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“Ireland can play a leading role in the provision  
of clinical trials in Europe.”

Dr Rebecca Cramp, Director of Code and Regulatory Affairs, IPHA
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“Trials are the driving force behind improvements  
in cancer care.”

Dr Claire Kilty, Head of Research, Irish Cancer Society
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We digitise clinical trials to streamline  
rare diseases drug development.

Discover how at aparito.com



02 READ MORE AT HEALTHNEWS.IE

AN INDEPENDENT SUPPLEMENT FROM MEDIAPLANET WHO TAKE SOLE RESPONSIBILITY FOR ITS CONTENT

MEDIAPLANET

Clinical trials across Ireland are utilising biological 
samples stored in biobanks to advance understanding 

of disease and develop tailored medications.

In recent decades, recognition of the central 
role of biological specimens in disease 
understanding, biomarker identification and 
targeted therapy development has surged. 

This has led to the widespread establishment of 
biobanks as vital repositories, offering researchers 
access to essential biological samples and data for 
various studies.

Biobanks supporting clinical practice
Prof Richard Flavin, Director and Chairman of 
Biobank Ireland Trust, explains the importance 
of biobanks for medical research. “A biobank 
collects patient samples and associated healthcare 
data, samples are then used to answer important 
clinical research questions — samples help us 
to understand how the human body behaves 
in health and disease, helping us develop new 
treatments,” he says. 

Biobank Ireland Trust, a charity established 
in 2004, facilitates the development of hospital-
based biobank networks in Ireland, enabling 
translational research collaborations and clinical 
trials. Prof Flavin explains: “We work with a 
number of biobanks in different areas of health, 
including cancer research, Covid-19 and more.”

Biobank application in breast cancer trial
Biobanks accelerate research aimed at developing 
medicines and treatments. They bridge the gap 
between the patient and the development of 
precise, tailored treatment options. One such 
example is Trastuzumab, developed through a 
health research biobank and used in breast cancer 
treatment.

Challenges in sustaining biobanks
However, accessing samples from biobanks 
requires researchers to navigate stringent 
regulations encompassing ethical and legal 
considerations. Comprehensive patient consent 
and data regulatory procedures established 
nationally and at an EU level must be strictly 
adhered to. Furthermore, the effectiveness of 
biobanks in facilitating clinical trial delivery 
hinges on securing adequate funding.

Prof Flavin explains: “Biobanks are the keystone 
for advancements in medicine, but they are 
lacking sufficient funding and resources. We need 
further investment in infrastructure, staffing and 
equipment.”

To sustain the advantages afforded by biobanks, 
public and patient involvement is key. Strict 
data confidentiality measures are in place, 
empowering individuals to engage with biobanks 
that play a pivotal role in advancing research. 

Critical role of biobanks  
in clinical trials and how  

to sustain them
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Clinical trials are meticulously 
designed studies evaluating 
the safety and effectiveness 
of medicines, devices and 

procedures in people — identify what 
works and what doesn’t. Indeed, 
every treatment we rely on owes its 
existence to clinical trial evidence.

Why are clinical trials important to 
Ireland?
Clinical trials lead to better patient 
outcomes. This improvement stems 
from the organised and methodical 
approach inherent in conducting a 
clinical trial. Ireland boasts a long 
and proud history of contributing to 
advancements in healthcare. 

For instance, radiotherapy, 
often used to treat cancer, was first 
developed and tested over a century 
ago, right here, in Dublin. Millions of 
lives have been positively impacted 
by this work. Medicines, devices 
and surgeries greatly improve many 
lives, doubling our life expectancy 
over the past century. However, 
many enormous health challenges 
remain, and trials bring hope for new 
treatments and cures.

Clinical trials bring economic 
benefits. As well as being one of the 
top producers of medicines and 
devices in the world (if you have a 
stent, for example, chances are it 
was made in Ireland), Ireland is now 
a major global site for organisations 
that coordinate delivery of trials.

Additionally, trials can reduce the 
cost of healthcare delivery and may 
provide sick patients with access 

to cutting-edge treatments not yet 
widely available, offering them 
a potential lifeline and hope for 
improvement.

Retaining top healthcare expertise
When we fall sick, we want to be 
treated by the most experienced and 
up-to-date healthcare professionals. 
At a time of global shortages in 
such skills, the ability to be able 
to contribute to human health 
advancement in a research-active 
hospital or clinic can be a major 
way of retaining and attracting 
the best and brightest healthcare 
professionals in our nation and 
thereby ensuring the most effective 
and efficient care.

Overcoming challenges through 
collaboration
Supported by Health Research 
Board, University College Cork and 
Enterprise Ireland, the National 
Clinical Trials Office acts as a crucial 
facilitator of trial activity. It fosters 
collaboration between research sites, 
specialists driving trial development 
and innovators creating new medical 
solutions. 

Despite challenges like recurrent 
funding limitations for trial 
infrastructure, staffing shortages 
and broader sectoral and legislative 
hurdles, collaborative efforts within 
a supportive healthcare system offer 
the best hope for finding tomorrow’s 
cures.

Clinical trials in Ireland: promoting 
best care and health expertise

From headaches to life-threatening illnesses, we rely on effective 
treatments. Clinical trials ensure these work by assessing 
benefits and identifying risks.

@healthnewsIE @MediaplanetUK Please recycle

Robert O’Connor
Director, HRB-National 

Clinical Trials Office

Dr Richard Flavin 
Director,  
Biobank Ireland Trust

For more information on Biobank Ireland Trust please visit 
our website: biobankireland.com
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Polycystic ovary syndrome 
(PCOS) affects around one in 
seven women across Ireland. 
A PCOS study is one of over 

70 studies currently taking place 
at RCSI University of Medicine and 
Health Sciences, Clinical Research 
Centre (CRC), based at Dublin’s 
Beaumont Hospital.

Androgens and PCOS research
Principal Investigator in the 
PCOS study is Prof Mick O’Reilly, 
a Consultant Endocrinologist 
at Beaumont Hospital and 
Honorary Clinical Professor at 
RCSI with a particular focus on 
steroid metabolism disorders and, 
specifically, conditions where 
androgen hormones are elevated in 
women’s blood.

“The most familiar androgen is 
testosterone, but there are multiple 
different types of androgens and 

although they are typically far lower 
in women compared to men, there 
are disorders where androgens such 
as testosterone can be elevated,” he 
explains.

PCOS affects 10–15% of women 
and can cause irregular periods, 
unwanted hair growth and other 
health conditions. His research 
group is working on mediating the 
adverse metabolic health outcomes 
of androgen excess in women with 
PCOS, but that involves labour-
intensive research.

Secure research environment
Study participants attend the CRC 
for up to eight hours to be closely 
monitored with blood samples and 
biopsies taken, as well as undergoing 
insulin clamp testing (a marker of 
insulin sensitivity).

“These complex techniques are 
embedded within our research 

Developing disease-specific 
therapies for women with PCOS:  
a focus on androgen excess

pathways and infrastructure,” says 
O’Reilly. “However, this type of 
research can only be conducted in 
a secure research environment like 
the CRC where there is staff, such as a 
nurse manager and research nurses, 
working in tandem with doctors 
conducting the research, plus the 
equipment needed to deliver it.”

The goal is to develop disease-
specific therapies to improve long-
term health outcomes for women 
with PCOS and lead to clinical trials 
of new drugs.

Supporting clinical research expansion
Dr Fionnuala Keane, RCSI CRC 
Director of Operations, says the 
centre opened in 2000 and carries 
out research in diverse therapeutic 
areas, including respiratory 
medicine, endocrinology, critical 
care, neurology, infectious disease 
and stroke medicine. 

“We provide expertise and support 
services to clinicians who want to do 
research,” she explains. “The centre 
has consultation rooms, equipment, 
facilities and highly experienced staff 
which enables patients to participate 
in clinical research studies in a calm, 
professional environment outside of 
the hospital setting.”

The centre is primarily funded by 
RCSI and secured significant  
study-specific  government and 
industry funding as it seeks to 
increase capacity, enabling high-
quality clinical research to take place 
and improve patients’ lives.

Professor  
Mick O’Reilly 

Clinical Associate 
Professor, RCSI 
and Consultant 

Endocrinologist, 
Beaumont Hospital

Dr Fionnuala Keane
Director of Operations, 

RCSI-CRC

Research aims to understand the long-term 
impact of androgen excess in women with 
PCOS, which is associated with increased 
risk of type 2 diabetes, cardiovascular 
disease and non-alcoholic fatty liver disease.
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Irish patients have a right to access the medicines, 
treatment, devices and procedures they need, 
including innovations that could be life-changing or 
life-saving. However, this is not always the case.  

Improving access to vital treatments  
Irish patients often encounter unequal access to therapies 
compared to other European countries. Certain treatments 
may not be approved for reimbursement in the public 
system or approved treatments experience delays and 
funding gaps. Additionally, differences exist in available 
treatments for those with or without private health 
insurance, particularly oncology treatments. 

For patient-centred care, the Department of Health and 
the HSE must reform the assessment and reimbursement 
process and ensure sustained access for patients from 
2025–2035. This involves partnering with EU Member 
states to increase treatment access and investing in Irish 
clinical research infrastructure, facilitating early access to 
innovative treatments. 

Empowering patients through treatment innovation  
Patients bring unique insights and perspectives to the 
healthcare landscape. By actively involving patients 
in decision-making processes (clinical trial design, 
drug development, treatment planning), healthcare 
stakeholders gain a deeper understanding of patient 
needs, leading to treatment innovation and access.  
  IPPOSI empowers patients and the public by providing 
them with inclusive supports, education and tools to 
become influential partners in healthcare decision-
making. Empowered patients are more inclined to engage 

in decision-making processes at the individual care level 
plus multiple levels of service delivery.

Fostering inclusive healthcare partnerships 
We encourage the Department of Health to integrate 
patient involvement and person-centredness into 
legislative, regulatory and policy initiatives, extending this 
mandate to the HSE and affiliated health agencies. 

By incorporating patient feedback and lived experiences, 
healthcare can pinpoint delivery gaps, enhance resource 
allocation and broaden access to innovative treatments for 
a broader range of patients.

Aligned with Sláintecare objectives, patient involvement 
helps identify access barriers including geography and 
socioeconomic disparities. This prompts strategies for 
equitable healthcare access, regardless of background or 
circumstances.  

Establishing a Patient and Carers Advisory Board with 
direct access to the Minister for Health and the Secretary-
General of the Department of Health could enhance 
national communication.

The research community and health industry must 
intensify efforts to involve patients and the public, 
fostering trusted partnerships to advance mutual 
objectives.  

Prioritising patient-centred research and implementation 
There should be no debate about whether to involve 
patients or not. All discussions and decisions around 
access and research innovation must be person-centred 
and informed by patients’ lived experiences.

Empowering patients can lead to better healthcare access and research innovation. Their voices must be heard 
through inclusive policies and patient involvement.

Enabling meaningful patient involvement for healthcare innovation and access

Dr Derick Mitchell 
CEO, IPPOSI

The Irish Platform 
for Patient 

Organisations, 
Science and 

Industry (IPPOSI) 
is a patient-led 

organisation 
that works 

with patients, 
government, 

industry, science 
and academia 
to put patients 
at the heart of 

health policy and 
innovation. Learn 
more: ipposi.ie 
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Professor  
Alan Donnelly 

HRI Director and 
Professor in the  
Department of 

Physical Education 
and Sport Sciences, 

University of Limerick

Professor  
Rose Galvin 
Professor of  

Physiotherapy,  
University of Limerick

Dynamic collaboration 
among academics, 
clinicians and healthcare 
practitioners hailing from 
University of Limerick’s 

Health Research Institute (HRI) 
University Hospital Limerick (UHL), 
and HSE Mid West Community 
Healthcare is igniting transformative 
research endeavours with tangible 
impact.

Supporting this research, the 
HRI’s Clinical Research Support Unit 
(CRSU) located at UHL streamlines 
logistical, ethical, regulatory and data 
protection aspects of clinical trials 
while fostering patient engagement.

Health Research Institute’s strategic 
expansion 
Founded in 2014, the HRI has 
recently unveiled an ambitious 
strategic plan to become a leading 
research institute for Health and 
Wellness Across the Lifespan 
by advancing person-centred, 
technology-enabled, integrated 
healthcare and treatment. Its 
Director, Professor Alan Donnelly, 
explains how the institute 
integrates a supportive ecosystem to 
promote interdisciplinary research 
approaches across seven domains. 

These include four priority 
research areas: cancer, represented 
by the Limerick Digital Cancer 
Research Centre (LDCRC); ageing; 
physical activity for health; food, 
diet and nutrition. These are 
underpinned by areas of excellence: 
digital technology and advanced data 
analytics; implementation science; 
and participatory health research.

“Implementation science plays 
a critical role in facilitating the 
application of science and research 
to healthcare practice, meaning 
that treatment options can change 
and increase for the patient,” says 
Donnelly, who has a specific interest 

in measuring physical activity and 
sedentary behaviour, and their role in 
influencing long-term risk of non-
communicable diseases.

Advancing healthcare for changing 
demographic
HRI researchers are also working 
to offer better healthcare for 
Ireland’s migrant population and 
develop digital solutions with the 
use of artificial intelligence and 
bioengineering to deliver novel 
solutions to specific problems.

Recently, Professor Ruth Clifford 
of the Cancer Clinical Trials unit at 
UHL secured a major grant to further 
develop cancer trials, in conjunction 
with the HRI.

The HRI’s strategic plan takes 
account of Ireland’s changing 
patient needs and demographics, 
particularly as the population ages.

This is a key focus for HRI 
member and Professor of 
Physiotherapy Rose Galvin, a 
founding member of the university’s 
Ageing Research Centre (ARC), who 
has received a national Research 
Leader Award for exploring models of 
integrated care for older people.

Enhancing discharge processes for older 
people
A major study led by Professor Galvin 
examines the way older people 
attending emergency departments 
(ED) are discharged, particularly as 
they are at risk of poor outcomes, 
falls and readmission. This meant 
creating and assessing efficient care 
paths for older individuals to receive 
timely and coordinated care tailored 
to their preferences.

When a dedicated team of health 
and social care professionals was 
placed in the ED at UHL and focused 
on older adults being discharged, 
researchers saw a significant 
reduction in ED stay and reduced 

hospital admission, with home 
support packages implemented.

Patient-centricity enriches research
Underlining the importance of public 
and patient involvement in research, 
Galvin’s team established a panel of 
older people and family carers that 
meets every six weeks to share ideas 
and collaborate on research projects.

“Their contribution has hugely 
enriched and enhanced both the 
quality and relevance of the work 
that I do,” she says. “These people 
have a voice and help to shape the 
relevance of the research. It has also 
built greater trust and transparency 
in the research and has been 
particularly helpful in recruiting and 
retaining people in trials.”

Patient recruitment bridges research 
and practice
Meanwhile, the CRSU remains the 
critical conduit between academic 
researchers and clinical practitioners. 
CRSU Clinical Research Operations 
Manager Siobhan Egan explains that 
the unit offers support to researchers 
and specialises in the management 
and coordination of research studies 
including patient recruitment.

This equally applies to trials 
of medicines, medical devices, 
observational and biobanking 
studies; for example, the 
CRSU will be involved in the 
forthcoming National Irish Covid 
19 Biobank project. It also facilitates 
opportunities for patients to 
participate in research and clinical 
trials. 

“We are passionate and 
enthusiastic about what we do, 
with work that will generate new 
knowledge to ultimately support 
better healthcare for patients,” 
concludes Egan.

Discover how patient-centric research at a Health Research Institute in Ireland’s Mid-West is 
revolutionising clinical trials for better medical outcomes within a changing demographic.

Health Research Institute: meeting the needs of  
changing patient demographics in Ireland

Paid for by  
Health Research 
Institute, University  
of Limerick

 Implementation 
science plays a 
critical role in 
facilitating the 
application of science 
and research to 
healthcare practice.

Siobhan Egan 
Clinical Research 

Operations Manager, 
CRSU, Health  

Research Institute
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The Irish National Accreditation Board (INAB), 
a division of the Health and Safety Authority, 
is the national body with responsibility for 
accreditation in Ireland. It accredits medical and 

testing laboratories, biobanks, certification/verification/
inspection bodies and reference material producers. It 
provides accreditation in accordance with the relevant 
International Organisation for Standardisation ISO 17000 
series of standards.

Accreditation for medical laboratories
INAB provides laboratory accreditation for medical 
laboratories to  ISO 15189:2012 or ISO 15189:2022 ‘Medical 
Laboratories – Requirements for Quality and Competence’. 
This standard incorporates essential elements for medical 
laboratories; in particular, focusing on patient and clinical 
personnel needs. 

It addresses specific issues that include the provision 
of advisory services to clinicians, collection of patient 
samples, provision of testing in a medical emergency and 
the contribution of a medical laboratory service to patient 
care. Legislation (S.I. 360 of 2005) requires blood bank 
laboratories to operate to  ISO 15189. These laboratories 
must also comply with additional requirements relating to 
blood traceability and haemovigilance.

Accreditation for biobanks
Accreditation of biobanks to the standard ISO 20387:2018 
‘Biotechnology – Biobanking – general requirements 
for biobanks’ is available. This standard applies to 
all organisations performing biobanking, including 
biobanking of biological material from multicellular 
organisms (eg. human, animal, fungus and plant) and 

microorganisms for research and development.

How and why accreditation can help your business
•	 Test results are accepted worldwide.
•	 It ensures public confidence in the reliability of 

activities that impact health, welfare, security and the 
environment. Accreditation is used to identify bodies 
competent for the implementation of government 
policies and regulations.

•	 It is a tool for decision-making and risk management.
•	 It offers consumer confidence by ensuring consistently 

high-quality and safety standards of products or services 
purchased.

Manager Rosemary Hayden encourages policymakers 
to include accreditation as a requirement for policy 
implementation and advocates that accredited services are 
considered in the awarding of tenders and funding grants. 

Be part of a team of technical assessors/experts
Are you a medical professional looking to expand your 
knowledge of ISO 15189:2022? INAB is recruiting for 
contracted technical assessors/experts as follows:
•	 Consultant pathologists in the areas of blood 

transfusion, andrology, assisted reproduction, chemical 
pathology, genetics, haematology, histopathology and 
cytopathology, immunology and microbiology and 
virology.

•	 Experienced medical scientists in the disciplines of 
assisted reproduction, chemical pathology, genetics, 
immunology and microbiology and virology.

Accreditation is the independent assessment of conformity assessment bodies (CABs) to ensure their 
independence, impartiality and competence to carry out conformity assessment tasks.

Think accreditation and have confidence in the reliability of  
health, safety and environmental services

Rosemary Hayden
Manager, Irish National 

Accreditation Board 
(INAB)

For more 
information on 
becoming an 

assessor,  
log on to  

inab.ie/about-
us/assessors 

If interested, 
please email 

inab@inab.ie 
with ‘Assessor 

expression  
of interest’
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The Health Products 
Regulatory Authority 
(HPRA) regulates medicines 
and devices for the 

protection and benefit of patients 
and the public. An important part 
of our role is the review of clinical 
trials. Trials are conducted to 
develop medicines and devices 
intended to benefit patients with 
new treatments or diagnosis.

Clinical trial approval steps
Many clinical studies involving 
medicines or devices may require 
approval from the HPRA as regulated 
clinical trials before they can 
commence in Ireland. These include: 
•	 Pre-market studies to assess the 

safety and benefit of new drugs or 
devices in development before they 
receive market approval and are 
licensed or certified.

•	 Post-marketing studies on 
approved drugs or devices to 
examine their use in other 
conditions.

•	 Studies to examine longer-term 
benefits or potential side effects.  

Ensuring safe, valid trials
We review trials conducted in Ireland 
only as well as larger multinational 
studies. The latter could include, for 
example, international trials for a 
new cancer drug or heart valve that 
include patients in Irish hospitals. 
For medicines specifically, there is 
also a new European Regulation for 
coordinating the conduct of clinical 
trials throughout the EU.

Our primary aim is to ensure the 
safety of trial participants. Data 
generated must also be scientifically 
valid and reliable so that the 
assessment of new treatments is 
based on good-quality clinical 
evidence. 

For market approval, and before 
becoming available for wider use, it 
must be shown that the benefits of 
new treatments outweigh any risks. 
As part of this process, we review 
the medicine or device to check 

that appropriate testing, such as 
laboratory studies, was conducted 
prior to the clinical trial. 

Trial design is reviewed to ensure 
that risks to trial participants are 
reduced as far as possible. This 
assessment is conducted by HPRA 
medical doctors, pharmacists, 
engineers and other scientists. Trials 
are also independently assessed 
by the national research ethics 
committee. 

Safeguarding innovation and public 
safety
Only studies where potential benefits 
outweigh the risks involved for 
participants are permitted. After 
approval, trials will be monitored 
carefully to ensure continuing safety. 
This involves a review of reports 
of side effects or adverse events, 
progress reports or inspection visits 
to study sites.
We are committed to supporting 
innovation while protecting public 
and patient safety. We offer support 
to developers of new and potentially 
beneficial medicines and devices 
wishing to conduct clinical trials 
in Ireland. As well as our guidance 
documents, we facilitate meetings 
to assist innovators and clinical 
investigators in preparing clinical 
trial applications to the highest 
standards.

Dr Donal O’Connor 
Clinical Manager, 

HPRA

Ireland’s clinical trial 
approval and safety 
monitoring process
Find out how clinical trials for medicines 
and devices are regulated in Ireland.






















