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Background

Clinical quality registries, low risk research and quality improvement and assurance activities are essential components in
improving clinical care and service delivery and embedding research in healthcare. Harmonisation of ethics and governance
processes remains, however, an elusive goal, particularly for multi-site research projects that continue to experience delays,
duplication, and inefficiencies. The challenges in identifying when activities require formal ethics review and oversight; and
‘disentangling’ research from quality activities, characterised as the ‘grey zone’, are not limited to Australia® > .

A key priority to emerge from the Victorian Clinical Research Governance Streamlining Initiative, led by the Victorian
Research Translation Centres (Monash Partners, Western Alliance, and Melbourne Academic Centre for Health), is the need
for proportionate review pathways including definitions, processes and infrastructure for quality assurance and
improvement activities. Stakeholder feedback confirms these projects absorb a disproportionate amount of time and effort
in Research Offices, which could be redirected to improve research broadly through equitable resource allocation.

Objectives

As an essential first step to identify appropriate local solutions, a first ever state-wide Summit was held, bringing together
key stakeholders from health service, research organisations, consumer advisors, and representatives from key
Government departments. The objectives were to:

e Highlight relevant thought leadership and evidence

e Share learnings and approaches to the ‘grey zone’ between clinical practice
and research®

e Showcase different approaches to the challenge, share and debate ideas,
discuss critical issues

e Support networking and strengthen collaboration between research and

quality leads ‘
e Identify principles and priorities to guide future work

e Formally document the discussion and circulate as a resource.

Engaging stakeholders

A broad range of critical partners and Victorian stakeholders were engaged to progress this work and prepare for the
Summit. These included:
e a2 Community of Practice, formed following expressions of interest via the Hospital Research Managers’ Committee
with representatives from 13 organisations

e the Hospital Research Managers’ Committee

e the Hospital Research Directors’ Forum

e the Victorian Clinical Governance Directors’ Forum

e Safer Care Victoria

e the Monash Partners Data Committee

e the Monash Partners Consumer Advisory Panel members

e the Victorian Aboriginal Community Controlled Health Organisation, and

e Academic and health service organisations affiliated with the Victorian Research Translation Centres.

4 Lee, S. S., Kelley, M., Cho, M. K., Kraft, S. A., James, C., Constantine, M., Meyer, A. N., Diekema, D., Capron, A. M., Wilfond, B. S., & Magnus, D. (2016). Adrift in

the Gray Zone: IRB Perspectives on Research in the Learning Health System. AJOB Empir Bioeth, 7(2), 125-134. https://doi.org/10.1080/23294515.2016.1155674
> Piasecki, J., & Dranseika, V. (2019). Research versus practice: The dilemmas of research ethics in the era of learning health-care systems. Bioethics, 33(5), 617-
624. https://doi.org/10.1111/bioe.1257

6 Willison, D. J., Ondrusek, N., Dawson, A., Emerson, C., Ferris, L. E., Saginur, R., Sampson, H., & Upshur, R. (2014). What makes public health studies ethical?
Dissolving the boundary between research and practice. BMC Med Ethics, 15, 61. https://doi.org/10.1186/1472-6939-15-61
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An ‘Invitation to Collaborate’ was circulated through these groups resulting in 112 responses. Summit invitations were sent
to ensure representation from all stakeholders across metropolitan, regional and rural settings.

Speakers and participants

There was broad representation from metropolitan, regional, and rural health organisations across Victoria. Attendees at
the summit (n=85) included a representation of Research Managers and Directors, Quality and Safety Leads, Consumer
Advisors, Data leads, Legal Officers, and leaders from key supporting organisations.

The keynote speakers were (in order from left to right on picture):

e Shainal Nathoo, CEO Outcome Health: the data lens

e Bernice Redley, Victorian Health Complaints Commissioner: the
legislative lens

e Jeremy Kenner, expert adviser for ethics, NHMRC: the ethics lens

e Leslie Arnott, Consumer Engagement Specialist, Centre for Digital
Transformation of Health, University of Melbourne : the consumer lens

e David Watters, Academic Surgeon, Director of Surgery, Safer Care Victoria: the clinician lens

e (not pictured) Nik Zeps, Director of Operations, Cancer Research Program, Monash University; Monash Partners
Clinical Research Facilitation Lead: the registry lens

Challenges explored

The keynote speakers highlighted a critical imperative for active collaboration to define a shared purpose. There is agreement that
current efforts to improve care and the health system are fragmented, delayed, and resource-intensive due to inappropriate and
inconsistent processes and interpretation of existing legislation relating to access and use of health data. Partnering with
consumers in addition to leadership in priority-setting is a necessary part of addressing the broader challenge.

Additional challenges include a need for:

e timely access to clinical and administrative data by clinical teams
e willingness to be held accountable
® appropriate infrastructure to support meaningful data collection and sharing, and

e guidance for health organisations in building systems to support these activities, noting they often inform research
questions, encourage innovation and support implementation of best practice.

Developing a shared understanding

There was agreement that current efforts to improve healthcare and the health system are fragmented, inefficient and resource-
intensive due to inappropriate and inconsistent processes and interpretation of existing legislation relating to access and use of
health data. Partnering with consumers and leadership in setting priorities were identified as a necessary part of addressing the
broader challenge.

Other priorities included clinicians having timely access to clinical and administrative data, appropriate infrastructure to support
meaningful data collection and sharing, and guidance for health organisations in building systems to support these activities.
Discussions prior to and during the Summit (using Mentimeter, case exemplars, small group activities) highlighted many barriers
to evaluating and improving care, which are described in Table 1 and 2 below.
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Table 1 Barriers to evaluating and improving care

Governance and processes

o Inconsistent definitions and pathways for QI/QA
and low-risk research across institutions.

for multi-site projects.

o Overlap and confusion between research
governance and quality governance.

o Need for clear, state-wide frameworks and
principles to guide ethical oversight.

o Calls for streamlined, centralised ethics and
governance processes.

o Project scope creep and unclear boundaries
between QA and research.

o Institutional requirements vary widely, creating
administrative burdens.

Resources and funding

o Limited staff time and funding to support QA/Ql
and registry activities.

quality initiatives.

sustain projects.
o Need for investment in data systems and
evaluation capacity.

o Smaller organisations face disproportionate
challenges due to limited internal support.

Data access and management

interoperability.
securely across sites.

responsibilities.

o Need for data sharing agreements and secure
platforms.

o Concerns about identifiability, especially in rare
conditions or small populations.

o lack of standardised approval processes, especially

o Lack of dedicated personnel and infrastructure for

o Resource constraints hinder the ability to scale or

o Fragmented health information systems and lack of
o Challenges in accessing, sharing, and storing data

o Inconsistent data governance policies and unclear

Collaboration and Communication

o]

o

Ethics and consent

o

Training and capability

o

o

Patient and consumer involvement

Barriers to collaboration include differing
governance structures and legal requirements.
Lack of visibility into ongoing projects leads to
duplication of effort.

Desire for more open forums, shared learnings, and
cross-site engagement.

Importance of executive leadership in fostering a
collaborative culture.

Suggestions for regular meetings and shared
platforms to enhance transparency.

Uncertainty about when ethics review is required,
especially for QA/QL.

Overly cautious approaches often push low-risk
projects into full ethics review.

Inconsistent interpretations of the Health Records
Act and NHMRC guidelines.

Challenges with consent processes, especially for
secondary data use.

Need for principles that balance ethical rigor with
practical feasibility.

Gaps in staff knowledge about governance pathways
and ethical requirements.

Need for education on project classification,
application processes, and data use.

Limited training in quality improvement
methodologies and data analysis.

Suggestions for case studies and examples to build
understanding.

Emphasis on embedding consumer perspectives in
quality assurance and research.

Calls for culturally safe approaches, especially for
Aboriginal and Torres Strait Islander communities.
Importance of transparency and public trust in data
use.

Desire to make findings accessible and relevant to
patients and communities.
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Table 2: Collaborative models in health care: strategies trialled in health services

Strategy

External strategic partnerships

Building relationships to
support internal collaboration

A shared vision with
organisational leadership

‘Super-connectors’ and
‘boundary-spanners’

Building capacity and
capability

Centralised educational
resources

Creating Learning
Collaboratives

Capture and share local
knowledge
Incentives

Systems: Improving project
visibility and workflow
between Quality and Research
activity

Utilisation of Champions

Summary of discussion and outcomes

Example
e For example academic institutions, Research Translation Centres
e Developing informal and formal communication channels between different parts
of the organisation
e Maintaining relationships that can enable opportunities to work together
® Supporting projects that align with organisational priorities and strategy
e Communication between different parts of the organisation
e Building trust through partnering and collaboration between sites
e Keyteam members who connect different areas of the organisation
e Enable development of a shared view of the problem
e Examples of defined embedded researcher positions, such as ‘Research
Translation Co-ordinator’, ‘Allied Health Research Lead’
e Using frameworks to build clinician improvement/researcher skills, incorporated
in position descriptions, at an organisation and discipline level
e Educational resources
e Optimising knowledge within the RGO to support project development
® Improving consistency of learning experiences regarding both Quality and
Research
e ‘Innovation Hubs’, with protected time to support staff to focus on project
activities
e Co-designing solutions and opportunities
® Research events to showcase work conducted in an organisation
e “Improvement Exchange” for sharing projects within the organisation
® For example prizes for project completion and sharing
e Adopting a single system for project development and governance across quality
and low risk research, replacing the use of multiple systems with limited visibility
o e.g. the Royal Children’s Hospital’'s REDCap based tool ‘DERP’ that allows for
RGO and Department Heads to view, approve, and monitor projects, run
reports on projects.
m  Can determine and assign those responsible for governance
m  Enables the Research Office to cease use of the QA Form in ERM
® ‘Non-HREC' review pathways: reviewing Quality and Low Risk Research with a
separate committee as a supportive and responsive tool for project leads
® For example, “Research Lead, Quality Lead and Data Lead” within each clinical
group to build capacity and capability- sustainably
o Leadership and growth from within the clinical service
e Aframeworkis required to enable these roles to work to full potential
e Fellowships (similar to champion model - with training and time to support

development of key skills that will build capability for others)

o Include Nursing and Allied Health in these programs
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Table 2: Key concepts and actions to emerge from the Summit discussions

Concept

Discussion points

Actions indicated

Improving healthcare and patient outcomes
is a shared responsibility that requires
commitment and collaboration.

® There was agreement that a supportive environment, infrastructure, and

culture is required for us to learn through essential quality, clinical quality
registry, and research activities.

Collaboration within and across organisations ensures that the expertise
of relevant disciplines is incorporated well, enhancing potential benefits
of all activities initiated.

o Opportunities and appetite for collaboration at all

levels
Clear and consistent education and processes

Leadership endorsement (SCV, CEOs) with cultural
guidance and active infrastructure support

All evaluation and improvement activities
must be designed and conducted ethically.

Process-bound semantics, used in distinguishing quality from research,
illustrate how inherited terminology locks organisations into outdated
ways of thinking, additionally creating barriers to progress because of the
legal, procedural, and cultural weight attached to each term (e.g. “it’s
just Quality”).

A clear description of a proposed activity may guide appropriate supports
and processes required to reach the desired outcome. Both quality and
research activities should be conducted with a high level of rigour and
strong methodology.

Standardised education re: designing research and
quality activities (including evaluation and
implementation)

Consistent ‘base-level’ project templates that
guide the developer to consider an ethical,
rigorous approach to their problem or question.

Clear and consistent organisational governance
processes particularly around clinical data use

Consumer involvement is essential to
improve care and achieve meaningful
outcomes.

Patients should expect to be advised of any findings that may directly
impact their care or outcomes.

Agreed processes regarding appropriate consent are needed.

A consistent process or platform advising patients how their data is being
utilised to improve care may assist in developing and maintaining public
trust.

Formulate consistent organisational processes to
engage consumers in evaluating and improving
care, including priority-setting

Determine acceptable method of disclosure and
activity that is expected by the community.

Leveraging the timely use of available quality
and safety data will support healthcare
improvement and research.

Using available data as a launchpad for research activity can improve
turnaround and real-world application.

o This additionally may reduce the perception that research in
healthcare settings is “too hard”.

Health service commitment to report and share
outcome data to identify gaps and variability

Infrastructure for clinical decision-making support
and capacity building re data

Summary of discussion and outcomes

Bridging Research and Quality SUMMIT

Page 6 of 10

10 February 2025


Leslie Arnott
Change to ‘involve’


Improved systems both within and across
organisations are necessary for future
growth.

Healthcare systems struggle to evolve with rapid technology growth and
meet the expectations of the public.

Better integration is needed for primary care and health service projects,
including a way for hospital Research Governance/Development Offices
to support this.

o Existing governance does not account for the different needs of
primary care and private hospitals.

Organisational ethical oversight and visibility across projects — including
incidents, complaints, responsibilities — must be available within clinical
systems.

The lack of frameworks and agreed systems between sites increases the
challenge for those who work across multiple organisations, and
unnecessarily delays projects involving data from multiple organisations.

o Reduce existing variability by applying a shared model.

Ongoing collaboration between work groups and
organisations to maintain up-to-date thinking

Consideration of Research Collaboration
Agreements in addition to Data Sharing
Agreements to reflect intellectual contribution to
multi-site activities

Use of parallel systems which ensure visibility,
oversight, and workflows for ‘everyday’ evaluation
and improvement activity (including low risk
research).

Agreed risk matrices and processes to ensure
consistency for multi-site project activity

Consistent, shared frameworks for
governance and data must be built within
clinical systems.

Frameworks will optimise the economic impact of projects, particularly
those relating to clinical quality registries.

o Initiatives such as a central hub to request, discuss and access
data may eradicate the ‘data wall’

Agreed frameworks will empower motivated people to enable change

Institutional approval for publishing quality activities is viable. It would
reduce unnecessary workload on Research Offices, and delays in
completion.

Data governance framework template with
minimum requirements to address, that supports
better data sharing processes and collaborations
ongoing

Education and support for Quality Office

Minimum requirements for organisational review
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Shared interpretation of key legislation and guidelines: clarifying myths

At the Bridging Research and Quality Summit, discussions with subject-matter experts has confirmed significant variation in the
understanding and interpretation of key legislation and guidance documents (e.g. Health Records Act' 2001). This was identified as
a barrier to progress of the overall initiative. Clarification has been provided by leaders to articulate these areas of
misunderstanding (i.e. ‘myths’).

MYTH #1: The ‘QA form’ in the Ethics Review Management (ERM) system is the required process for the review/ management
of quality projects.

There are other methods and systems that allow for improved project oversight across the organisation. This is an important step
to enabling visibility of project activity and governance requirements.

Myth #1 Clarification
It is not mandatory to use the ‘QA form’ in ERM to determine if quality activities require HREC review.

MYTH #2: All multi-site Quality Assurance activities must be reviewed by a Human Research Ethics Committee.

The QA form in ERM only allows for single-site submission and visibility. This has led to the assumption that all multi-site projects
should be sent for review by a Human Research Ethics Committee, particularly around data governance and security.

Myth #2 Clarification
It is not mandatory for multi-site Quality Assurance activities to be reviewed by an HREC.

MYTH #3: Any project leading to external publication/presentation of quality activity must be reviewed by HREC.

There is value in quality activities being shared with others via publication or conference presentations. The SQUIRE 2.0 guidelines
support appropriate authorship of well-planned, scientifically robust quality activities in journals. The challenge arises when
publishing this work if a formal ethics review did not occur, as this is a requirement imposed by journal editors. This has resulted
in various organisational approaches, including ‘blanket ‘rules’ that all quality projects must be reviewed by a Human Research
Ethics Committee in order to receive a letter to support publication. This generates significant work for the Research Office with a
relatively small proportion of quality activities ultimately published.

If appropriate oversight of the quality activity can be achieved through organisational processes (e.g. non-HREC pathways which
are explicitly outlined in the NHMRC National Statement of Ethical Conduct in Human Research 2025), or by operating
procedures, governance, standard processes) that address risk, a letter acknowledging this process will often meet the
requirements of journal editors. Templates for these types of letters are commonplace in large organisations across the world
where appropriate internal oversight has been developed.

Myth #3 Clarification
Most journals require evidence that appropriate processes were followed to comply with legislation and ethical
requirements. They will therefore publish articles on quality activities without HREC approval if they have evidence
that an appropriate institutional review process was followed.

MYTH #4: Projects that access and share data require direct consent from an individual. If this is not received, a waiver of the
requirement for consent must be sought from a Human Research Ethics Committee.

There is significant variability in the interpretation of the Health Records Act and the Statutory Guidelines on Research regarding
the Health Privacy Principles. This is in part due to the complexity of ‘primary’ vs ‘secondary’ use of data.

Myth #4 Clarification
Use of data (identifiable or unidentifiable) by people employed by or contracted by a health service to evaluate and
improve care does not require consent as it is a recognised activity under the Health Records Act.
However, guidance about the interpretation and application of the Act in practice are lacking.
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Agreement on key principles

Case studies were used to explore concepts to shape into shared Principles for evaluating and improving care.

Following further consultation and consensus, these Principles will underpin Victoria’s approach and ongoing commitment
to improving care.

Moving Principles into Actions

For transformational change in our processes that will enable continuous evaluation and improvement of care, the below
priorities have been identified to support sustainable infrastructure in Victoria’s health organisations. These will shape the
ongoing work conducted across health organisations.

Partner with key organisations, e.g. Safer Care Victoria, Research Translation Centres
#1 Partner & collaborate Engage with CEOs/health service leaders

Ongoing expanded Community of Practice

Principles for Evaluating and Improving Care

Co-design Appropriate disclosure & consent for quality activities
frameworks & tools (application of the Health Privacy Principles)
Shared project templates to ensure ethical by design

Standards for approving and publishing quality activities

Single system visibility for project activity
A model for non-HREC review

Pilot joint initiatives

Clinical Quality Registries in a Quality Framework

Data Governance Frameworks

Webinar series
Build capacity & Centralised information-sharing about initiatives and learnings

capability Case exemplars and Case Studies

Aligning education material & sources

Building sustainable infrastructure to evaluating and improving care

A series of working groups will be formed with engaged participants representing the range of stakeholders to construct key
documents and process templates to support increased consistency and high-quality project planning and governance.
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Appendix 1

Summit age

Monday 10th Feb

nda

ruary

Deakin University Downtown (Level 12, Tower 2, 727 Collins St Melbourne)

PROGRAM

Time

Topic

SESSION 1: Current state- navigating the grey

Zone

Welcome

e Acknowledgement of Country

e Overview of the day and 'Ground Rules’

e Setting the scene - the current state of play

Presenters/Chair

Chair: Carol Hodgson

Rachel Huxley, Executive Dean, Faculty of
Health, Deakin Uni

Carol Hodgson, Executive Director, Monash
Partners

Nik Zeps, Clinical Research Lead, Monash
Partners

Navigating to best care for Victorians
The consumer lens

Leslie Arnott, Consumer Representative

Driving towards best care for Victorians
The clinician lens

David Watters, Surgeon, Barwon Health;
Director of Surgery, Safer Care Victoria

Walking the fine line of trust and security
The legislative lens

Bernice Redley, Health Complaints
Commissioner, Victoria

Ethical oversight - the balance of responsibility
The ethical lens

Jeremy Kenner, Expert Advisor for Ethics,
NHMRC

11:00

MORNING TEA
SESSION 2: Strengthening collaboration,
sharing ideas

Chair: Carol Hodgson

Moving in the right direction together
Embedding research in health services

Nik Zeps

Speaker Q & A panel
Creating the vision and setting the direction

Chair - Nik Zeps
Session 1 speakers, and Shainal Nathoo, CEO,
Outcome Health

Health Services Panel

Exploring opportunities, enablers, innovations
Health service collaborative spotlight: Shared vision
in action

Chair - Jaclyn Bishop, East Grampians Health
Service

Austin Hospital, Western Health, Northern
Health, Peninsula Health, Colac Health
Melbourne Children’s Campus

1:00 LUNCH
1:45 SESSION 3: Workshop table activities and action planning
Small group activities to identify principles and Facilitators: Carol Hodgson & Nik Zeps
priorities
Coffee & Stretch
Paving the way forward
4:20 Closing remarks Carol Hodgson
4:30 CLOSE
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