu-competitiveness/draghi-report_en
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EU Measure Irish Application 

Regulatory 

streamlining 

Lead on EMA efficiency; position Ireland as regulatory hub; provide clear guardrails balancing 

innovation promotion with data safeguarding 

Increased R&D 

funding 
Maximize Horizon Europe allocation; co-fund with national resources 

Talent mobility Implement EU talent visa fast-track; attract diaspora 

Infrastructure 

investment 

Develop 2-3 world-class research and manufacturing clusters; invest in infrastructure to 

advance EHDS for pooled data across EU 

Green transition 

support 
Position Irish biotech as sustainability leader 

Digital health 

integration 
Leverage Ireland's digital/tech ecosystem; urgently deliver EHR 

 

In addition, it is SIA’s belief that Ireland should establish a National Life Sciences Council modelled on the Danish exemplar. The 

council serves as a policy feedback loop, translating EU directives into coherent national action while ensuring Irish priorities 

shape European strategy. This council should comprise: 

• Representatives from Irish and foreign life sciences companies 

• Healthcare system leaders and clinicians 

• Research institution heads and academic researchers 

• Patient associations and advocacy groups 

• Business organisations and trade unions 

• Government representatives (Health, Enterprise, Education, Environment) 

 

EU-Level Benefits: 

• Provides coordinated Irish input to European policy development, amplifying Ireland's voice in shaping EU life 

sciences strategy 

 

• Enables rapid translation of EU measures into tailored Irish implementation, reducing fragmentation across 

member states 

 

• Facilitates knowledge-sharing on regulatory innovation and best practices across the European ecosystem 

 

National Benefits: 

• Enables adaptive, iterative strategy refinement based on sector performance data and stakeholder feedback, 

allowing rapid response to competitive threats 

 

• Reduces implementation friction through stakeholder co-design, accelerating policy execution and increasing 

adoption rates 

 

• Strengthens cross-sector coordination on talent pipelines, infrastructure, and funding, creating ecosystem 

coherence and competitive differentiation 
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Submission from Skillnet Ireland
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Submission from Takeda 

 

Public consultation on National Life Sciences Strategy  

– Takeda Products Ireland Ltd response 

With close to three decades of innovation in Ireland, and an established position as a global leader in 

rare diseases, oncology and gastroenterology, Takeda Products Ireland Ltd. welcomes the opportunity to 

contribute to the development of Ireland’s National Life Sciences Strategy, as one of Ireland’s leading 

pharmaceutical employers. 

 

Context 

Ireland stands at a pivotal moment to shape a future where the Irish life sciences sector drives both 

economic prosperity and health system transformation.  

In the face of geopolitical uncertainty and challenges to Ireland’s competitiveness, the publication of a 

National Life Sciences Strategy offers the opportunity to address the current barriers, and seize the 

opportunities, by building an ecosystem, grounded in research and innovation which will ultimately lead 

to improved health outcomes for patients, that protects Irish jobs in the sector, incentivises further 

investment and positions Ireland as a global leader in pharmaceuticals and life sciences.  Crucially, this 

ecosystem must also foster public trust in the value of sharing health data, ensuring transparency and 

security in line with the upcoming European Health Data Space regulation. Building confidence among 

patients and stakeholders is essential to unlock the full potential of data-driven innovation and enable 

Ireland to participate effectively in EU-wide health data initiatives.  

 

Scope  

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, agriculture, 

fisheries and food production. In your view, how broad should the scope of the strategy be? 

On the question of scope, Takeda believes that the National Life Sciences Strategy (NLSS) should focus 

specifically on human health; namely (bio)pharmaceuticals, medical technologies, and the digital health 

sector [collectively referred to hereafter as ‘the sector’]. 
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The sector plays a vital role in the Irish economy, supporting over 100,0001 high-income jobs, accounting 

for €99.9 billion euro in exports2, and is one of the top three contributing sectors. 

Despite the sizeable economic impact of the sector on the Irish economy, there has been an absence up 

until now of a dedicated national life sciences strategy. To maintain Ireland’s position as a global leader 

in Life Sciences, it is essential to develop a timely and focused Life Sciences strategy that keeps Ireland 

highly attractive for future investment.  

Furthermore, a narrower interpretation of ‘Life Sciences’ for the purposes of this strategy ensures that 

the strategic pillars and policy recommendations can be more focussed, and thus more effective.  

With respect to implementation and oversight of this strategy, we recommend a collaborative approach 

between industry, academia, patient organisations and government, to ensure that the strategy is aligned 

and applicable to the operating environment, and reflects the realities, opportunities and challenges of 

the sector on the ground. This collaborative approach should explicitly include mechanisms for public–

private partnerships focused on ethical health data use, interoperability, and secure sharing frameworks, 

reinforcing Ireland’s leadership in responsible data-driven healthcare innovation.   

Taking inspiration from the Department of Jobs, Enterprise and Innovation and its first Action Plan for 

Jobs in 2012, key targets and recommendations need to be established. In addition, the stakeholders 

owning those actions should be clearly identified along with timelines. Regular bi-annual implementation 

reports should be produced taking account of progress and any bottlenecks.   

 

Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the sector’s long-

term success? For example: research and innovation, global competitiveness, patient outcomes, talent 

and skills, sustainability. 

 

 

1 IDA Ireland acknowledges economic and social impact of multinational companies with special focus on life sciences 

industry, IDA, 2023 
2 Goods Exports and Imports December 2024, CSO, 2025 

 

https://www.idaireland.com/latest-news/press-release/ida-ireland-acknowledges-economic-and-social-impact-of-multinational-companies
https://www.idaireland.com/latest-news/press-release/ida-ireland-acknowledges-economic-and-social-impact-of-multinational-companies
https://www.cso.ie/en/releasesandpublications/ep/p-gei/goodsexportsandimportsdecember2024/
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The key objective of the NLSS should be to ensure a future ready, patient-centred, dynamic life sciences 

ecosystem, which connects cutting-edge research, innovation, diagnostics and digital health  

technologies with patient needs; which ensures rapid access to and adoption of new innovation and 

which supports Ireland’s thriving manufacturing footprint by maintaining a competitive operating 

environment. 

The NLSS should lay a roadmap for the sector that: 

• Articulates an ambitious, long-term vision for the sector, providing clarity and confidence for 

stakeholders, policymakers and the health system. 

• Strengthens Ireland’s value proposition and economic competitiveness, with a particular focus 

on research excellence, digital readiness and advanced manufacturing. 

• Enables structured, collaborative partnership models between the public and private sectors, 

allowing innovation to move more efficiently from research settings into clinical practice and 

improving patient outcomes. 

• Embeds trust-building measures for health data sharing, including transparent governance, 

patient engagement, and compliance with the European Health Data Space regulation, ensuring 

Ireland is positioned as a trusted hub for secure data exchange and research collaboration. 

• Addresses systemic barriers to growth, including clinical research bottlenecks, digital 

infrastructure gaps and broader national infrastructure constraints, to unlock new opportunities 

for expansion. 

• Builds a robust, responsive talent pipeline, supported by targeted training, apprenticeships, 

industry placements and upskilling pathways aligned with the sector’s evolving capability needs. 

• Creates an operating environment that positions Ireland as a leader in RD&I, supported by a 

coherent policy framework, predictable regulation and strong connectivity with European 

research and funding programmes. 

• Ultimately delivers improved public health outcomes, ensuring timely and equitable access to 

transformative therapies, diagnostics and digital tools. 

Taken together, these objectives would ensure that Ireland remains innovative, competitive and resilient, 

optimising benefits for patients, the health system and the wider economy. 

 

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over the next 

decade that this strategy should address? 
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The Irish pharmaceutical sector is at a key moment. While advances in research, Artificial Intelligence 

(AI), and understanding of disease pathways offer significant opportunities, the sector also faces  

structural and regulatory challenges. Ireland’s strong track record in innovation and its established 

leadership in biopharmaceutical, medtech and digital technologies provide a solid foundation from which 

to build opportunities for the future. 

Outlined below are three core recommendations, founded in the opportunities and challenges for the 

sector: 

 

1. Strengthen Ireland’s research, innovation and clinical trials ecosystem.  

Ireland’s future competitiveness in the life sciences sector will rely increasingly on the strength of our 

research and clinical infrastructure, complementing our established reputation for manufacturing 

excellence. To stay at the forefront, Ireland should enhance public investment in research and innovation, 

foster innovation in data systems and regulatory sandboxes, strengthen links between academia and 

industry, and modernise the national clinical research system.  

A particular opportunity lies in clinical trials. Ireland performs well in certain therapeutic areas but lags 

behind comparable European countries in overall trial volume, due to our fragmented infrastructure, 

variable site readiness, and slow study start-up timelines. This is especially pronounced in rare diseases, 

where small patient numbers make trial feasibility challenging.  

The national strategy should therefore establish streamlined ethics and contracting processes, expand 

the use of decentralised and adaptive trial designs, and support national patient registries that can allow 

Ireland to participate in multi-country disease studies, and could help integrate Ireland into pan-European 

clinical trial networks. 

 

2. Position the health system as a structured innovation partner through a national public–private 

collaboration framework. 

The fundamental objective and motivation of the life sciences sector is to improve patient outcomes.  

Ireland has a unique opportunity to leverage its life sciences sector as an engine for innovation within 

the health system, improving patient outcomes while reinforcing the State’s attractiveness for 

investment. To unlock this, the strategy should introduce a formal national framework to support 

collaboration between public and private entities, including but not limited to pharmaceutical companies, 

medtech firms, digital solution providers, academia, the HSE, and patient organisations. 
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Such a framework should clearly set out standard approaches for early scientific engagement, co-

development of pilot projects, ethical use of health data, real-world evidence generation and outcome-

based access agreements.  

A critical opportunity lies in leveraging health data responsibly to accelerate research and innovation. To 

achieve this, Ireland must prioritise initiatives that build societal trust, ensure robust data protection, and 

enable interoperability with EU systems under the European Health Data Space framework. Public–

private partnerships will be key to delivering these capabilities at scale. 

 

Complementing this, rapid investment and scaling up in Ireland’s digital health infrastructure (specifically 

electronic health records, patient registries and our data analytics capability) will be essential to enable 

Ireland to participate fully in European data-sharing initiatives and to accelerate innovation in care 

pathways. 

By treating the health service as an active innovation partner rather than a passive adopter, Ireland can 

build a collaborative and patient-centred life sciences sector. This aligns with international best practice 

and would help the country capture high-value clinical, digital and research activities. 

 

3. Future-proof competitiveness through talent, digital transformation and sustainable advanced 

manufacturing 

Sustaining Ireland’s leadership in life sciences will require focused action on talent, digital capability and 

sustainable manufacturing. 

Ireland’s life sciences sector faces a need to build a robust talent pipeline as AI, automation, and data-

driven processes transform global operations. There is growing demand for STEM skills in bioprocessing, 

data analytics, automation, and digital technologies. Addressing these gaps requires a coordinated 

national response through deeper partnerships between industry and education to co-create curricula, 

apprenticeships, upskilling programmes, and work placements. Promoting STEM among 

underrepresented groups and attracting global talent will also be critical. The National Life Sciences 

Strategy should therefore include a dedicated skills pillar, developed in collaboration with the 

Department of Further and Higher Education, Research, Innovation and Science, to ensure education 

and training pathways, including apprenticeships and industry placements, evolve in line with industry 

needs. 
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At the same time, competitiveness will increasingly depend on digitalisation and meeting sustainability 

goals. Manufacturing sites need supportive policies and infrastructure to adopt low-carbon, energy-

efficient, and digitally enabled processes. While energy capacity constraints, high costs, and 

decarbonisation requirements pose risks, they also create an opportunity for Ireland to lead in green, 

resilient biopharma production. To achieve this, the strategy must prioritise expanding grid capacity, 

improving access to renewable energy, and accelerating investment in advanced manufacturing 

technologies, digital infrastructure, and site-level energy efficiency.  

Such interventions will be essential enablers of the sector’s future performance, helping Ireland maintain 

its attractiveness for next-generation life sciences. 

 

EU context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the EU as 

the world’s most attractive location for life sciences by 2030. What are your views on this ambition and 

the measures proposed to achieve it? How could these be applied in the Irish context?  

The ambition to position the EU as the world’s most attractive location for life sciences by 2030 is 

welcome, and alignment between the EU and national strategies is critical.  

If Ireland is to contribute and benefit from the EU strategy, at a national level, we must: 

• Establish a standardised, efficient clinical trials model with dedicated funding, enabling Ireland to 

attract more complex, innovation-driven studies and participate fully in EU-wide research 

networks. 

• Invest in our digital health infrastructure, which is essential for real-world evidence generation, 

data interoperability and participation in EU digital health and data initiatives. Alignment with the 

European Health Data Space should be a cornerstone of Ireland’s strategy, enabling secure cross-

border data flows and collaborative research. Ireland must invest in governance models that 

reassure patients and stakeholders about privacy and ethical use, while fostering partnerships 

between industry, academia and the health system to unlock the full potential of shared data. 

• Introduce a structured framework for public–private partnerships involving research institutions 

and the HSE, allowing Ireland to leverage industry expertise to co-develop innovation, accelerate 

pilot programmes and improve system readiness for advanced therapies. By addressing these 

priorities, Ireland can unlock further opportunities for growth and innovation. 

At the same time, strategic alignment with the EU Life Sciences Strategy remains essential. Streamlined 

regulatory pathways, efficient cross-border research frameworks, and continued access to European 

funding streams will all be crucial. To secure this alignment, a dedicated implementation team should be  

https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686


Page 381 of 448 

 

established under the NLSS, with responsibility for maintaining strong links to EU institutions, monitoring  

developments in European life sciences policy, and identifying international best practice, particularly in 

areas such as public–private collaboration and research excellence, that can be adapted for the Irish 

context. This could be in the form of a Life Sciences Council, as an example. 

This will ensure Ireland remains both competitive nationally and influential within the EU’s evolving life 

sciences landscape. 

 

Final remarks 

Takeda Products Ireland Ltd. are grateful for the opportunity to contribute to the development of the 

NLSS and would welcome the opportunity to remain involved in the design and implementation process.  

Thank you for your consideration, and we remain open to further engagement at any stage. 
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Submission from Teagasc 

Background 

Teagasc’s mandate explicitly covers research, advisory, and education across the entire food chain, from agriculture to 
food processing and innovation Teagasc’s Vision is to lead the sustainable transformation of land resources into 
products and services for society, not solely food or agricultural commodities. The holistic sustainability framework 
(economic, social, environmental, innovation) requires cross-sectoral integration, consistent with the Life Sciences 
Strategy’s broad definition. 

1. Scope 

Recommended scope for National Life Sciences Strategy  

The strategy should: 

• Include agri-food, marine, forestry, bio-based processing, bioresources, and circular 
bioeconomy. 

• Recognise Ireland’s strength in primary production and food systems, which are essential 
components of life sciences. 

• Integrate One Health perspectives spanning soil–plant–animal–human health nexus, which 
Teagasc already embeds as a core principle. 

• Include bioprocessing, fermentation, biotechnology, and enzymatic conversion relevant to 
food, feed, and bio-based materials. 

A broad scope will prevent the marginalisation of agriculture and food systems, ensuring balanced 
development across Ireland’s life sciences ecosystem. 

2. Objectives 

The National Life Sciences Strategy should consider adopting the following objectives: 

Objective 1: Strengthen Research, Innovation and Translation: Support integrated 
research–advisory–education systems (AKIS model) to accelerate innovation adoption. 

• Invest in pilot-scale testbeds, demonstration centres, and TRL 5–8 infrastructures across 
food, marine, and biobased sectors consistent with Teagasc investments in the National 
Food Innovation Hub, PCF Centre, Food Innovation Hub, National Centre for Brewing and 
Distilling, and AD demonstration plant.  

Objective 2: Build a Sustainable, Circular, Climate-Positive Life Sciences System 

Aligned with the holistic sustainability concept (economic, environmental, social, innovation), 
Circular bioeconomy models for valorising agri-food and marine side streams (e.g., fermentation, 
biorefinery). Promote climate adaptation and resilience strategies  

Objective 3: Talent, Skills and Capacity Development 

Skills in sustainability, digitalisation, entrepreneurship, biotechnology, advanced processing, 
Alignment of educational programmes with future land-based sector needs. 

Objective 4: Support Competitiveness, Diversification and Regional Development 

• Facilitate new value chains in horticulture, tillage, forestry, seafood, organics, and new 
bioeconomy sectors. Strengthen innovation capacity of SMEs and rural enterprises using 
advisory, education and research networks. 

Objective 5: Promote One Health and Healthy, Sustainable Diets 

Integrate soil, animal, environmental and human health under a One Health framework (e.g. Farm-
to-Gut systems), Support food safety, nutrition, antimicrobial resistance mitigation, and healthy 
food systems. 
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3. Opportunities and Challenges 

Major Opportunities 

1. Sustainable Circular Bioeconomy: Valorisation of grass, crops, meat, marine biomass, forestry 
residues and food processing side-streams. 

2. Bioprocessing, fermentation and green technologies for food, feed and biobased products. 
• Digital, Data and Disruptive Technologies: Precision agriculture, AI, sensors, genomics, digital twins, 

automation,  
• Growth in Global Demand for Sustainable, Safe, Nutritious Foods: Middle-income markets seeking 

quality, protein, traceability and provenance will drive the development of Plant based, New Protein 
and Novel Food Sectors 

• Opportunities for Irish meat, marine and plant-based ingredients, seaweed derived 
ingredients and products. 

• New enterprises in horticulture, organics, forestry, on-farm processing and local food 
systems  

Major Challenges 

1. Environmental Pressures 

• Meeting climate targets, water quality improvements, biodiversity restoration. 

• Need for supporting technologies (mitigation, methane reduction, nutrient efficiency) and 
advisory uptake  

2. Fragmentation of the Innovation Ecosystem 

• Need for integrated AKIS networks across research–advisory–industry. Limited 
demonstration initiatives i.e. creation of to go facilities.  

3. Market and Cost Volatility 

• Continued impacts of energy prices, and global food market volatility  

4. Skills Gaps and Workforce Needs 

• Shortages in bioprocessing, food technology, sustainability, data and digital. 

5. Disruptive Technologies Impacting Traditional Agri-Food Sectors 

• Cell-based foods, synthetic biology, and precision fermentation requiring Ireland to remain 
competitive with new value propositions. 

4. EU Context 

Ireland national strategy should align closely with the EU Life Sciences Strategy while ensuring 
that Ireland’s food, agriculture and bioresource sectors receive full recognition and support. The 
EU Life Sciences Strategy aims to position Europe as the most attractive global region for life 
sciences by 2030. Ireland can apply EU measures effectively by leveraging its agri-food, marine 
and bioeconomy strengths. 

Teagasc perspective on the EU ambition 

• EU Green Deal, Farm-to-Fork, Biodiversity Strategy and Circular Economy Action Plan 
align with Teagasc’s sustainability focus  

• Ireland is well-positioned to lead in sustainable food systems, circular bioeconomy, and 
One Health.  
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• EU measures could be applied in Ireland by Accelerating Sustainable Food System 
Transition, adopt EU-compliant sustainability metrics, emissions reduction pathways, and 
food system transformation frameworks. 

2. Strengthen Cross-Sector R&I Platforms 

• Support integrated research across food, agriculture, biotech and health. 

• Fund translation of innovations through Teagasc testbeds, PCF Centre, National 
Agricultural Sustainability Research and Innovation Centre.   

3. Invest in Circular Bioeconomy Infrastructure 

• Scale biorefineries and pilot plants. 

4. Build Regulatory and Innovation Capacity 

• Support novel food approval readiness, AMR policies, sustainability certification, and food 
safety innovation. 

5. Enhance Skills, Data and Digitalisation 

• Align with EU digital and green skills agendas. 

• Expand  digital advisory and data-driven services 

Summary 

Teagasc recommends that the National Life Sciences Strategy: 

• Adopts a broad scope fully integrating agri-food, bioeconomy, environment and marine with 
medtech and biotech. 

• Prioritises sustainable food systems, circular bioeconomy, innovation, digitalisation, and 
One Health. 

• Fosters research–advisory–education integration to accelerate real world industrial 
adoption. 

• Leverages Ireland’s unique strengths in its natural bioresources, scientific excellence and 
rural innovation networks. 
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Submission from University College Cork School of Microbiology 

Scope 

Life sciences span multiple sectors, including (bio)pharmaceuticals, medical technologies, 

agriculture, fisheries and food production. 

In your view, how broad should the scope of the strategy be? 

The premise of the statement that “Life sciences span multiple sectors, including 

(bio)pharmaceuticals, medical technologies, agriculture, fisheries and food production” is that the 

term “life sciences” refers to the application of scientific knowledge. This is a narrow interpretation 

because “life sciences” has long being taken to refer to the study of biological systems, generating 

knowledge that can be applied in multiple sectors, such as those listed. This may seem semantic 

but it does have implications when it comes to considering the objectives of a Life Sciences 

strategy. 

In terms of the scope, and the intention that the life sciences strategy can stimulate economic 

activity in life sciences sectors, my view is that the scope should be broad and cover all the 

sectors where relevant knowledge can be applied for economic, environmental or broader societal 

benefit. In addition to the sectors mentioned above and also industrial biotechnology and the 

bioeconomy. 

Objectives 

What should be the key objectives of the National Life Sciences Strategy to ensure the 

sector’s long-term success? 

For example: research and innovation, global competitiveness, patient outcomes, talent and skills, 

sustainability 

1. Research and innovation 

 

Increasing the national base of research should be the main priority of the strategy. It is well 

documented that Ireland invests less in , and therefore performs less of, research than the 

economies that we aspire to compete with. Increasing the research base will inevitably 

generate the knowledge that can be applied in particular sectors. 

 

  

2. Talent 

 

The centrality of talent in incontrovertible and supporting and securing talent must be a key 
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objective. The most important talent is indigenous talent and this will be the backbone of the 

life science sector. Internationalisation and attracting global talent is also a hallmark of the 

most successful sectors so this should be a second plank – it is achieved by ensuring good 

local talent in the first place, and a research and innovation system that is both encourages 

local talent to remain and attracts international talent. 

 

  

3. Increase global competitiveness in key sectors 

 

While the strategy should be broad enough to support research in multiple sectors, it should 

be recognised that there are some sectors where Ireland has particular opportunities. 

These include biotechnology in the broad sense, and specifically in areas like 

biopharmaceuticals, medical technologies, food biotechnology, industrial biotechnology and 

bio-based production. 

 

  

4. Support the transition and transformation of society to secure a sustainable future 

 

This objective addresses the use of life sciences knowledge to bring solutions that enhance 

sustainability, mitigate environmental damage and climate change, and offer new economic 

and societal models based on a defossilised future.  

 

  

Opportunities and challenges 

What do you see as the main opportunities and challenges for Ireland’s life sciences sector over 

the next decade that this strategy should address? 

Opportunities 

There is a major opportunity in the biotechnology and biomanufacturing space beyond 

pharmaceutical biotechnology (which itself also offer opportunities). I am particularly referring to 

the sectors broadly described as food biotechnology and industrial biotechnology. In both cases, 

new technologies, the desire to move to more sustainable production methods, and the alignment 

of policy and finance mean that there is substantial growth potential. They are anchored in areas 

like food science, microbiology and biochemistry where Ireland is traditionally strong. With the right 

investment and focus, Ireland could be a global leader. This sector encompasses other fields of 
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research inducing AI, data analytics and engineering. Embracing this interdisciplinary aspect is 

important. 

  

The opportunity for biotechnology and biomanufacturing in Ireland has been recognised in multiple 

independently-commissioned reports conducted in Ireland in the last 2 years. In particular, the 

Cork Biomanufacturing Park dac conducted a study (funded by Enterprise Ireland Smart Regions 

Scheme) that highlighted how the confluence of geographical assets, and resources, expert 

communities of practice in research and engineering, and other factors provide an immediate 

opportunity to promote this sector in Ireland. This would need to be underpinned and supported by 

the Life Sciences strategy to ensure the ongoing research, knowledge, innovation and people, to 

support the biomanufacturing ecosystem. 

  

To truly develop the life sciences sectors, Ireland must support research at all TRL levels and 

even research that is not obviously on a path to any particular application For the latter, it should 

be recognised that many of the biggest breakthroughs have come from fundamental research, but 

more importantly, deep fundamental knowledge underpins successful application of the 

knowledge. That is not enough, however, and research along the full innovation value chain needs 

to supported. 

  

There is an opportunity with this strategy to make Ireland a much more attractive place for 

research to be performed. This will attract and retain talent. Obviously one part of this is the 

provision of research funds, but other dimensions need to be considered as well. The woefully 

inadequate funding for equipment and infrastructure was recognised in the recent working group 

on this topic, and actioned through the INSPIRE programme. This strategy, in particular supporting 

shared research facilities (“research infrastructures”) should be a priority. Research conditions, in 

particular the uncompetitive PhD stipend, and lack of employment contracts for PhD students, 

should be addressed. 

  

Challenges 

  

Unrealistic expectations and short-term thinking are a challenge. Funding in Ireland has never 

been at the required level to complete internationally, but in addition it has been inconsistent and 

sporadic. The strategy should recognise that supporting the sector is a long term play and funding 
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needs to be on a sustained and coherent basis. The implicit logic of some thinking not so long ago 

that “we invested in fundamental research for 10 years and now need to cash in” is nonsense to 

anybody who understands the role that research plays in advanced economies 

  

There needs to be greater recognition that research is expensive and adequate funding needs to 

be made available. This is a particular challenge when it comes to areas like biotechnology and 

biomanufacturing where access to pilot and scale-up facilities require more resources that have 

been made in the past. 

  

Limited equipment and infrastructure – this was highlighted above and steps are being taken to 

address the problem – but them must be sustained. 

  

EU context 

The European Commission recently published an EU Life Sciences Strategy aiming to position the 

EU as the world’s most attractive location for life sciences by 2030. 

What are your views on this ambition and the measures proposed to achieve it? How could these 

be applied in the Irish context?  

The EU Life sciences strategy has the same focus as that of Ireland, which is mainly the 

application of life sciences in specific sectors. Overall, it is a strong document that highlights many 

areas where Ireland is strong and where we would already be aligned (e.g. One Health, 

Microbiome). It is interesting that one of the areas called out is “Life sciences as a driver for 

industrial sustainability”. This addresses the areas of industrial biotechnology mentioned above. 

Given the momentum that will come from the Biotech Act and related policies, it makes a lot of 

sense for Ireland to align its strategy in this aspect. 

  

https://scanner.topsec.com/?d=1777&r=show&u=https%3A%2F%2Fec.europa.eu%2Fcommission%2Fpresscorner%2Fdetail%2Fen%2Fip_25_1686&t=127bfbfbf23a22f87cb723e677b9d9267b14459f
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Submission from University College Cork 
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Introduction 

Ireland has a thriving life sciences ecosystem, leading globally in life sciences and associated health tech innovation.  

The ecosystem has grown rapidly over the past twenty years, enhancing its scale, breadth (including diagnostics, 

Medtech, Pharma, Biopharma, Cell & Gene Therapy, Food and Agriculture) and level of activity. Moving from a 

mainly manufacturing focus, Ireland has grown significantly in the strategic earlier stages of the product cycle 

(process development and R&D), growing the importance of Irish sites within global corporations as more R&D and 

other high value activities are attracted to Ireland. While a very welcome evolution, Ireland has yet to fully grasp 

the opportunity this presents. 

Ireland is home to more than 700 life sciences and Medtech companies - a mix of locally developed companies and 

leading multinationals, that includes the world’s top 10 biopharma companies, the world’s top 10 tech companies 

and 9 of the world’s top 10 Medtech companies, most of which have a lengthy heritage in Ireland3. Additionally, 

Ireland is Europe’s second largest exporter of Medtech products. Ireland’s focus on the manufacture of small 

molecule products has, evolved to position Ireland as a leading hub for biologic medicines and vaccines, with the 

sector attracting >€15 billion in biopharma foreign direct investment in the last decade, ~25 large-scale biologics 

facilities, employment of ~50,000 people and exports worth > €100 billion.  

In the current complex and dynamic climate of geopolitical uncertainty and technological progression, it is 

incumbent on the National Life Sciences Strategy to leverage Ireland’s success to develop an expanded, integrated 

and comprehensive life sciences ecosystem for the prosperity and wellbeing of our citizens.   

University College Cork (UCC) particularly welcomes this opportunity to contribute to the development of 

Ireland’s National Life Sciences Strategy. As an institution deeply rooted in both scientific excellence and 

social and sustainable responsibility, we recognise the significance of this strategy in shaping the future of 

the fundamental and translational research and innovation across the life sciences value chain. Our response 

is based on our long-standing relationships and leading experience of academe, industry and clinical 

engagement across the life science value chain. It also reflects UCC’s commitment to ensuring that life 

sciences in Ireland develop not only as an engine of economic growth, but also as a sector firmly anchored 

in ethical, sustainable, practice, education, and public well-being across all areas of society. 

 

Scope & Objectives - Our recommendations 

Our response to the scope and objectives is collated within the following objectives: 

 

1.  Broaden the scope and connecting the life sciences value chain  

 

 

3 Enhancing the R&D Tax Credit Scheme for Ireland’s Medtech Sector, IBEC, 30 May 2025 
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In the life sciences, the pathway from idea to product, process or procedure and ultimately to the patient is 

long, complex, fragmented and highly regulated. Investment in platforms that diversify Ireland’s life 

sciences activity beyond manufacturing to include upstream research, drug discovery, target 

identification, device and therapy development, biotechnology, diagnostics, digital health, personalised 

medicine, predictive and precision healthcare and therapeutics, clinical trials, regulatory science, and the 

bioeconomy is a critical component of the National Life Sciences Strategy. Our deeply embedded industry 

presence, once focussed primarily on manufacturing is expanding into Research and Development (R&D), 

albeit at a slow pace. By more actively linking the established manufacturing base to upstream research, 

innovation and skills, we will capture more value from our life sciences pathways and move jobs in the sector 

up the value chain from basic manufacturing to highly skilled research and development. Potential 

approaches include: 

• Supporting, scaling and connecting the existing ecosystem to provide for a fundamental and cohesive 

framework of expertise, capacity, infrastructure and collaborative engagement 

• Build strong discovery-to-impact capacity (“bench to bedside”), supporting life sciences research across the 

translational pipeline and across all Technology Readiness Levels (TRLs) 

• Move towards best practice exemplar structures, where cluster organisations, innovation districts and 

coordinated test bed infrastructure drive high value growth 

2. Become a Visible Global Hub 

Ireland currently lacks a single, visible ‘shop window’ for its life sciences capability across the full value chain. 

At present, activity is perceived internationally as fragmented and heavily dominated by manufacturing. Given 

the critical mass of companies and the strength of our regional research and clinical ecosystems, the National 

Life Sciences Strategy should drive the coordination and consolidation of activities to provide a point of focus 

for global engagement. Specifically, Ireland should: 

• Develop a coordinated Life Sciences hub that gives Ireland an international profile equivalent to peer regions 

such as New Jersey or leading EU bioclusters, such as the Vlaams Instituut voor Biotechnologie (VIB) in Belgium, 

which is dedicated to fostering excellence in life sciences research and successfully leverages research 

outcomes for economic growth 

• Define and support development of a framework of academic, clinical and industry collaborative activity, with 

integrated promotion and investor support and dedicated infrastructure, providing an excellent basis for 

positioning Ireland in areas where it can compete internationally at the highest level  

• Support visibility and connectivity through the development of a National Life Sciences ‘Office’ – leading the 

coordination of activity across the sector 

3. Strengthen Regional Ecosystems and University–Industry Partnerships 
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Regional clusters deliver transformational impact across the life 

sciences ecosystem, where universities, hospitals, industry, and 

local communities work together to produce meaningful impact. A 

distributed, regionally-balanced ecosystem ensures that 

opportunities—and benefits—are accessible nationwide. For 

example, Munster hosts a uniquely integrated environment 

that provides the foundations for successful and impactful world-class 

clinical research, multi-specialty trials, advanced 

therapeutics, digital health innovation, and the rapid evaluation of 

new devices and technologies.  

A national strategy should reinforce this model by enhancing the integration between health care, academia, 

industry and enterprise in a coordinated systems, policy and practice approach. Adopting a unified cross-

departmental approach to support linked health system and care needs, research strengths, industrial 

strategy, and innovation pathways (A, B, C Academic, Business and Clinical), Ireland’s National Life Sciences 

Strategy can leverage the skills, heritage and potential for enhanced return in an agile, future-proofed 

healthcare system that delivers for patients and on national priorities. Specific approaches include: 

• Supporting translational hubs and testbeds across the country 

• Encouraging open innovation and shared infrastructure 

• Investing in research facilities that serve both academic and industrial needs 

• Enabling SMEs to participate fully in the innovation landscape 

4. Place Patients and Public Benefit at the Heart of Activities  

Innovation should not happen at a distance from the people it is meant to serve. True engaged research and 

innovation allows for the development of more meaningful, robust and more sustainable solutions. The 

strategy should embed patient, citizen and service provider involvement throughout the research and 

innovation pipeline. Approaches include the: 

• Co-design of research priorities 

• Continual evolution of solutions to meet evolving needs 

• Transparent communication of risks, benefits and outcomes 

• Accessibility and affordability of new therapies 

• Prioritisation of health equity at every stage of policy development 

5. Building a Sustainable, People-Centric, Talent Pipeline  

A successful life sciences sector depends on the steady cultivation of knowledgeable, adaptable, and well-

supported graduates who are empowered to thrive. Ireland’s current skills landscape is strong, but pressure 

points are emerging where there is a shortage of highly trained life sciences professionals. Approaches in 

response include:  
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• Deepening industry–university collaboration in curriculum design to ensure sufficient industry ready 

skilled graduates are produced  

• The increasing reliance on AI is a transformative force is reshaping life sciences research and 

innovation, and changing how healthcare is defined, applied and evaluated. The appropriate 

harnessing of AI across the life sciences must be a primary focus 

• Ensuring long-term investment in postgraduate and postdoctoral training to define and lead the 

research of the future 

• Supporting flexible and inclusive learning pathways to widen perspective and participation 

• Embedding digital literacy, ethical reasoning, sustainability and other platform sills across 

programmes 

6. Supporting national Research That Is Ambitious and Impact-Driven 

Ireland has the potential to be a world leader in translational life sciences research, but realising that potential 

requires sustained, coordinated investment. Research across our small country should be collaborative 

rather than competitive to ensure the most impactful connection of disciplines, people and ideas can most 

easily come together. Therefore, to succeed, the National Life Sciences Strategy must encompass a whole-

of-Ireland perspective, while recognising and leveraging regional ecosystems that already anchor national 

strength. We encourage a strategy that: 

• Promotes inter-, trans- and multi-disciplinary research, recognising the value of intersections between 

disciplines directly aligned with, and adjacent to, the life sciences 

• Protects fundamental discovery research, which underpins long-term innovation 

• Provides agile funding mechanisms for emerging technologies, including AI-enabled and AI-driven 

technologies 

• Upholds rigorous ethical frameworks that inspire public trust 

• Encourage and support the development of an effective and enabling life sciences Intellectual 

Property environment in Ireland  

7. Embed Sustainability  

Life sciences can contribute substantially to Ireland’s climate goals if sustainability is designed into processes 

from the very beginning. A greener life sciences sector strengthens Ireland’s global reputation and future-

proofs our industry. UCC recommends: 

• Clear sustainability standards for research infrastructure and activities 

• Support for circular practices in lab and healthcare environments 

• Investment in green technologies 

• Encouragement of integrated, cross-sectoral, responses to environmental challenges 
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Opportunities and challenges 

There is a clear opportunity to diversify, expand and intensify Ireland’s life sciences activity by building on 

Ireland’s manufacturing strengths, research and innovation leadership and clinical capabilities. Our reputation 

as a knowledge economy of excellence in a small country that can be agile and responsive to emerging 

needs – from industry ready talent to the unique benefits of Centres of Excellence across the life sciences 

value chain - can be a particularly significant positive attractor in an unstable geopolitical landscape.  It is 

therefore key that Ireland continues to make substantive strategic national investment to ensure our 

environment is as attractive as possible to help FDI prioritise Ireland for future investment, despite external 

global pressures. Ireland needs to grasp the opportunities that not only maintain and enhance our 

competitiveness advantages, but also those which will allow us to define a landscape that supports future 

growth. These opportunities will allow Ireland to ‘embed structural shifts that will benefit our economy and 

people’, a key commitment of the Programme for Government.  Areas of opportunity include: 

• Expansion of upstream discovery and translational research in medicines, advanced therapies and microbiome 

science 

• Development of MedTech and digital health, including device design, simulation, digital twins and remote 

monitoring 

• Creation of integrated test beds that allow companies to co-design, trial and evaluate innovations within real 

world, engaged, clinical and community settings, including living laboratories 

• Investment in Core funded Clinical Research Facilities to deliver clinical trials and other patient focused research 

across all therapeutic areas - including delivery of cell & gene therapies 

• Coordination of government agencies activities and opportunities across the breadth of the funding, 

innovation and entrepreneurial lifecycle would provide a structured pathway for the excellence 

knowledge generated by our talented researchers to be translated, via SME and Multinational routes, 

to tangible outputs and broad-ranging return on the investment made 

• Growth of indigenous SMEs that can leverage research outputs and innovation potential for clinical and 

industrial benefit is critical. Specific support pathways are required to fully leverage the potential of this sector 

• Improve regulatory agility and competitiveness, maximising stakeholder partnerships, by providing a 

predictable, streamlined and innovation-supportive regulatory environments, aligning with EU reforms, and 

ensuring Ireland remains globally competitive for drug discovery, advanced therapies, combination products, 

and AI-enabled technologies  

• Advanced skills development through a Life Sciences Academy, underpinned by multiple integrated disciplines, 

which delivers postgraduate programmes, micro-credentials and continuous professional development aligned 

with industry and health service needs  

• Cluster impact: Co-locating academic talent with with start-ups, SMEs, investors and large innovative 

corporates drives cross-sector collaboration, accelerates R&D and commercialisation, particularly for 

indigenous firms, and strengthens rounded and relevant talent and skills development. Ireland needs to 
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enhance this approach. Clusters also support greater potential for success in attracting European investment, 

for example through the European Regional Enterprise Development Fund.  

addition, leveraging co-located talent and entrepreneurship potential, particularly in tandem with the 

regeneration of urban spaces, will act as gateways to the global economy which also acting to nurture social, 

community and cultural entrepreneurs.  

Ireland has been very proactive in developing interdisciplinary and interinstitutional initiatives to underpin the 

Life Science sector, with NIBRT, Curam, SSPC, PMTC and Arc Hubs all enriching the landscape and providing 

tangible beneficial return on the investment made. Working in synergy further enhances the attractiveness of 

the Irish life sciences landscape and its potential 

 

There are significant challenges to the success of a National Life Science Strategy. Without decisive 

action and targeted funding, Ireland faces a number of strategic risks, losing ground as global life sciences 

shift toward digital, AI, advanced therapies, personalised medicine, and data-driven care; changes that 

require integrated, innovation-led ecosystems. Failure to anticipate the complex impacts of geopolitical 

uncertainty and the changing international competitive landscape will also create barriers to building the 

structures required for success. In brief example: 

• Global supply chains are influenced by the dynamic geopolitical environment and evolving global 

trade environment, something Ireland is particularly susceptible to. 

• Globally, the pace of innovation, particularly in areas like biopharmaceuticals that are enhanced by 

advanced data science and artificial intelligence, is accelerating. Ireland needs to position itself – its 

talent base, focus and ambitions – to effectively harness this pace  

• Over-concentrated model and global vulnerability: Five firms produce 43% (€88bn) of exports, 63% of activity 

in Ireland is manufacturing and only 5% of pharma sites focus on R&D. Despite stronger Medtech R&D, Ireland 

is missing high-value opportunities which is leaving the economy vulnerable to global shifts and industry 

relocation  

• Limited investment in R&D and innovation infrastructure compared with peer regions that have 

strong cluster organisations and coordinated government support. Without investment such as 

incentivising to attract multinational investment, Ireland’s current base will be eroded, not only 

reducing the potential for growth but increasing the risk of disengagement from Ireland by existing 

industry. 

• No coordinator: Ireland lacks an independent body to align industry, academia, healthcare and Government 

on sector-wide growth results. This results in fragmentation between academia, healthcare, enterprise and 

regulators, which slows down translation of concept and outputs to their application and subsequent benefits 

• Skills shortages in key areas such as regulatory science, MedTech design, simulation, data science and digital 

health. In a coordinated landscape, Ireland’s universities can respond directly to industry needs 
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• Falling behind rivals: Regions with formal clusters attract start-ups, commercialise research, build talent, and 

shape policy. Ireland needs to build the same to stay competitive 

• State aid: There is a need to better understand and develop the interface between industry and exchequer 

interests to ensure effective and impactful collaboration 

• Demanding regulatory framework: Evidence indicates that the time taken to approve trials in Ireland is much 

longer than other EU countries, placing Ireland at a competitive disadvantage for site selection for trials of new 

medicines, foods and medical technologies 

 

EU Context 

The emerging EU Life Sciences policy landscape highlights the importance of strong research institutions, 

biotech clusters and integrated research and innovation ecosystems that will make Europe the world’s most 

attractive and competitive location for life sciences by 2030. The strategy calls for strengthening connectivity 

between research, industry and healthcare, and making better use of mission driven, interdisciplinary 

approaches. It also calls for a coordinated approach across basic research, technology development, 

biomanufacturing, regulation and market access, something our small country can excel at. The National Life 

Sciences Strategy can ensure that Ireland is visible and influential in shaping the future of Life Sciences in 

Europe. This would also improve Ireland’s ability to attract EU funding and to participate in large collaborative 

initiatives, ensuring that national investments are leveraged to maximum effect. 

While Ireland is well positioned due to its strong biopharma, med-tech and fundamental research base, to 

maximise our potential we require greater scale up, training and workforce development, a focus on 

expanding an industrial R&D presence, investment in biomanufacturing and translational infrastructure and 

strengthening of our academic–industry–government-clinical collaborative focus and activities. Of note, the 

EU Strategy: 

• integrates the entire value chain, from discovery to commercialisation and translation, addressing long-

standing fragmentation in European life sciences ecosystem - something that the National Life Sciences 

Strategy can directly support 

• provides for large-scale investment to strengthening Europe’s research and innovation capacity – 

something the National Life Sciences Strategy could champion 

• supports the bioeconomy, sustainability, biomanufacturing, circular bio-based materials, sustainable 

food systems and meeting environmental challenges – all of which Ireland’s skill base is well placed 

to address 

• provides for translational and innovation supports that will bridge the “valley of death” between 

research and market – a key factor for maximising the potential of Ireland’s knowledge generation 

• supports reform, particularly required to address regulatory and translational bottlenecks – critically 

required in the Irish landscape 
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Ireland is well placed to support the strategic priorities and ambitions defined by the EU. The National Life 

Sciences Strategy provides the opportunity for Ireland to leverage investment and supports to further drive 

the development of an exemplar integrated and cohesive ecosystem that addresses every stage of the life 

sciences value chain. 

 

Conclusion 

In shaping this strategy, Ireland has an opportunity to set out a vision that is forward-thinking, people-centred, 

and grounded in a heritage of successful collaborative engagement across academia, healthcare and 

industry. To secure Ireland’s future competitiveness, a national strategy must prioritise investment in 

platforms that, based on existing strengths, diversify the value chain. Success requires the development of a 

cohesive, coordinated, framework that supports every stage of the life sciences life cycle, particularly a secure 

talent pipeline and the rapid translation of life science innovations of all kinds to implementation/market for 

broad-ranging impact. The National Life Sciences Strategy with help Ireland to move life sciences research 

and innovation up the value chain, retain and attract high value investment, and deliver better, more 

sustainable, outcomes for patients and for society.  

UCC is fully committed to working to ensure Ireland delivers a constructive and empowering environment for 

the life science sector to grow. As the location with the highest concentration of life science activity in the 

country, a global hub of life science multinational companies and aligned talent generation, we are uniquely 

positioned to capitalise on this world-class strength, connecting regional life science activity across all stages 

of the value chain and driving the creation of appropriate vehicles to plug existing gaps in the regional and 

national value chain. We stand ready to work in partnership — across sectors and disciplines nationally— to 

build a life sciences landscape that serves society, nurtures the next generation of thinkers and creators and 

drives innovation for the benefit of all. 
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Submission from University College Dublin Clinical Research Centre
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Submission from University College Dublin School of Biomolecular and 
Biomedical Science  

 

 

1. Scope. Life sciences span multiple sectors, including (bio)pharmaceuticals, medical 

technologies, agriculture, fisheries and food production. In your view, how broad should the scope 

of the strategy be? 

• There is a danger in having the strategy too broad. Given the key importance of the 

(bio)pharmaceutical and medical device industries in Ireland, it would make logical sense to focus 

initial efforts on ensuring resilience in these two sectors through a more comprehensive strategy. 

Other areas could then generally indirectly benefit through a strengthened national research and 

innovation ecosystem. 

2. Objectives. What should be the key objectives of the National Life Sciences Strategy to ensure 

the sector’s long-term success? For example: research and innovation, global competitiveness, 

patient outcomes, talent and skills, sustainability 

• Better promote and encourage basic ‘blue skies’ life sciences research as a key foundation for 

translational research.  

• Enhance clinical research infrastructure, with a focus on ensuring an effective, nationwide 

approach to clinical trials 

• Targeted investment in promising life science researchers to facilitate new discoveries and to 

promote entrepreneurship. 

• Ensure that gaps in the funding landscape for translational (biomedical) research are shored up, 

e.g. current disconnect between Research Ireland and the Health Research Board is meaning 

opportunities are being lost (such as TRANSCAN-III) 

• Incentivise inter-institutional and academic-industry collaboration through targeted funding 

mechanisms. 

• Better spacing of application deadlines so that they don't clash with other national / EU calls  e.g. 

RI ILP , HRB ILP, HRCI-HRB all had deadlines in the same month this year. 

• Better forward knowledge around when grant calls will be. Really need separate funding that is 

secured over 5 years so that there are reliable calls annually. Also, more understanding and 

recognition that grant applications take time to prepare – for 2-stage applications, notification of 

been selected at stage 2 is often not far in advance of the stage 2 ‘ full application’ submission. 
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3. Opportunities and challenges. What do you see as the main opportunities and challenges for 

Ireland’s life sciences sector over the next decade that this strategy should address? 

• In the bio(pharmaceutical) arena specifically, there needs to be greater emphasis on early stage 

discovery and aiding transitioning of new assets towards commercial utility. The overreliance of 

Ireland on drug manufacturing, particularly US multinational bio(pharma), has been clearly 

exposed following the threatened and real introduction of US tariffs (Fitzgerald, ESRI, 

2025;  https://doi.org/10.26504/rn20250301). 

• While there may be short-term gains for the exchequer due to evident stock piling/advance 

purchases, this is not a sustainable approach in the long-term. One just has to look to the UK for 

evidence of recent changes of mind by major bio(pharma) when it comes to investment in 

infrastructure. This situation is also exacerbated by the exceptionally slow drug reimbursement 

timelines in Ireland, which is also observed in the UK (and identified as a key contributing factor 

in recent withdrawals of company investment). 

• Our clinical trial accrual rates are also generally very low, when compared versus equivalent 

international benchmarks at European level. While some recent progress has been made towards 

streamlining the clinical trial process (e.g. National Clinical Trials Oversight Group 

recommendations), there now needs to be appropriate resources put in place to ensure rapid 

development. Denmark has shown how an effective, nationwide clinical trials system can lead to 

much greater capacity for innovation. The absence of an electronic patient identifier and 

generally slowness in adopting digital health is a also major impediment for Ireland’s 

competitiveness at present. 

• Needs to be a major uplift in targeted funding for research and innovation in the life sciences. The 

disconnect between Research Ireland and the Health Research Board means that opportunities 

for translational biomedical research are often lost between the cracks. A properly integrated 

funding ecosystem is required targeted towards life sciences. The recent investment in ARC Hubs 

is commendable but the level of funding even there is modest compared to international norms. 

• There also needs to be thought given to enabling the next generation of biomedical researchers to 

be successful. A targeted, high value recruitment and support initiatives should be provided to 

kick-start and provide ongoing support for promising life science researchers, in whom the new 

discoveries of the future can be found.  Particular supports to encourage innovation and 

entrepreneurship should be prioritised to harness the (untapped) potential that current exists in 

Ireland (Burke; Meet the biotech buccaneers seeking to fuel a ‘reverse brain drain’. The Business 

Post (27th November 2025). 

• A challenge is to ensure that basic blue skies life sciences research remains properly supported 

within the current climate of translational and applied research policy. Many external agencies 

such as the Wellcome Trust, ERC, and the NIH prioritise basic research for very good reasons. In 

Ireland, the shift to translational research policy has been dramatic, and many researchers feel 

that the balance has been lost. 

4. EU context. The European Commission recently published an EU Life Sciences 

Strategy aiming to position the EU as the world’s most attractive location for life sciences by 

https://doi.org/10.26504/rn20250301
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
https://ec.europa.eu/commission/presscorner/detail/en/ip_25_1686
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2030. What are your views on this ambition and the measures proposed to achieve it? How could 

these be applied in the Irish context? 

• The European Commission also specifically call out the need to advance clinical trials and 

generally uplift clinical research infrastructures, which is in keeping with above suggestions. The 

focus on the development of new products, e.g. new approach methodologies and novel 

molecules, makes sense and also fits proposals. The focus on rapid market access is also highly 

relevant to Ireland, which has classically been slow to adopt new medicines in recent years. 
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Submission from University College Dublin School of Biology and 
Environmental Science 

SCOPE  

The scope of the National Life Science Strategy should be as broad as possible. A narrow strategy 

risks missing key innovation pathways and emerging opportunities, while a broad, connected scope 

ensures Ireland remains competitive and future-ready. In addition, basic and applied research 

should both have adequate space, as the former is crucial to drive innovation in the latter, while the 

latter is pivotal to produce impact in society. 

OBJECTIVES 

The main aim of the strategy should be delivering meaningful benefits for society across the entire 

life sciences ecosystem, spanning biopharmaceuticals, medical technologies, biotechnology, 

agrifood innovation and food security, digital and data-enabled health solutions, sustainability-

focused bioindustries, biodiversity restoration and conservation. The digital technologies should be 

embraced to enhance the competitiveness of Ireland in the International landscape. Nature-based 

solutions should be promoted to enhance the sustainability in all sectors. 

OPPORTUNITIES AND CHALLENGES 

The major opportunities for Ireland are to grow in advanced medicines, digital health, data science, 

sustainable life sciences and agriculture. 

Ireland could potentially improve focus on the skills pipeline (student training for tomorrow’s 

Enterprise), recognising human infrastructure as well as physical infrastructures (recognised by the 

INSPIRE programme).  

Ireland could promote accelerated discovery through Open Science data mining and reuse. To help 

prepare Ireland’s existing and future life science research community for a data-driven landscape, 

a new data science funding tool in life sciences could be created. A possible example could be a 

low-cost but high-output funding tool that supports post-doctoral researchers for 2 years in a lab to 

re-analyse and re-use publicly available data, with cross-institutional supervision encouraged 

(promoting increased data sharing and added value of existing RI research projects). This will 

contribute to supporting the development of modern bioinformaticians, a critically needed human 

infrastructure to promote Ireland’s leadership in scientific innovation over the next 5-10 years by 

providing a dynamic data science workforce. This would increase data literacy of Ireland’s life 

science experts, accelerate discovery, and substantially improve the volume and impact of research 

output.  

Ireland should improve and maintain strategically important nationally shared data on public health, 

biodiversity and environmental indicators, openly shared with the research community. 
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Ireland has a large agricultural sector with small and innovative farms. In terms of urban 

environments, there are opportunities to expand and enhance green and blue infrastructure to make 

more use of nature-based solutions. 

Extensive mapping of biodiversity and a long-term monitoring programme for biodiversity are 

important for sustainable development and the energy transition. Exchange of biodiversity data 

through the Biodiversity Data Centre is critical. Further capacity building for addressing biodiversity 

challenges across sectors is fundamental. 

Major challenges identified are skills shortages, R&D capacity, and growing global competition. 

Other challenges include access to funding from the whole research community. Strategies for 

funding allocation should ensure distributed access to research funding, to ensure that all fields of 

life science have appropriate routes, that scientists at different career stages are able to find 

appropriate pathways to ensure their growth and development (e.g. doctoral training networks), and 

to favour expert retention for the country. Research Institutes and Universities nationwide should 

have equitable access to funding, through selection and eligibility criteria that are more inclusive for 

small research realities. 

EU CONTEXT 

The EU’s ambition aligns well with Ireland’s priorities and capabilities. To realise this at the National 

level, Ireland should focus on improving skills pipelines by training and, importantly, retaining expert 

people, as well as expanding R&D and manufacturing capacity, so that the sector remains 

competitive and can fully benefit from EU-level investment. 
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Submission from University College Dublin, William Gallagher, School of 
Biomolecular and Biomedical Science
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Submission from University College Dublin School of Public health, 
Physiotherapy and Sports Sciences 

Scope 

We welcome a broad and inclusive definition of life sciences that goes beyond (bio)pharma and 

medtech to encompass public health, health services research, rehabilitation, sport and physical 

activity, epidemiology, digital health, environmental health, and health systems research. 

This reflects the diversity of expertise across Irish academia and aligns with the EU and WHO 

emphasis on prevention, population health, and integrated healthcare systems. 

Objectives 

We suggest the following priority objectives: 

• Develop a national research data management (RDM) infrastructure 

Researchers are currently forced to rely on ad hoc solutions (e.g. Google Drive, limited 

university-hosted platforms, or self-funded IT support). This reduces efficiency and 

reproducibility, increases security and compliance risks, and duplicates effort across 

institutions. 

A coordinated, national RDM framework—with shared standards and secure platforms—

would enhance Ireland’s standing in life sciences and support alignment with FAIR and 

Open Science practices under Horizon Europe. 

• Strengthen research support structures and infrastructure 

This includes seed funding, protected research time, and access to physical space and 

technical support. 

• Invest in researcher development 

Clear and sustainable career pathways are needed for early-stage researchers, especially 

in non-lab-based and interdisciplinary fields. 

• Deepen collaboration with healthcare and civil society partners 

Greater engagement with health services, patient groups, and public agencies is critical for 

translational, policy-relevant research. 

• Reduce administrative burden and improve research systems 

Platforms like SESAME, particularly the Profile section, are overly complex and time-

consuming, discouraging researcher engagement. 

Opportunities and Challenges 

Opportunities: 
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• Ireland has the potential to lead in preventive health and population-based research, 

especially at the intersection of AI and public health. 

• Our universities have strong capabilities in translational research and a history of collaboration 

with agencies such as the HSE, HIQA, Safefood, Sport Ireland, and NGOs. 

• Strategic investment could unlock greater policy-to-practice impact across the life sciences 

sector. 

Challenges: 

• National funding mechanisms often exclude interdisciplinary or practice-based research, 

favouring traditional biomedical projects. 

• Lack of research infrastructure (space, administration, post-award support) reduces 

competitiveness and capacity to scale. 

• Bureaucratic burden (e.g. SESAME reporting) reduces research productivity and 

disincentivises engagement. 

• Delays in grant processing and post-award management undermine momentum and 

researcher confidence. 
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Submission from University College Dublin Student of Biology and 
Environmental Science  
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Submission from Uisce Eireann. 
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Bernal Institute, University of Limerick
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Submission from University of Limerick Bioscience 

Scope 

The scope of the National Life Sciences Strategy should be intentionally broad and adopt a broad, 

integrative definition of life sciences, encompassing (bio)pharmaceuticals and biotechnology, 

medical technologies, diagnostics, digital health, computational biology, AI/ML, data-driven 

modelling and bioinformatics, food science, bioprocessing and bio-manufacturing, and 

translational interfaces between these domains. A broad scope will ensure Ireland remains 

competitive across emerging interdisciplinary areas where biology, computation, engineering, and 

materials science overlap. 

Crucially, the strategy must explicitly include funding lines and incentives for basic and high-

risk/high-reward exploratory research, as well as for translational programmes that bridge 

discovery to early clinical/field validation. A broad scope will enable cross-disciplinary 

breakthroughs and ensure Ireland can contribute to solutions for truly global challenges, not only 

domestic priorities. 

 

Objectives 

Key objectives should include: (1) sustained investment in fundamental and translational research 

including computational and AI-driven life sciences, high-performance computing, bioprocessing 

capability, shared core facilities, and infrastructure to support industry and academia to maintain 

Ireland’s competitive edge and breakthroughs rather than only incremental improvement; (2) 

strengthening Ireland’s ability to participate in and host international collaborative research and 

large-scale trials; (3) talent attraction and career pathways that reward high-risk science; 

Strengthening training pipelines in wet-lab, computational, and regulatory science; incentivising 

interdisciplinary programmes and researcher career stability; (4) incentives to convert discoveries 

into global public-good solutions (pandemic preparedness, antimicrobial resistance, mental health, 

healthy aging and wellbeing); and (5) mechanisms for responsible, sustainable innovation that 

guard public trust. Funding targets should be explicit and ring-fenced for “blue-skies” and 

translational risk-taking, separate from near-term commercialisation support.  

 

Opportunities and challenges 

Opportunities: Ireland can leverage its strong research base and multinational presence to 

become a global hub for early-stage translational research and multinational clinical trials. Blue-

skies investment can create new competitive niches (advanced therapeutics, one-health platforms, 

precision medicine and precision nutrition). Ireland’s strong biopharma and MedTech footprint 

provides a base for expanding into biologics, ATMPs, precision medicine and precision nutrition, 

and digital therapeutics. This serves the increasing global demand for data-driven life sciences, 

offering an opportunity for international leadership. 
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Challenges: current funding and incentive structures favour safe, locally-applied research or short-

term commercialisation, underfunding exploratory science and large, collaborative programmes 

that address global threats. The strategy must remove disincentives for high-risk research, enable 

cross-sector mobility for researchers, and align funding to global problems. To that end, talent 

shortage in both advanced laboratory skills and computational/AI disciplines needs to be 

overcome, and sufficient national-scale infrastructure (HPC, bioprocessing, single-cell, multi-

omics) needs to be created. 

There is too great a reliance on multinational companies; there is a need to expand indigenous 

biotech innovation and to overcome regulatory complexity for ATMPs, AI-based tools, and data-

intensive biomedical research in light of growing global competition from the EU and Asia in 

biotech manufacturing and digital health. 

 

EU context 

We welcome the European Commission’s ambition to make the EU the most attractive place for 

life sciences by 2030, as well as the proposed strengthened coordination and investment across 

the value chain. Ireland’s national strategy should align with EU actions (regulatory harmonisation, 

clinical trial simplification, coordinated investment) while carving out explicit national commitments 

to fund basic and translational science that EU mechanisms may not fully address. Specifically, 

Ireland should use EU initiatives as a lever — co-funding multinational consortia, hosting pan-EU 

translational platforms, and ensuring national funding complements, rather than duplicates, EU-

level investments. Funding allocation decisions must prioritise global-scale problem-solving and 

transnational partnerships; national economic benefits are important, but should not crowd out 

investments required to tackle issues of global impact. 

The EU Life Sciences Strategy proposes stronger R&I investment, streamlined regulation, 

advanced manufacturing, and digital integration, which are highly relevant to Ireland. Ireland is 

well-positioned to contribute significantly to and benefit from the EU strategy, provided we 

prioritise talent, infrastructure, and interdisciplinary innovation. 
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Submission from University of Limerick Digital Cancer Research Centre 

National Life Science Data and AI Strategy (Ireland) 

Scope 

Life sciences span biomolecules to ecosystems, increasingly unified by data and compute 

infrastructures integrating molecular to ecosystem processes under a one-health approach. The 

scope should prioritise health and life science research aligned with employment and business 

needs, national disease burden (including cancer accounting for 30% of deaths), emerging 

innovation such as New Approach Methodologies and One Health, and measurable impact 

including jobs, disease prevention, and health of animals and humans.  

Key focus areas include: 

• Connected cross-sector laboratory and data infrastructure:   A national centre for 
Health and Life Sciences data that supports integrated One Health pan-life science 
approach would enable the integration of human, cross-species, and environmental health 
data to connect environmental exposures, prevention of diseases, zoonotic infections, 
microbiomes, antimicrobial resistance, and drivers of modifiable disease including cancer. 
Connecting data across sectors facilitates large-scale studies for diagnostics, surveillance, 
disease prevention, pandemic preparedness, and study of the impact of biodiversity and 
climate change on health. 

• Development of compute infrastructure for moden life science: Build a national 
computing platform to support real-time, high-volume, large-scale data processing for 
genomics, imaging, and environmental sensing. This infrastructure would enable 
biodiversity monitoring, ecosystem health assessment, and disease prevention in a 
changing climate. It should be secure and interoperable with existing platforms such as 
European Health Data Space, (EHDS) HealthData@IE enabling real-time data streams 
from wearable devices, clinical trials, and environmental sensors to accelerate biomarker 
discovery, drug development, and personalised medicine. 

• New Approach Methodologies (NAMs) and biofabrication: Real-time data capture 
embedded in functional screening of 3D bioprinted organoids, organ-on-chip systems, and 
in vitro models  generate high-throughput multi-omics data for precision predictive 
modelling. Aligning with regulatory changes; in US Food and Drug Administration (FDA) 
that has begun to waive animal testing requirements (eg monoclonal antibodies since 
2025).The European Medicines Agency’s (EMA) 2025 Regulatory Science Strategy 
endorses NAMs for non-clinical safety assessments.   

• Clinical trials and translation: Expand clinical trial infrastructure, and streamline 
regulatory pathways, health technology assessment, and real-world evidence frameworks 
to support biotechnology innovation, improve  equitable patient access to research, and 
enhance Ireland’s global competitiveness. Cancer provides more clinical trials  

• Sustainable research infrastructure, funding and skilled workforce: Invest in secure 
data repositories and establish long-term funding models that support stable research 
infrastructure aligns to EU best practice (ELIXIR, BBMRI, EUCAIM, EASTRIS, ECRIN) and 
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address current workforce challenges, such as short-term contracts and limited protected 
clinical research time. 

• Clinical Trials and Translation: Cancer clinical trials dominate Ireland’s high-value life 
sciences R&D, driving inward investment and reducing drug costs. Expansion of trial 
infrastructure, regulatory pathways, new medicine assessment (HTA), and real-world 
evidence frameworks to support biotech innovation, patient access, and Ireland's global 
competitiveness. Cancer trials have largest sector of clinical trials, attract pharma/biotech 
(e.g., via CTIS improvements: 31% faster first-patient-in), support ~100K sector jobs/€100B 
exports, and align with EHDS/Beating Cancer Plan. Expanding infrastructure addresses 
shortages (consultants/nurses) and GDPR delays, positioning Ireland competitively. 

• Sustainable Research Infrastructure, Skilled Workforce and Funding Cycles. EU life 
science strategy is centred on data and AI. These require on investment in secure data 
repositories and long-term high cost infrastructure.  

Policy Recommendation: Prioritize cancer in National Life Sciences Strategy via dedicated Life 

Sciences- Clinical adjacent- data optimized  park to capture 3x trial volume, enhance ROI, and 

meet Mazars/IPHA benchmarks. 

 

Why Cancer Should Be in Scope 

Cancer is a major health and economic challenge in Ireland, with the second-highest incidence rate 

in the EU and causing 30% of deaths (~9,800 annually). Cases are projected to rise 47% by 

2040, increasing care costs by 80% by 2050. Cancer’s complex diagnosis and treatment, along 

with molecularly targeted medicines, position it as a key driver for advanced genomics, imaging, 

and real-world data use. It will be the first domain-specific data space (UNCAN.eu/CANDLE) with 

National Cancer Data Nodes(NCDN) under the European Health Data Space (2025). 

A One Health approach linking human, animal, and environmental health offers critical innovation 

opportunities, as over 85% of cancers result from environmental and lifestyle factors. Climate 

change will further influence cancer patterns. Despite some progress, Ireland has the third-

highest cancer mortality in Western Europe, influenced by socioeconomic inequalities and gaps 

in infrastructure and specialist workforce, with delays in timely access to diagnosis, treatment, new 

medicines 

Ireland’s pharma, biotech, and medtech sectors (IPHA)—have prioritized expanded infrastructure 

for health technology assessment (HTA) and real-world evidence (RWE) to accelerate patient 

access to innovative cancer therapies, as outlined in IPHA's 2025 Vision report calling for "Access 

Ecosystem" reforms, clinical trials expansion, and digital leadership in precision medicine. 

Maximizes returns on public-private research funding through RWE/HTA streamlining (e.g., 1-year 
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faster access per IPHA) supporting €100B exports/100K jobs, and reinforcing cancer's pivotal role 

in national health and economic agendas. 

Objectives 

- Precision Cancer Research Acceleration: Advance biofabrication (organoids, organ-on-chips), NAMs, 
high-throughput cancer data (sequencing, spatial omics, epigenetics), tissue biobanking, and 
genomic epidemiology to bridge discovery-to-patient gaps. 

- All-Island Cancer Intelligence Hub: Create federated cancer data platform integrating registries, 
imaging, genomics, trials,real world data and patient outcomes for policy, HTA, and service 
planning.   

- Expand National Cancer Clinical Trials Infrastructure: Prioritize underrepresented areas 
(prevention, early detection, early onset cancers, rural and deprived patients), enable equitable 
patients access to research and innovation. 

- Future-Proof Cancer Data Infrastructure: Invest in secure, green HPC, AI sandboxes, bioinformatics 
training, and risk-based governance for ethical federated cancer research. 

- Ensure high quality connected data aligning with global data standards aligned with best practices 
of  GDI, HealthData@IE, ELIXIR Ireland, EHDS National Cancer Cancer space (CANDLE, eCancer 
Strategy), NCRI, OHDSI. 

 

Opportunities 

• National Life Sciences Research Park: Co-locate clinical, biofabrication (organoids/organ-
on-chips/ tissue advatar), multi-omics/AI/high-performance computing data infrastructure for 
500+ researchers. Centrally located with space for industry/clinical scale-up, supporting 
Impact 2030 and National Strategy for Science, Technology and Innovation priorities. Ideally 
embedded adjacent to a new hospital (mirroring design of Barcelona Biomedical Research 
Park) that is ground-up as research first enabled, developing a research-forward clinical 
trials enabled culture for rapid ROI and fast clinical trial delivery, funded with public-private 
investment.  

• Advanced life science real-time modelling: Integrate biofabrication with spatial/single-cell 
omics, linking Synthesis and Solid State Pharmaceutical Centre drug design, 
HealthData@IE European Health Data Space real-world data to accelerate discovery-to-trial 
timeline and aligned with UNCAN/CANDLE cancer data node. 

• Aligned for All-Island (UK) and EU connectivity: Leverage Common Data Spaces, AI Continent giga-
factories, and 1+ Million Genomes for biomarker discovery, drug repurposing, and personalized 
therapies. All-island connected for real world data research, leveraging common HDR UK data 
standards, DARWIN-EU (as specified priority 6 in the National Clinical Trial Oversight Report NTCOG, 
2025).  Enable data connectivity for cancer research driven by Europe’s Beating Cancer Plan, 
UNCAN.eu and CANDLE (National CAncer data Node DeveLopErs).  
 

• Adopt best practice in National ResearchInfrastructure aligned with the EU life science research 
infrastructure (BBRMI, ELIXIR, GDI, EUCAIM) supporting biobanking, tissue, imaging, multi-omics 
storage, AI-readiness, and federated data access. 

Challenges 
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• Data: Ireland’s capacity for advanced health and life science research is limited by 
fragmented data infrastructure, weak interoperability, and governance barriers. Current 
national systems are inadequate to capture or store multi-omics, wearable, or sensor data 
at the scale required for artificial intelligence-enabled research. Persistent data silos and 
governance misalignment across healthcare, academia, and industry sectors, coupled with 
limited integration with European platforms, weaken the value and reusability of national 
data assets. 

• Tissue: The absence of national biobanking and biofabrication research infrastructure 
constrains functional precision medicine, advanced modeling, and translational capabilities.  

• Clinical: Complex sensitive data governance, limited protected clinical research time, and 
the inability for hospitals to retain grant overheads devalue research activity and impede the 
development of clinical trials.  

• Workforce: Most life science research staff are employed on teaching or clinical contracts 
with a 40:40:20 split between teaching, research, and service, limiting research capacity. 
The lack of a national structured framework for research staff careers, such as formal 
research scientist roles and the adoption of workforce development models like CARDEA, 
reduces Ireland’s competitiveness. Research activity depends heavily on short-term trainee 
contracts, resulting in high staff turnover, poor continuity, and low returns on research 
investment. Establishing a national health and life sciences research institute with dedicated 
professional research staff and stable funding models would enhance Ireland’s translational 
research capacity, workforce sustainability, and international standing. 

EU Context 

The EU Life Sciences Strategy (July 2025) positions data as central to global competitiveness, 

supported by AI Continent Action Plan's €200bn investments in gigafactories and Common 

Data Spaces for secure federated analytics. Cancer leads with dedicated EHDS space under 

Europe's Beating Cancer Plan and UNCAN.eu, reversing trial activity decline through 

strengthened Member State infrastructure. Ireland's integration of HealthData@IE real-world data, 

UNCAN.eu/CANDLE National Cancer Data Node,  and ELIXIR life science data research 

infrastructure would position Ireland to lead in data-driven innovative medicine. 

Adopting a one-health approach to cancer would be highly innovative and would open innovative 

to investigate the environmental and lifestyle drivers of 85% of cancer. Regulatory bodies including 

the US FDA and the EMA have endorsed the phase-out of certain animal testing and promoting 

NAMs (including organoid and organ-on-chip technologies in their 2025 regulatory science 

strategies. Ireland’s upcoming 2026 EU Presidency provides an opportunity to amplify 

leadership in this space. 

 

Thematic Questions (for stakeholder engagement) 
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• How can Ireland overcome data security and protection hurdles to enable clinical-academic 
partnership, while balancing open, federated research infrastructures with national data 
sovereignty and security?  

• What infrastructure would enable a real-time data feedback cycle for rapid health technology 
assessment of new medicines, automated clinical trials feasibility and onboarding (per 
IPHA/IDA/NCTOG calls), and continuous disease surveillance for pandemic preparedness, 
risk prediction 

• Given growing burden of environmental, diet and lifestyle associated disease, what one-
health infrastructure would have most impact on chronic disease burden reduction including 
cancer? 
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Submission from University of Limerick Food Science
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Submission from University of Limerick Life Sciences
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Submission from University of Galway 
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Joint Submission from West Regional Enterprise Plan, Udarás na Gaeltachta, 
Western Development Commission 

Submission: Irish National Life Sciences Strategy from the 

West Regional Enterprise Plan 

Background  

Lifesciences, in particular the Medtech Sector in the west of Ireland is a key sector in the region. In the west 

of Ireland, the sector comprises a vibrant mix of disruptive startups and scaling indigenous companies, 

established indigenous companies and multinational global giants. Multinationals continue to select the west 

of Ireland, in particular Galway for their operations. There have been successful acquisitions of companies 

founded in the region and there is a strong pipeline of start-ups from the ongoing applied lifesciences R+D in 

the universities and programmes like the BioInnovate programme. The recent announcements of the ARC hub 

for medtech and connected health led by the university of Galway with the Atlantic Technical University and 

the Royal College of Surgeons as partners accelerating novel cutting-edge research, developing 

entrepreneurial scientists and engineers will enable the next generation of Medtech/Lifesciences start-ups in 

the region.  

The ecosystem in the region additionally comprises innovation hubs who provide space and a community for 

lifesciences start-ups. The Medical Engineering Technology Gateway (MET), the MedLink cluster, the Health 

Innovation hub, the Institute for Clinical Trials, by way of examples, provide a range sector specific services 

and supports. Enablers nationally and regionally include the business development agencies, WestBIC, the 

Western Development Commission, the Regional Skills Forum, the Irish Medtech association and the local 

authorities. 

While there are lots of ecosystem resources/assets and entities, gaps may exist in optimally meeting the needs 

of the lifesciences sector in the region and there may be a lack of cohesion between the resources/assets, 

stakeholder/enablers and lifesciences companies.  

A facilitated workshop in June with lifesciences companies in the region sought to understand the challenges 

that exists for start-ups and scaling companies in the region and to propose potential solutions and 

recommendations. This was followed by a stakeholder workshop in October. The learnings from those 

engagement sessions have influenced this submission.  

 

 

 

 

 

Introduction 
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Ireland’s life sciences sector stands at a pivotal juncture. To secure long-term competitiveness and sustainable 

growth, the National Life Sciences Strategy must prioritise the development of indigenous enterprises, 

strengthen the full supply chain, and leverage regional strengths. This submission outlines key recommendations 

and sectoral insights to inform the strategy. 

Strategic Priorities 

1. Empowering Indigenous Scale-Ups 

o Ireland must foster an environment where indigenous startups evolve into scale-ups and global 

acquirers, rather than being acquired prematurely. While trade sales to multinational 

corporations (MNCs) offer short-term benefits, the long-term vision should be to cultivate Irish-

headquartered global multinationals. 

2. Regional Development and Sectoral Convergence 

o The life sciences sector is uniquely strong in Ireland’s regions, often surpassing Dublin in 

capability. Regional clusters can drive broader economic development, especially when layered 

with emerging sectors such as artificial intelligence and immersive technologies, using life 

sciences as a foundational customer base. 

3. Self-Reliance in Production and Sales 

o Ireland must enhance self-sufficiency at the European level, both in production and market 

access, to reduce dependency on external actors. 

Funding and Investment 

• Expanding Risk Capital 

o A robust continuum of funding is essential, from early-stage angel investment to venture capital, 

private equity, and corporate venturing. Unlocking greater private sector investment is critical, 

with tax incentives deployed to stimulate investment at all stages. 

o Pension fund allocations and auto-enrolment schemes should be ring-fenced to support SME 

and life sciences investment. 

• Public Sector as Beta Customer 

o The HSE and other public bodies should act as beta customers for innovative technologies, 

providing startups with vital market validation and accelerating commercialisation. Public 

procurement guidelines must prioritise innovation to maximise health outcomes and cost 

savings. 

Skills and Commercialisation 

• Ireland excels in R&D, but must now prioritise commercialisation and sales skills. Technical sales modules, 

dedicated undergraduate and postgraduate degrees, and targeted upskilling are urgently needed. The 

transition from founder-led innovation to professional commercialisation teams is a critical challenge. 

 

Clinical Trials and Infrastructure 

• Ireland has an opportunity to lead in First-in-Human and pilot phase clinical trials, despite limitations in 

population diversity for large-scale trials. Addressing gaps in animal trial capacity and expanding 

specialist infrastructure are essential. 
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Regional and National Cohesion 

• The strategy should support regional strengths, particularly in the West/Northwest, by: 

o Developing specialist facilities for Medtech/Healthtech based around the model of a campus / 

centre of excellence 

o Enhancing ecosystem supports for commercialisation 

o Fostering clusters across industry, academia, and investment 

o Ensuring national facilities for preclinical and clinical research 

• There is a potential to create a Regional Life Sciences Commercialisation Fund to support scale ups in the 

West/ Northwest that support the National objectives including those set out in the NDP and skills 

strategies.    

Scope and Objectives 

• The strategy should encompass biopharma, medtech, and digital health sub-sectors. 

• Key objectives must include driving global competitiveness, expanding regional footprints, and 

coordinating sectoral growth. 

Opportunities and Challenges 

• Opportunities: Strong regional clusters, robust university pipelines (e.g., Bioinnovate), and collaborative 

platforms (e.g., MedLink). 

• Challenges: Funding gaps, commercialisation skills, infrastructure needs, and competition for talent. 

EU Context 

• Ireland should align with the EU Life Sciences Strategy, leveraging existing biotech clusters and centres of 

excellence. Strengthening partnerships, missions, and bioclusters will be vital for competitiveness. 

Conclusion: 

Ireland’s National Life Sciences Strategy must be ambitious, regionally inclusive, and focused on building 

indigenous capacity, commercial excellence, and sustainable growth. By implementing these recommendations, 

Ireland can secure its position as a global leader in life sciences. 

 

 


