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The National Cardiovascular and Stroke Research Network Strategy

Introduction:

A unified Cardiovascular and Stroke research network is an effective mechanism to strengthen and
develop the research agenda in this critical area of health care. It helps ensure quality, evolved
standards of care with optimal delivery of improved therapeutics and diagnostics to our patient
populations. The Irish Heart Foundation’s positive history of putting in place measures, strategies and
policies required to effectively tackle Stroke and Cardiovascular disease ideally places us to facilitate
this critical formation.

The fundamental strength of the network is the diverse talent of our membership and unity of
purpose.

The collaborative network will enable dialogue between our key stakeholders in the research
continuum. Research is developing at an unprecedented rate thereby presenting a vast array of
opportunities and needs for researchers. Coalition between stakeholders enabling communication
and integration is vital. We aim to be the matrix supporting and linking researchers by, providing
project management support for network derived initiatives, communicating via our proposed
network web site and by providing support in critical areas. The government have invested heavily in
supporting the development of the research infrastructure, as a network we can optimise our
engagement with these supports i.e. through the clinical research centres, ICRIN, MMI, and CSTAR.
Active engagement with our regulators and ethics committees is requisite in ensuring safe, ethical and
timely engagement in research activity. The research network will provide the ideal forum for
interaction and communication, ensuring we are at the forefront of clinical research. We need to
engage with the public, we propose to inform and educate via our web portal and link with our
patient groups and IPPOSI. A comprehensive list of our key stakeholders is detailed overleaf.

The government are committed to increasing research and development in the health sector and
established the Health Research Action Plan via the Department of Health and Children. However, in a
climate of significant economic hardship our policy makers will discriminate between resource
allocations when devising healthcare policy and allocating research expenditures. As a collaborative
group in Cardiovascular and Stroke research we will be well positioned to influence and negotiate
allocations on the strength of us identifying research priorities, demonstrating our research activity
and potentials. The concomitant benefit of investments in research will be the enablement of our
economic competitiveness as a nation through research, development and ultimate
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commercialization thereby meeting with the government’s economic objectives of the Smart
Economy.

There is a dearth of information on the incidence, prevalence and management of cardiovascular
disease and stroke. A national registry in Cardiovascular and Stroke care is an imperative. The
nationwide availability of comprehensive high quality data would facilitate adequate surveillance of
trends, assessment of quality of care and patient outcomes and expand our research capacity. The
recent publication of the National Cardiovascular Health Policy 2010-2019 acknowledges the need for
registry development. The policy also details the introduction of health technology assessment to
assess clinical and cost-effectiveness or medicines, devices, diagnostics, and services across the health
system to ensure optimisation of resources to maximise patient outcomes. HTA will be a significant
feature of future research initiatives.

The success of the research network is dependent on your engagement. We welcome your expertise
in developing and augmenting the research capacity in Cardiovascular disease and Stroke

The principle of this initiative is supported by the Department of Health and Children and the Health
Research Board and is in keeping with their objectives.

Our inaugural conference was held on Friday 18" June 2010 in Croke Park. The aim of this meeting
was to set forth our objectives, stimulate meaningful dialogue between stakeholders and ultimately
provide us with direction in developing our network strategy. This strategy has been developed based
on stakeholder recommendations at this meeting and those met with prior to the conference.

The overall consensus from speakers was that we have the calibre and talent but that adequate,
sustained funding to support resources and a national collaborative network is lacking. Successful
collaboration could provide leverage for investment leading to exceptional returns in research output.
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The meeting broke into focus groups for discussion a summary of proposals is outlined below.

Network Structure:

Overall consensus was that the network should develop a broad and inclusive Executive.

The decision process for new trials should be carried out through a sub-group structure and
that the exact composition of the sub-groups should be agreed at a later stage. It was
however agreed that sub-group structure would include all those with an interest in a
speciality area and should play to their strengths and abilities.

There is a requirement to build up a Central office type expertise moving forward to assist with
the challenge presented by essential paperwork.

Support for the IHF Network initiated studies via the provision of project management
support.

Clinical Research:

Need for more research nurses. Positions are not supported through the hospital as research is
often not considered a priority. To support funding research nurse positions the development
of a strategic business plan was suggested. This plan would highlight the strengths of
innovation, broader research outcomes, and therefore provide a strong case for HSE or private
investment through industry for research nurses.

Equity of access to network, to ensure that non teaching hospitals nationally have equity of
access to the network and resources.

Sign posting: Lack of awareness of research infrastructure that could support the
Cardiovascular and Stroke Research network.

Engage in dialogue with our regulator to overcome delays in the research application process.
Support the agenda for development of Cardiovascular and Stroke registries.

Local research initiatives need consideration in addition to international research initiatives.
The network needs to ensure that all relevant partners in Cardiovascular and Stroke care are
included i.e. primary care.

Network has the potential to drive initiatives such as moving forward research strategies for
hospitals, protected time for research, champion the research agenda for recognition and look
for ways of addressing the issue of IP on a national policy level.

Medical Devices:

Need for a centralised access point for advice on where to access information and details on
regulatory and ethics processes for multinationals coming to Ireland and for SME's.
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e Predictability in timelines for EC review by ethics committees.
e Standardised system for contracts is needed.

e Time-to Market is a challenge, competing with countries where there is a quicker turnaround
time.

e Maximise collaboration between physicians and companies at early stage to ensure
maximising opportunities to do clinical investigations.

e Need to change mindset through highlighting positive experiences in the research process.

Translational Research:

e The proposed development of a Network web site and web portal was felt to be an affirmative
first action to support dialogue, information and the availability of expertise, thereby “selling”
our expertise in Ireland to funders, state agencies and philanthropists.

e Potential to maximize educational resources in the universities.

e Develop mentorship programmes.

e Streamlining of regulatory processes not covered by the EU Clinical Trials Directive.

e Need for information sharing, developing schemes to allow sharing of information between
different hospitals need to be identified. Standardization of processes and procedures need to
be considered.

e Develop a defined funding application strategy to enhance our success potential i.e. collective
application, coherent outlay of resources.

e Engage with state agencies to look for a re focusing in some of the funding available.

e Explore possibilities of IHF seed funding.

e Lookto otherinternational heart foundations as a learning tool.

e Develop partnerships with industry and make more use of state agencies.

Collaboration and funding are fundamental to success. The global economic downturn has led to
significant reductions in available funding. None the less, through cohesion amongst our key
stakeholders and maximising resources already in place we have the potential to champion our
research agenda.

The remainder of this document gives an outlay of our vision, mission, values, SWOT Analysis,
objectives, goals according to our defined objectives, resources and our performance monitoring plan
at both year 1 and year 5.
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How we define ourselves as a network:

Our membership will be defined by our unity of purpose through formal agreement between
clinicians, basic scientists, industry and our key stakeholders. We will be committed to sharing and
collaborating towards the same objectives, goals and quality standards in the area of Cardiovascular
and Stroke research in Ireland.

Stakeholders in the National Cardiovascular and Stroke Research Network

e Physicians

e Basic Scientists

e Nurses

o Allied Health Professionals and Researchers

e (CROs (Contract Research Organisations)

e CSTAR (Centre for Support and Training in Analysis and Research)
e Clinical Research Centres

e Department of Health and Children

e Enterprise Ireland

e Ethics Committees

¢ HIQA (Health Information & Quality Authority)

e Health Research Board

e HSE (Health Service Executive)

e IDA (Industrial Development Authority)

e |ICRIN (Irish Clinical Research Infrastructure Network)
e Irish Heart Foundation

e Irish Medicines Board

e IPHA (Irish Pharmaceutical Healthcare Association)

e IPPOSI (Irish Platform for Patients’ Organisations, Science and Industry)
e IMDA (Irish Medical Devices Association)

e Medical Device and Connected Health Companies

e MMI (Molecular Medicine Ireland)

e Pharmaceutical Companies

e SFI (Science Foundation Ireland)
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Vision:

To co-ordinate the first National Cardiovascular and Stroke Research Network in Ireland. Our vision is
to ensure our patients are the primary beneficiaries of evolving standards of care, improved
therapeutics and diagnostics resulting from our quality and innovative driven research engagement.

Mission:

To lead the network by co-ordinating, stimulating and communicating the cardiovascular and stroke
research agenda through collaboration and dialogue with our stakeholders ensuring research
becomes a core activity in health care.

Core Values:

1. Unity of Purpose

Committed to sharing and collaborating towards the same objectives, goals and quality
standards in the area of Cardiovascular and Stroke research in Ireland.

2. Accountability:

We have set our strategic objectives and will review them regularly to ensure a functional
network, flexible enough to develop with an evolving research and regulatory environment.
We will strive to achieve our objectives as set out in our strategy.

3. Independence:

We are the only Network in Cardiovascular and Stroke research in Ireland. We operate
independent of political parties and other economic and vested interests.

4, People and Partnership:

We recognise that our clinicians and key stakeholders are core to this network providing
resources with unique skills, knowledge and expertise. We value their collaboration. We aim
to treat all those that work with us, directly, indirectly , the greater public and patients with
dignity and respect.
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5. Results Driven:

As the only National Cardiovascular and Stroke Research Network, we value efficiency and
strive to maximise our efficiency and resources to ensure that we enhance and augment
research activity and translate them into meaningful outcomes in Cardiovascular and Stroke
research.

6. Ambition:

We aim to develop this network in such a way that it become a recognised both nationally and
internationally as a champion of cardiovascular and stroke research.

7. Credibility:

Our strategy, policies, procedures and position will be based on fact and best evidence.

8. Integrity.

The network is motivated by a philosophy of integrity and ethical conduct. As a unified group
with the singular goal of augmenting Cardiovascular and Stroke research we will safeguard
this position and strongly oppose vested interest, views and policies that have the potential to
impact negatively on the Networks mission.

Strategy SWOT: See appendix I.

Strategic issues and challenges:

1. Fragmentation of organization if perceived that needs are not being met.

2. Sustainable capital funding to support objective of providing project management support to
investigators.

3. Funding to support and sustain research initiatives — curb on funding availability and
therefore more competitive.

4. Funding or lobby issues to support engagement of additional research nurses to ensure a
national spread of engagement in clinical research.

5. Building bridges — Networks challenge is to promote and develop collaboration and cohesion
amongst institutions.

6. Regulatory and Ethics processes for research not covered by the EU Clinical Trials Directive.

7. P Issues
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Objectives:

1. To create a network that will dismantle the walls between clinical, academia and
industry thereby stimulating creativity and innovation between stakeholders
and strengthen our research outputs.

A Promoting and ugmenting national collaboration and engagement.

A Establishing our country as a globally competitive location for Cardiovascular and
Stroke research.

2. Through the organisational structure of research interest groups within the
network enable members to meet and collaborate on an ongoing basis. These
meetings will:

A Stimulate dialogue and debate

A Identify research priorities

A Identify impedance to research objectives and identify a resolution action plan
A

Engage high quality, peer reviewed clinical and scientific research activity leading
to high quality outcomes.

A Ensuring healthcare policy is linked to practice through the provision of evidence
based information.

3. To facilitate equitable access for patients to participate in clinical research
projects through Ireland.

4, Develop research alliances with primary health care providers to ensure that the
continuum of research needs in the pre hospital and post hospitalisation setting
are made.
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5.

Develop alliances with other research networks where there is potential for
collaboration on research objectives.

Engage with research infrastructure and key stakeholders e.g. ICRIN and CRC’s
to enhance and develop standards and quality

Communicate and Inform

o Web site development

e Quaterly Newsletter
e Communicate funding calls.

Provision of project management support for Network derived studies

Develop our governance, structure, processes and administration of the
network in a way that it equitable, responsive, transparent, professional and
accountable to its members.
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Goals and Deliverables according to our defined objectives:

Goals

Deliverables

Collaboration:

Identify co-ordinate and link
stakeholders.

Provide a forum for discussion
and debate.

Link with IHF resources

Ensure efficient, timely
communication and exchange of
information between
stakeholders.

Be a source of information and
expertise.

Link with international research
networks.

Link with primary care and
complementary research network
groups.

Develop mentorship
programmes.

Provision of advice to PhD
students planning research.

Forum for dialogue with
regulators and ECs

Provide forum for industry to
access clinicians

Collaboration :

Necessary communication
facilities such as meetings and
workshops with stakeholders.
Support and advocacy for core
research agenda may be required.

Communication tools:
Network Website.
Information source e.g. a
quarterly newsletter, periodic
bulletins identifying research
calls.

Influence healthcare policy
makers.

Be a source of expertise to
Industry.

Provide signposting for research
infrastructure supports available.

Develop formal engagements
with international research
networks.

Ensuring all research needs in the
broader base of cardiovascular
and stroke research is being met.

Perpetuating research and quality
standards as core to a functioning
health system.

Ensuring research priority needs
are being met.

Support overcoming barriers and
delays to research.
Augment research activity
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Goals

Deliverables:

Building Competences:

e Define scientific and operational
quality standards; collaborate
with ICRIN in ensuring national
harmonisation.

e In collaboration with ICRIN to
develop and agree training and
education in GCP (Good Clinical
Practice)

e Define research methodology
standards.

Building Competences:
e Define quality standards ensuring
transparency
e Harmonisation of standards,
procedures and processes.

e Training for network stakeholders
e Training and education
curriculum development.

e Provide the link for collaboration
with partnersi.e. CSTAR, CRC’s

Avoiding Unnecessary Studies:
e Through enhanced communication and
dialogue duplication would be avoided.

Avoiding Unnecessary Studies:
e Inter-network communication tools.
e EudraCT Search capabilities
e Jointresearch projects

Stimulate patient participation in Clinical
Research.
e Raise awareness of the need and benefits
of clinical research and access to clinical
trials in the public domain.

Stimulate patient participation in Clinical
Research.

e Raise awareness of the benefits of clinical
research and access to clinical trials in the
public domain by engaging with IPPOSI
and through the development of
information and educational tools via the
research network website.
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Goals

Deliverables:

Facilitation of implementation and
recruitment to clinical research studies.
e Enable rapid attainment of
sample sizes to allow for valid
conclusions.

Facilitation of implementation and
recruitment to clinical research studies.

e Ensure active and early
engagement in the feasibility
process.

e Early identification of needs and
issues. Link relevant stakeholders
to ensure solution based

engagement.

Supporting Research Initiatives and Research
Environment:

¢ Identify research priorities and discussion
topics

e Provision of practical project
management support .

e Link with HSE development of the Health
Atlas to support and augment a reliable
database development in Cardiovascular
disease and Stroke supporting audit,
research and potential for international
comparison.

e Identify clinical and university
institutional resources and potentials for
information sharing.

Supporting Research Initiatives and Research
Environment:
e Source for study research initiatives.

e Quality study implementation and
maintenance until completion.

e Engage all cardiovascular and stroke
stakeholders with databases which could
contribute to the development of an
umbrella group supporting data
generation in this area.

e Coherent outlay of resources and sharing
opportunities demonstrates cohesion and
vision, coupled with study of robust
scientific enquiry provides for greater
momentum in funding application
process.

12| Page

National Cardiovascular Stroke

Research Network Strategy.

Draft: Version 1

NCSRN Strategy:

30'" July 2010




O IRISH HEART
FOUNDATION

Fighting Heart Disease & Stroke

Resources:

The network will avoid creating a resource-intensive structure replicating existing bodies and
generating potential overlap of activities and responsibilities. Collaboration with national research
infrastructure already in place is essential.The network will endeavour to match its resources in this the
early development stages to meet with all stakeholders needs. The network will be requesting funding
to augment its resources as the momentum of research activity grows. Efficiency of the network and
will be monitored and periodically evaluated. As the network facilitators we will ensure
communication between the stakeholders, hold and host meetings.
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Performance monitoring:

Performance monitoring will be conducted to ensure that the organisation is following the direction
of the strategic plan. Through this mechanism it will ensure accountability, economic efficiency and
uphold the stakeholders view.

e Arethe objectives and goals being achieved?

e Should the schedule be changed?

e Are there adequate resources available to achieve success?
e Do priorities need to be changed?

e Do objectives and goals need to be changed?

Our performance indicators for year 1 would include assessment of the following:

A Number of research initiatives in development resulting from academic & clinical
collaboration.

A Number of collaborative investigator led Clinical research studies in development.
A Number of Pharmaceutical Clinical Trials in

T Feasibility stage supported by the network

T Inapplication stage

T In progress
A Number of Medical Device Clinical Investigations

T Infeasibility stage supported by the network.

T Inapplication stage

T In progress

A Number of international collaborations developed and commitment to participation in
multinational research.

Number of meetings hosted through the network.
Number of workshops and training meetings.

Active collaboration and involvement in groups engaged in looking to improve the research
landscape e.g. registry development, HTA.
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Our long term

performance indicators would include assessment of the following:

A track record of securing significant funding enabling cutting edge
cardiovascular and stroke research initiatives.

2. Secured core capital funding supporting project management resources
supporting IHF National Cardiovascular and Stroke Research Network research
initiatives

3. Successful collaborations leading to product to market.

4. International recognition as a core country to conduct research.

5. Active core groups fostering interdisciplinary research in clinical, basic &
translational science, nursing and allied health sciences.

6. Demonstrated our caliber as a cohesive, interdisciplinary group and secured
support for research nurses.

7. The research objectives of the National Cardiovascular and Stroke Research
Network would support the Cardiovascular strategy high level goals of reducing
the incidence of CHD mortality and reducing death and disability among those
who have suffered stroke.
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