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Abstract
Background
The Melbourne Genomics Health Alliance (the Alliance) is a collaboration of leading hospitals, research and academic organisations, supported by its member organisations and the Victorian Government. The Alliance was set up by its members in 2013 to steer the translation of genomics, making it an integral part of health care in Victoria, Australia. The Community Advisory Group (CAG) was formed soon after, to give input and advice across the program. This was to ensure consideration of community values, perspectives and priorities, and knowledge translation for patient care. The CAG was charged with providing a strong community voice for the duration of the program. Appointed members were experienced consumer advocates with developed connections to the community.

Main body
The Alliance progressed from an initial Demonstration Project (2013–2015) to a multifaceted program (2016–2020). The CAG worked strategically to help address complex issues, for example, communication, privacy, informed consent, ethics, patient experience, measurement and evaluation standards and policies, data storage and re-use of genomic data. Many aspects of translating genomics into routine care have been tackled, such as communicating with patients invited to have genomic testing, or their caregivers, and obtaining informed consent, clinical questions across 16 areas of health care, training and education of health and laboratory professionals, genomic data management and data-sharing. Evidence generated around clinical utility and cost-effectiveness led to government funding of testing for complex genetic conditions in children.

Conclusion
The CAG activities, recorded in a CAG-inspired Activity register, span the full spectrum of information sharing and consultation to co-design and partnership. The CAG were involved at multiple levels of participation and in all tiers of activity including governance, development of policies and procedures, program planning and evaluation. Working relationships were built up and a level of trust instilled to advance the Alliance work program in ensuring an effective patient-care model of delivery of genomics. CAG input into project deliverables has been tangible. Less tangible contributions included presentations at external meetings and conferences, direct interactions at meetings with Alliance members, interactions with visitors and external experts, taking part in consultations with experts, state and federal government.

Plain English summary
Melbourne Genomics Health Alliance was established in 2013 to steer genomics into health care in Victoria, Australia. The Community Advisory Group (CAG) was formed soon after to provide advice and insights from the patient perspective. The CAG has added value to the Alliance’s complex research-to-clinical service program of work over eight years to date. Following an explanation of the program, the CAG members identified priority areas and mechanisms for their involvement. Areas that members were involved in included: communication, visual identity and website, patient portal and its evaluation, information management, consent processes, laboratory requirements, tools for patient experience and quality of life measures, predictive health issues study, storage and sharing of data, databases, CAG Communication Plan, the Patient Guide, role with Victorian Government Department of Health and Human Services, implementation plan, workshop to upskill patient advocates, financial and strategic planning. Members also presented on the role of the CAG at conferences and symposia. The balanced, trusting relationship that developed between the CAG, the Program Team and its governance structure was of great value to and an achievement for the Alliance. CAG input into project deliverables and impact was recorded in a CAG inspired Activity Register and has been very tangible. Their less tangible contribution to the project is also important. Contributions included presentations at external meetings, direct interactions at annual meetings with Alliance members, interactions with visitors and external experts, taking part in consultations with experts, state and federal government. These provided opportunities to influence mindsets.
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Background
Genetics and genomics are rapidly developing highly technical areas of medicine including the study of a person’s genes and the technology needed for analysis and interpretation. Genomics raises complex ethical issues that require public involvement by individuals, families and communities from diverse populations to fully understand the ethical, social and economic implications [1]. The introduction of genomics into clinical medicine also requires clinicians to upskill to be both able to adequately inform their clinical care decisions and provide explanations of the risks and challenges of genetic information to their patients. Value can then be created when the quality of the health care and subsequent health outcomes are improved [1]. Patient and public involvement and engagement in health service delivery and research has become widely accepted in many countries such that the impact and contributions of different models of engagement can be compared [1]. The technical nature of the field means that this is a challenging area for meaningful involvement. A review of activities has identified that involvement includes different people from trial participants through to committee members as individuals and representatives of patient groups, and contributors to public debates. Furthermore, current genomic research covers a spectrum of activities and for different purposes [2].
An analysis of key literature on effective public participation in ‘health policy and planning’ identified three issues. The diversity of aims and forms of involvement methodologies used makes it difficult when considering ‘what is effective’; the definition of success depends on whose perspective is being considered; and identifying the endpoint to measure ‘outcome’ [3]. As an example, the United Kingdom (UK) 100,000 Genomes Project set out to sequence the genomes of 100,000 National Health Service patients, to inform clinical practice; together with a research-focused goal to provide data for ‘scientific discovery’ [4]. Public support is required for the program to encourage recruitment of participants as well as to advance genomic research into clinical practice [5]. This project incorporates extensive patient and public involvement and education activities and has a National Participant panel that acts as an advisory body to the Genomics England Board to ensure that the health data available for research is being looked after and respectfully used in the best interests of the participants [6]. A current UK study that sets out to collect genomic data from 10,000 autistic people and their families has drawn major criticism for failing to consult with the autism community [7]. This demonstrates the essential elements of communication and accountability with patient and community input to ensure consideration of community values, perspectives and priorities, as well as the sensitivity to and power of large-scale genomic projects [7].
Engaging patients in their care can lead to enhanced service delivery and clinical governance, and inform patient and provider education and policies [8]. Meaningful engagement of health consumers and the development of an evidence-base on the roles they play can be used to inform best practices in research [9]. Reasons for communities to be engaged in genomics policy and service delivery development include to identify areas of agreement and disagreement and to gain an understanding of underlying factors including broader community values and aligning practice recommendations with societal needs and expectations [10]. Being engaged can increase overall genetic literacy as guidance is provided on implementation, transparency, and quality and trustworthiness of policies and service delivery programs [10]. At the same time, it is important to understand patients’ and communities’ experiences of engagement, both in research and in health service delivery [11].
In clinical care, genomics has the power to assist in diagnosing diseases that have been hitherto difficult to diagnose [12], with the subsequent determination of effective treatments. It also has the potential for an important role in reproductive planning [13]. The data generated from genome sequencing can be stored and re-analysed as our knowledge of associations with health conditions increases and new treatments become available. It therefore has the potential to inform research and health care [14]. An objective of the Alliance was to forge a path forward for patients, clinicians and researchers to benefit from the enormous potential of genomics [15]. The CAG was created by the Alliance leadership at the beginning of the program to work as part of the governance structure [16] for the purpose of gaining community trust.
In this case study we describe the CAG’s role in working with the Project Management Team on governance, design of programs, making incremental improvements and problem solving, as well as in communicating the work of the Alliance (Table 1). In this program the genomic testing was performed as part of clinical testing for patients within the Alliance member hospitals. The Alliance is a service provider–research initiative to introduce genomics into clinical practice for public hospitals within the state of Victoria in Australia. Patients were asked to consent to being part of the research program to provide genomic testing as part of their clinical care, where the testing could potentially better inform and enhance their care. Each of the Alliance member hospitals have a consumer advisory committee that reports to the hospital board in line with the state of Victoria Partnering in Healthcare framework [17]. Hospitals in Australia are accredited against National Safety and Quality Standards one of which is ‘Partnering with Consumers’ [18]. A CAG was formed as part of the Alliance right from the beginning of the program. We present the ways in which the CAG has added value and its evolving role to become a partnership-focussed model of engagement [19].Table 1Clinical areas covered by the flagships in the Melbourne Genomics Alliance program, in infants, children and adults


	The five clinical areas included in the Demonstration Project phase were:

	 Hereditary neuropathies, conditions of the peripheral nervous system

	 Focal epilepsy

	 Hereditary colorectal cancer

	 Genetic conditions of childhood, in infants and children (Childhood Syndromes)

	 Bone marrow transplants in acute myeloid leukaemia (AML)

	The six clinical areas of the Flagships in phase one of Horizon One, during the period 2016 to 2018:

	 Immunology

	 Dilated cardiomyopathy

	 Congenital deafness

	 Complex care in children

	 Advanced non-Hodgkin lymphoma

	 Advanced solid cancers

	The five areas of the Flagships for phase two of Horizon One, during the period 2017 to 2019:

	 Bone marrow failure

	 Controlling superbugs – resistant microorganisms

	 Complex neurological and neurodegenerative diseases

	 Genetic kidney disease

	 Perinatal autopsy

	And ‘Additional findings’ project




Main body
About the Melbourne Genomics Health Alliance program of work (Table 1, Fig. 1)
In 2013, the Alliance was formed by two leading metropolitan hospitals together with research and academic organisations to inform and drive the widespread complex changes needed to bring genomic medicine to patients [20, 21]. The aim was to guide clinical management and improve health outcomes within a sustainable health system. The program is being run in three consecutive phases. In this paper we cover the first two phases, a demonstration phase (2014–2015) to demonstrate the value of genomic testing, and a broadened Horizon One (2016–2019). The Final Phase (2021–2024) further extends the work of the Alliance to hospitals across urban and regional Victoria [22].
Demonstration phase: effectiveness-implementation design
The rate of detection of mutations, the impact on patient care measured as the number of patients whose care changed in response to the test results and the nature of the change, and costs were determined in five different clinical areas (flagships), selected by consensus among the Alliance members [21]. Common policies, standards and procedures across hospitals were set up from selection of patients, genetic counselling and obtaining consent, through to return of sequencing results and associated changes in clinical management. A targeted analysis approach was used where known genes related to the patient’s condition (using predefined gene lists) were analysed to reduce the chances of additional findings not related to the current health care the patient was receiving. Workforce development was an important component, with experiential learning for diagnostic laboratory staff, clinical specialists, and genetic counsellors, raising ethical, legal and technical issues [21]. Management of patient, consumer, carer and family hopes and expectations, privacy and storage of genomic data as well as evaluation of patient experiences were priority areas for the program. It was important to understand the views and experiences of patients and families undergoing genomic sequencing, and to explore the impact of genomic sequencing on their lives. The participants received genetic counselling before and after genomic sequencing in addition to the usual clinical investigations.
Horizon one (Fig. 1)
Three additional metropolitan hospitals joined the Alliance with a call to members for new collaborative clinical projects. A competitive process was set up to instil greater trust in the process and motivation by the participating clinicians [21]. Projects were short-listed by external reviewers based on the criteria of clinical utility, potential cost effectiveness, feasibility and collaboration. A short-term committee that included a member of the CAG selected the final flagships to ensure there was breadth across disease areas and member hospitals. The Alliance continued to use a common approach to delivering services, harnessing the latest research, building health workers’ skills and knowledge and ensuring appropriate access to quality information [23]. Overall, people seemed more willing to reach agreement on decisions where the outcome—a policy, guideline or software—was subject to evaluation [21]. Evidence generated on benefits, clinical utility and cost-effectiveness led to Health Technology Assessment (HTA) approval to reimburse testing for complex genetic conditions in children. Across HTA systems, patient advocates have important roles in informing and supporting HTA processes to improve health outcomes for patients, by providing patient submissions and sitting on appraisal committees [24].
Genomic testing offers potential for developments in health care but also risks for the privacy and autonomy of individuals and their families [25, 26]. The resulting data can be analysed for reasons unrelated to the original reason for testing, including predictive information on future diseases [14]. Two projects focussed on pre-emptive “Additional Genomics Findings”, which are alterations in genes that are associated with medically actionable and serious conditions. One project offered parents of a child undergoing sequencing to detect the cause of bilateral hearing loss the opportunity to find out about other treatable and non-treatable conditions that occur in childhood [27]. The second offered adults whose diagnostic testing was complete the opportunity to have their data re-analysed for actionable conditions that occur in adulthood [14]. A member of the CAG was involved in this project.
About the Community Advisory Group (CAG)
The CAG members are experienced consumer advocates and come from the Alliance members’ community advisory committees and relevant community groups such as the Genetic Support Network Victoria, Chronic Illness Alliance, and Syndromes Without A Name Australia (SWAN). They have extensive background knowledge in the technical nature of genetics and genomics, quality of health care, and in medical research.
How the CAG was selected
The Executive Director/Program Lead and the Steering Committee member and first Chair of the CAG interviewed suggested members before inviting them to be on the CAG. CAG members brought knowledge regarding lived experience of disease, had differing roles in health care and policy and in working with diverse communities. They were able to represent broad groups of patients in Victoria. The CAG came with the attitude, as experienced community leaders, of ‘let’s work constructively together’ to enable a quality health service. The Alliance leadership were committed to having a successful CAG. CAG members were encouraged to be pro-active, willing to participate, allocate time and resources, and consistently undertake public participation. Patagonia and Ward propose that with sufficient knowledge to enable capacity to act, developing a strong relationship between themselves and others, and working together for ‘a common good’, such a group can develop trust and mutual respect [3].We developed our well-balanced relationships because of our previous experience base in working in community organisations and with government bodies where we learnt the skills required to best achieve mutual aims; the value placed on our contributions by Alliance staff; plus our inclusion as part of work plans and strategic planning. (CAG member)


CAG process
The CAG meets formally on a quarterly basis, and also contributed regularly through e-mail, attending working groups, special activities and events. From mid-2015, CAG members were paid a modest honorarium to acknowledge their input and commitment.
CAG roles and responsibilities
CAG roles and responsibilities were around governance (for example, strategic planning and reporting, patient information and support, informed consent, management of databases and sharing of data); design (website and patient information, forms, questionnaires, participant studies and evaluation); problem solving; and enabling communications (see Table 2).The CAG was able to connect us to the diversity we needed except in one instance, a project with diverse communities on data sharing. In the end we interviewed genetic counsellors working within the program. (Program Management Team member)

Table 2Key activity areas of Community Advisory Group


	In what activity
	How involved

	Governance
	Selection of Flagships (Horizon One); design of patient test report (Demonstration project); review of research

	Consent processes
	Participated in discussions on dynamic consent, design and content of clinical consent, Participant Information Sheet and Consent Form

	Communication, visual identity and website
	Provide contacts and access to patient networks for real stories that were the basis of media stories, provide speakers, helped with website design and provided examples, website content, feedback on brand identity

	Patient portal and evaluation
	Advised and reviewed patient surveys and return rates, portal content during development together with access and navigation, patient-facing materials and information (visual media, glossary, navigate your results section)

	Information management
	System planning, test tracking for patient-facing portal, incremental levels of information while test results pending

	Laboratory requirements
	Stressed right from start importance of use of accredited laboratories to provide genomic testing

	Tools for patient experience and quality of life measures
	Actively participated in discussions on tools, addressed cultural/language diversity; design, data collection and analysis of evaluation cycle

	Pre-emptive additional findings study
	One designated CAG member was active member of study [10]

	Storage and sharing of data, databases
	Actively participated in discussions, workshop

	CAG Communication Plan, the Patient Guide
	Co-design of materials

	Sharing role with Victorian Government Department of Health and Human Services
	Representative attended meetings as non-member

	Implementation plan
	Consultation on and input into plan [18]

	Workshop to inform/upskill patient advocates
	Co-design and participation in workshop

	Financial and strategic planning
	Lobbying state government, input into priorities for funding business case

	Presentations on the role of the CAG at external meetings
	Direct involvement of members

	Direct interactions with Alliance members at annual meetings
	Direct involvement of members

	Interactions with visitors and external experts
	Direct involvement of members

	Participation in consultations with external experts
	Direct involvement of members

	Final two-day symposium
	Direct involvement of members




Selecting areas of involvement by CAG members
At the first meeting the projects being undertaken by the Alliance were presented to the CAG for it to identify and prioritise what the CAG should and could be involved in. From there the mechanisms of engagement ranged from broad consultation to representation on working groups and participation in workshops. Participation as a group or individually was guided by the particular skills and knowledge of each of the CAG members. Community involvement is an iterative process that may not always be easy and needs time to grow. The roles of the CAG and its members varied in line with the Alliance program (see Fig. 1). Involvement covered the spectrum of levels from consultation through to co-design and partnership [28]. As the program developed, CAG members were kept informed of current activities by Program team members and received updates from flagships. In return they provided input and advice, took on aspects of the work for broader consultation and discussion, and endorsed actions, reports and documentation.The CAG has been key to the development of patient-centred genomics information for the website.” “CAG member input has been instrumental in understanding the information needs of patients when they are undergoing genomic testing. The CAG has also significantly assisted in the development of online surveys that enable the Alliance to understand patient preferences for providing additional health information to supplement a genomic test. (Information Management, and Information and Communication Technology (ICT) Project Manager)

[image: ../images/40900_2021_326_Fig1_HTML.png]
Fig. 1Community Advisory Group (CAG) activities throughout the work program of the Melbourne Genomics Health Alliance


Leadership commitment
The Alliance demonstrated its commitment to the CAG by appointing an eminent research professor and practising clinical geneticist as the Chair for the first year. In addressing our questions related to genomics, research and clinical applications she assisted the CAG in making informed contributions to the work of the Alliance. CAG members also contributed to lectures and symposia, were active participants in working groups and advisory committees, and took part in policy discussions. They also had the opportunity to suggest national and international visitors. These activities ensured the members were informed. For Horizon One an independent chair who was experienced at a high level of governance and had worked previously with consumers was appointed. A similar process to that of identifying the CAG members was undertaken.
Activity register
The CAG set up a self-reported activity register to monitor its contributions to the outcomes of the program (see Table 2). In its first two years, CAG members (six people) completed timesheets and logged 250 h of contributions. The register was used to report to Alliance members, and in speaking about the role of the CAG, for example in poster presentations at the International Society for Quality in Health Care (ISQuA) 2017 International Conference and at the Consumers’ Health Forum (CHF) Summit on ‘Shifting Gears’, in March 2021 [29, 30]. The latter informed the present paper.
Self-appraisal of the work of the CAG
At completion of Horizon One, a questionnaire was developed by a CAG member together with members of the Project Management Team. The purpose of the questionnaire was to provide feedback on the function of the CAG to date and to consider what changes may be needed for going forward (see Table 3). One identified omission was in providing orientation to the most recent member of the CAG, who joined at the beginning of Horizon One and when the existing members had settled into their ‘roles and responsibilities’.As a CAG, we have endeavoured to acquit ourselves to the best of our abilities according to individual skills, limitations around time, and availability—attending meetings, presentations and forums, responding to requests for experiential information through access to member networks, evaluating documents and public interfaces, and providing advice and assistance to the Project Team.” (CAG member)
We believe the input and advice we provided during Phase 1 was sound and well received, with many of the CAG’s recommendations having been taken on board and actioned. (CAG member)

Table 3Identified mechanisms for promoting CAG involvement and partnership, and lessons learned


	1. Careful selection of CAG members

	A good mix of expertise, advocacy and lived experience

	Firm commitment to working together—experienced in working in community organisations, and with government bodies where members learnt the skills required to achieve mutual aims

	Health equity focused

	The ability to give voice to consumer concerns; to communicate successfully with other professionals

	CAG members empowered to set program of work, as a CAG and individually where special interests lay

	2. Creating a receptive environment

	Use of democratic dialogue

	Independent chair who kept to time and structured meetings

	Set opportunities for interaction – regular defined meeting schedule; by e-mail between meetings

	CAG Chair and Project Management Team support

	Carefully selected co-ordinator from Project Team

	Consulted on approach to be taken before decisions made

	Flexibility in the levels and approaches of involvement

	Engaged in multiple ways, utilising individuals’ strengths

	Well prepared and informative presentations from Project Team

	Well-presented updates from Flagships

	Given time and opportunity to develop strong and trusting relationships

	Value seen to be placed on CAG contributions

	Activities register to record activities, enable identification of outcomes of involvement

	Built in reward mechanisms such honoraria, enabling workshop development, posters at conferences, presentations etc.

	3. Leadership commitment

	Commitment to and resources for CAG

	Leadership attended and actively involved in meetings

	CAG members attended and actively contributed to key Alliance external and visitor meetings and events

	Regular updates on the Program and funding

	Limitations, challenges and lessons learned

	No dissenting voice present

	No consideration of a more diverse membership including men, youth, members from culturally diverse backgrounds including Aboriginal and Torres Strait Islander people, and from rural and regional areas to provide additional aspects and points of view

	The need to establish credibility and overcome scepticism from some professionals; that our credentials and comments are valid

	Co-ordinators had different backgrounds (genetic counsellor, communications, then researcher) with unknown implications for the group

	No induction to the CAG for new members

	No mechanism to check impact and involvement across research activities

	No formal evaluation undertaken of the CAG and its place in the Alliance




Additional activities
The CAG played a strong community advocacy role for the Alliance, for example in providing patient stories for use in public communications, speaking with politicians, and providing informed input on government documents (both state and federal) as well as in their own spheres of activity.CAG’s support and input has been particularly important in helping convey the power of genomics to assist patients and their families. In this way, CAG has strengthened public communication of the Alliance’s work and the case for government funding. (Chair, Steering Committee, Demonstration phase)


Gaps in knowledge of local patient support groups about genomics was identified by CAG members as an area to address. The CAG worked with the Program Management Team to design and present a workshop aimed at upskilling patient advocates about genomics and related issues [31].
Impact
The CAG presented its input to the Alliance members during the Demonstration project [32].The members of the CAG provided really practical and useful insights into so many aspects of the Alliance’s work. Their involvement in media and educational activities, testing of a range of patient tools and surveys and contributions to the overall project plan were particularly valuable. (Clinical Project Manager)


At the end of Horizon One, the feedback from the Program Leader and her team was that the CAG input across the program resulted in better research and health care:The CAG influenced many of the decisions that were made and also the quality of the output in terms of ‘deliverables’. (Program Leader)


In the final questionnaire sent to CAG members, the Chair of the CAG stated:
“I have an appreciation of the challenges and opportunities facing genomics in Victoria and Australia and the critical role that the CAG plays in bringing consumer perspectives to the organisation’s deliberations and decisions. “The CAG is a high powered hard working committee where every member brings significant knowledge and intellect and a passion to contribute to the co-design of the Alliance’s policies and procedures, genomic information and communication. It is very collaborative, consultative and there is a high level of warmth, trust and respect amongst members for each other. The CAG reinforces the aim of patient centred care and partnering with consumers.


The CAG won the ‘Outstanding Achievement by a Volunteer – Better Care Victoria Innovation Award’ in the 2017 Minister for Health Volunteer Awards, in recognition of the group's innovation in bringing community views and advice to the implementation of genomics in health care [33].
Discussion
Widespread recognition now exists that patient involvement has the potential to improve the quality of decision-making and increase fairness, responsiveness and legitimacy of programs of work. Each initiative should be tailor-made in terms of whom to involve, how to involve them and how to value their contributions [34]. The strength of the CAG was the relationship it developed with the Program Management Team. This has been identified as a key factor in successful community engagement and involvement [35]. A literature review on relationship building for community-academic collaborations in health research and innovation was conducted in 2018 [36], finding that such relationships assist in better matching programs of work with societal values, needs and expectations. The gold standard requires open, transparent, trustful and ongoing relationships between community partners and researchers. There is a need for common goals – and to ensure that those needs and goals are made explicit. Common commitment to project goals is also important. Researchers need to explain their reasons for wanting to form a relationship; negotiate formal roles and expectations; disclose and share information; and keep community members informed about the findings. The partnership met these goals to varying degrees. This resonates with the analysis of effective participation in health policy and planning where ‘political’ commitment, partnership synergy, inclusiveness and deliberativeness are important [3]. Partnership synergy was defined as ‘the ability to work together by combining resources in order to produce an output that cannot otherwise be achieved by single agents’ [3]. Such synergy requires a quality working relationship, trust and a degree of shared identity in searching for a group solution. ‘Deliberativeness’ refers to the quality of the discussion on issues under question and the quality of the information provided [3]. The CAG was invariably provided with clear presentations and materials to inform discussions, contributing to our willingness to work, to listen and provide our input.
Personal qualities and competence are an important part of relationship building, from the beginning to the end of any collaborative partnership. Within the Alliance goodwill was shown to community partners, for example in running the workshop for patient groups, and through the many interactions over the course of the program including informal contacts. The efforts of the CAG were also rewarded as evidenced by their successful nomination for a Ministerial award, and through assisting with preparation of posters and presentations. This led to empowerment of members of the CAG and the ability to communicate informatively, aspects that Stallings [37] identified as being important. The CAG provided a constant reminder to the Project team of patient values and their importance in decision making [38]. Medical research should benefit society at large. Involving the community may not only increase the quality, but can also push research towards generating greater societal benefits and relevant outcomes for the community [39]. Health care planning and having to make specific decisions through being presented with available alternatives, may prompt patients to consider or reconsider stated values, particularly as circumstances change. Involvement of family members and cultural norms are important factors [36], particularly in the area of genomics where values other than in addressing an individual’s own needs may be factored in when making decisions.
A partnership approach with trusted relationships can accomplish a shared understanding of public involvement in research among different stakeholders and embed a sustainable and meaningful implementation of public involvement activities [39]. The CAG Activity register highlighted the diversity of CAG contributions to the Melbourne Genomics program. In the earlier stages of the program, where an objective of the program was to find answers and possible solutions for patients, they contributed to resources and tools for participants. Later in the program they partnered with the Project Management Team in outward looking activities such as the workshop for patient advocates, interacting with external experts and presentations at symposia.
In large complex clinical studies, in which multiple partner organizations are involved, we tend to forget that our joint effort is not just scientific research or making a new test available, it is finding actual medical solutions for patients. The work of the CAG provided a constant reminder of this goal. Community involvement may not always be easy and needs time to grow. But as the feedback from the Alliance team illustrates, it is an enriching experience for community members, the Program Management Team, clinicians and researchers. Benefits were broader than the scope of the program. Today, there is uniform appreciation for the important contributions of the CAG in ensuring a patient-care design across the program, with this model being adopted by other collaborations in genomics around Australia. The group is helping to build an aware and engaged community, which will be essential to genomic medicine becoming part of everyday health care.
Strengths and enablers of the Alliance CAG (Table 3)
The strong governance structure of the Alliance provided a firm foundation for the CAG and supported it in its work. Strong organisational support was provided, with one Program Team member responsible for the administration of the CAG and in preparing meetings and consultations.
Active attendance at CAG meetings by the Executive Director and Team Leader of the Program Management Team meant that executive level support was evident, and that the CAG was kept informed. The collaborative spirit of the Program Team was also evident at meetings and in presentations given by Flagship representatives. Of equal importance was the commitment given by experienced CAG members to the Alliance, and their links to their communities, resulting in better research and health care.
Consumer and community engagement in research is increasingly valued in a contemporary health care environment that seeks to genuinely partner with consumers and the wider community.
There was clearly a commitment to patient involvement from the key research leads from the outset of the study, but with less knowledge of what good patient involvement looks like. Establishing such a group and fully integrating it with the activities across the Alliance required proactive effort.
Having senior management and executives recognise and advocate for the importance of patient involvement from the start of the program fostered a sense of empowerment and commitment among CAG members and ensured sustainability of the community engagement.
Allowing time to plan was valuable, where the CAG and its individual members elected where they wanted to be involved and how. There was also a flexible approach to interactions, with face-to-face meetings as a group and in smaller groups, telephone and internet calls, and tasks undertaken by e-mail. At a structural level, resources were allocated in the form of honoraria and expenses paid and a CAG co-ordinator position was established to show organisational commitment (see [9]).
Limitations
Some CAG members had no formal training in genomics and the scientific aspects relevant to the Alliance program to prepare them for their role. The first CAG Chair spent a great deal of time answering questions of CAG members on clinical utility of genomics and related topics. Members were able to attend Alliance events including lectures and were on working groups that helped increase their knowledge through background reading. It was also difficult for a new member joining the CAG after the Demonstration phase.
Lack of diversity among consumer representatives—including from Aboriginal and Torres Strait Island communities—will have to be addressed as the Alliance moves forward in its work [40]. As identified by Anderst [9], this is a general problem in Australia despite its diverse population. CAG members were able to connect the Program Team to diverse community groups that they had connections to, and alert the team to the need to consult with diverse communities through their leaders.
The CAG monitored its own activities through the Activity registry. No formal evaluation of the CAG was undertaken. Monitoring and evaluation with locally relevant questions is important to ensure meaningful and collaborative engagement, as demonstrated in Canada [41]. Evaluation was paramount in other aspects of the program where people across the Alliance seemed more willing to reach agreement on decisions where the outcome—a policy, guideline or software—would be subject to evaluation, with the possibility of positive adaptations and changes in approaches in the future [21]. Could this same principle also apply to community engagement? As Han 2021 has highlighted [11], this is an evolving area for community engagement. As part of the final phase of the Alliance work a formal evaluation of the CAG is planned.
The CAG was an advisory group to the Alliance Management Team with limited ability to influence flagships once undertaking their areas of incorporating genomics into clinical services, although the CAG may have acted as a role model for them within their health services. Greater communication pathways within the Alliance [21] may have overcome this limitation.
Conclusions
The CAG added value to the clinical service-research genomic program of work, right from the beginning through to completion of the program. The balanced trusting relationship that developed between the CAG, the Program Team and its governance structure has been of great value and a significant achievement for the Alliance. CAG input into project deliverables, particularly in the Demonstration phase, was very tangible. Their less tangible contributions to the project were also important. Contributions included presentations at annual meetings, direct interactions at those meetings with the Alliance members, and interactions with visitors and external experts. Taking part in consultations with external experts and with representatives from state and federal governments may also have influenced mindsets. The model of involvement worked well for our research-to-clinical service genomics program of work.
The CAG activities followed the full spectrum of information sharing and consultation through to co-design and partnership. The CAG made multifaceted contributions to the work of the Alliance by being involved at several levels of participation and in all tiers of activity including governance, development of policy and procedures, planning and evaluation. The CAG members became an accepted part of the Alliance, by its leadership and Program Team through their contributions both as a group and as individuals. The CAG members drew on their contacts in their communities and applied their skills and knowledge to many aspects of the work. With leadership commitment, working relationships have been built and a level of trust instilled [42] to work toward ensuring a patient-care model of delivery of genomics.
Acknowledgements
The authors thanks Liat Watson for her active participation in the CAG during the Demonstration phase of the project and for her comments on the manuscript; and Chriselle Hickerton for her helpful comments on the manuscript.

Authors' contributions
Each author took an active role in the work of the CAG as reported in this paper; and contributed to discussions and the preparation of the manuscript. All authors read and approved the final manuscript.

Funding
The authors did not receive compensation for preparing this paper. The Melbourne Genomics Health Alliance is funded by the State Government of Victoria and the 10 member organisations.

Availability of data and materials
The data that support the findings in this study are available from the corresponding author upon reasonable request.

Declarations
Ethics approval and consent to participate
The Human Research Ethics Committee of Melbourne Health ensures the work of the Alliance complies with relevant State and Federal laws governing research. https://​www.​melbournegenomic​s.​org.​au/​about-us/​how-are-we-governed

Consent for publication
Not applicable.

Competing interests
The authors state they have no competing interests.

Authors' information
This paper was initiated by the lead author, who collated meeting minutes, contents of the ‘Activities register’, CAG presentations and Alliance reports. A poster presentation was given at the Consumers Health Forum (CHF) first Australian and New Zealand Summit on consumer leadership and experience in health care (18–19 March 2021) (https://​chf.​org.​au/​events/​chf-summit-2021-shifting-gears). The poster had input from all the authors of this case report and is the basis of the present paper. Members of the Project Management Team made valuable contributions to the preparation of this manuscript.


References
	1.
Avard D, Knoppers BM. Genomic medicine: considerations for health professionals and the public. Genome Med. 2009;1:25. https://​doi.​org/​10.​1186/​gm25.CrossrefPubMedPubMedCentral

	2.
Nunn JS, Tiller J, Fransquet P, Lacaze P. Public involvement in global genomics research: a scoping review. Front Public Health. 2019;9(7):79. https://​doi.​org/​10.​3389/​fpubh.​2019.​00079.Crossref

	3.
Pagatpatan CP, Ward PR. Understanding the factors that make public participation effective in health policy and planning: a realist synthesis. Aust J Prim Health. 2017;23(6):516–30. https://​doi.​org/​10.​1071/​PY16129.CrossrefPubMed

	4.
Samuel GN, Bobbie FB. Genomics England’s implementation of its public engagement strategy: blurred boundaries between engagement for the United Kingdom’s 100,000 genomes project and the need for public support. Public Underst Sci. 2018;27(3):352–64. https://​doi.​org/​10.​1177/​0963662517747200​.CrossrefPubMed

	5.
Samuel GN, Bobbie Farsides B. The UK’s 100,000 Genomes Project: manifesting policymakers’ expectations. New Genet Soc. 2017;36(4):336–53. https://​doi.​org/​10.​1080/​14636778.​2017.​1370671.CrossrefPubMedPubMedCentral

	6.
Genomics England. The 100,000 genomes project. The National Participant Panel. https://​www.​genomicsengland.​co.​uk/​participant-panel/​. Page last updated: 2021. Accessed 1 September 2021.

	7.
Sanderson K. High-profile autism genetics project paused amid backlash. Nature. 2021;598:17–8. https://​doi.​org/​10.​1038/​d41586-021-02602-7.CrossrefPubMed

	8.
Bombard Y, Baker GR, Orlando E, Fancott C, Bhatia P, Casalino S, et al. Engaging patients to improve quality of care: a systematic review. BMC Implement Sci. 2018;13(1):98. https://​doi.​org/​10.​1186/​s13012-018-0784-z.Crossref

	9.
Anderst A, Conroy K, Fairbrother G, Hallam L, McPhail A, Taylor V. Engaging consumers in health research: a narrative review. Aust Health Rev. 2020;44(5):806–13. https://​doi.​org/​10.​1071/​AH19202.CrossrefPubMed

	10.
Lemke AA, Harris-Wai JN. Stakeholder engagement in policy development: challenges and opportunities for human genomics. Genet Med. 2015;17(12):949–57. https://​doi.​org/​10.​1038/​gim.​2015.​8.CrossrefPubMedPubMedCentral

	11.
Han H-R, Xu A, Mendez KJW, Okoye S, Cudjoe J, Bahouth M, et al. Exploring community engaged research experiences and preferences: a multi-level qualitative investigation. Res Involv Engagem. 2021;7:19. https://​doi.​org/​10.​1186/​s40900-021-00261-6.CrossrefPubMedPubMedCentral

	12.
Tan TY, Dillon OJ, Stark Z, Schofield D, Alam K, Shrestha R, et al. Diagnostic impact and cost-effectiveness of whole-exome sequencing for ambulant children with suspected monogenic conditions. JAMA Pediatr. 2017;171(9):855–62. https://​doi.​org/​10.​1001/​jamapediatrics.​2017.​1755.CrossrefPubMedPubMedCentral

	13.
Stark Z, Tan TY, Chong B, Brett GR, Yap P, Walsh M, et al. A prospective evaluation of whole-exome sequencing as a first-tier molecular test in infants with suspected monogenic disorders. Genet Med. 2016;18(11):1090–6. https://​doi.​org/​10.​1038/​gim.​2016.​1.CrossrefPubMed

	14.
Martyn M, Kanga-Parabia A, Lynch E, James PA, Macciocca I, Trainer HA, et al. A novel approach to offering additional genomic findings: a protocol to test a two-step approach in the healthcare system. J Genet Couns. 2019;28(2):388–97. https://​doi.​org/​10.​1002/​jgc4.​1102.CrossrefPubMed

	15.
Stark Z, Schofield D, Alam K, Wilson W, Mupfeki N, Macciocca I, et al. Prospective comparison of the cost-effectiveness of the clinical whole exome sequencing to usual care overwhelmingly supports early use and reimbursement. Genet Med. 2017;19(8):867–74. https://​doi.​org/​10.​1038/​gim.​2016.​221.CrossrefPubMed

	16.
Melbourne Genomics Health Alliance. How we are governed? 2014–2021. https://​www.​melbournegenomic​s.​org.​au/​about-us/​how-are-we-governed. Accessed 11 September 2020.

	17.
Victorian Agency for Health Information and Safer Care Victoria. Partnering in healthcare framework. Page last updated 19 December 2020. https://​www.​bettersafercare.​vic.​gov.​au/​support-and-training/​partnering-with-consumers/​pih. Accessed 17 February 2021.

	18.
Australian Commission on Safety and Quality in Health Care. Partnering with Consumers Standard, National Safety and Quality Health Service Standards. https://​www.​safetyandquality​.​gov.​au/​standards/​nsqhs-standards/​partnering-consumers-standard. Page last updated: 2019. Accessed 1 September 2021.

	19.
Greenhalgh T, Hinton L, Finlay T, Macfarlane A, Fahy N, Clyde B, Chant A. Frameworks for supporting patient and public involvement in research: systematic review and co-design pilot. Health Expect. 2019;22(4):785–801. https://​doi.​org/​10.​1111/​hex.​12888.CrossrefPubMedPubMedCentral

	20.
Melbourne Genomics Health Alliance. What is the Alliance? 2014–2021. https://​www.​melbournegenomic​s.​org.​au/​about-us/​what-alliance. Accessed 28 January 2021.

	21.
Gaff C, Winship IM, Forrest SM, Hansen DP, Clark J, Waring PM, et al. Preparing for genomic medicine: a real world demonstration of the future. NPJ Genomic Med. 2017. https://​doi.​org/​10.​1038/​s41525-017-0017-4.Crossref

	22.
Melbourne Genomics Health Alliance. Final phase: 2021 to 2024. https://​www.​melbournegenomic​s.​org.​au/​our-work/​final-phase-2021-2024. Page last updated: 2021. Accessed 1 September 2021.

	23.
Martyn M, McClaren B, Janinski M, Lynch E, Cunningham F, Gaff C. “It’s something I’ve committed to longer term”: the impact of an immersion program for physicians on adoption of genomic medicine. Patient Educ Couns. 2021;104(3):480–8. https://​doi.​org/​10.​1016/​j.​pec.​2020.​10.​013.CrossrefPubMed

	24.
Wale JL, Thomas S, Hamerlijnck D, Hollander R, et al. Patients and public are important stakeholders in health technology assessment but the level of involvement is low—a call to action. Res Involv Engagem. 2021;7:1. https://​doi.​org/​10.​1186/​s40900-020-00248-9.CrossrefPubMedPubMedCentral

	25.
Clayton EW, Halverson CM, Sathe NA, Malin BA. A systematic literature review of individuals’ perspectives on privacy and genetic information in the United States. PLOS ONE. 2018. https://​doi.​org/​10.​1371/​journal.​pone.​0204417.CrossrefPubMedPubMedCentral

	26.
Bonomi L, Huang Y, Ohno-Machado L. Privacy challenges and research opportunities for genomic data sharing. Nat Genet. 2020;52:646–54. https://​doi.​org/​10.​1038/​s41588-020-0651-0.CrossrefPubMedPubMedCentral

	27.
Downie L, Halliday J, Burt R, et al. Exome sequencing in infants with congenital hearing impairment: a population-based cohort study. Eur J Hum Genet. 2020;28:587–96. https://​doi.​org/​10.​1038/​s41431-019-0553-8.CrossrefPubMed

	28.
IAP2 International Association for Public Participation. IAP2 Spectrum of Public Participation. IAP2 International Federation 2018. https://​iap2.​org.​au/​wp-content/​uploads/​2020/​01/​2018_​IAP2_​Spectrum.​pdf. Accessed 11 September 2020.

	29.
Consumers Health Forum of Australia (CHF). CHF Summit 2021: Shifting Gears https://​chf.​org.​au/​events/​chf-summit-2021-shifting-gears. Page last updated: March 2021. Accessed 15 September 2021.

	30.
The International Society for Quality in Health Care (ISQua) Programme 2017. https://​isqua.​org/​images/​PDFs/​ISQua-programme-2017-web.​pdf. Page last updated: 2017. Accessed 15 September 2021.

	31.
Melbourne Genomics Health Alliance. Community and patient resources. Introducing Genomics—Powerpoint presentation. Workshop. December 2018. https://​www.​melbournegenomic​s.​org.​au/​patients/​community-and-patient-resources Accessed 28 January 2021.

	32.
Di Pietro L, Renton H, Sahhar M, Wale J, Walker C, Watson L. An Ounce of Prevention: The impact of early community engagement on Phase 1 of the MGHA. Internal document 25 January 2017. https://​www.​melbournegenomic​s.​org.​au/​sites/​default/​files/​Melbourne%20​Genomics%20​Community%20​Advisory%20​Group%20​Report%20​-%20​June%20​2016_​0.​pdf. Accessed April 2021.

	33.
Melbourne Genomics Health Alliance. Community Advisory Group wins Health Minister’s Volunteer Award. 23 May 2017. https://​www.​melbournegenomic​s.​org.​au/​news/​community-advisory-group-wins-health-ministers-volunteer-award. Accessed 28 January 2021.

	34.
de Graaff B, Kleinhout-Vliek T, Van de Bovenkamp H. In the works: Patient and public involvement and engagement in healthcare decision-making. Health Expect. 2021. https://​doi.​org/​10.​1111/​hex.​13339.CrossrefPubMed

	35.
de Wit M, Cooper C, Tugwell P, Bere N, Kirwan J, Conaghan PG, et al. Practical guidance for engaging patients in health research, treatment guidelines and regulatory processes: results of an expert group meeting organized by the World Health Organization (WHO) and the European Society for Clinical and Economic Aspects of Osteoporosis, Osteoarthritis and Musculoskeletal Diseases (ESCEO). Aging Clin Exp Res. 2019;31(7):905–15. https://​doi.​org/​10.​1007/​s40520-019-01193-8.CrossrefPubMedPubMedCentral

	36.
Chak CM. MATEC web of conferences 215, 02002. ICTIS 2018. https://​doi.​org/​10.​1051/​matecconf/​201821502002. Accessed January 2021.

	37.
Stallings SC, Boyer AP, Joosten YA, Novak LL, Richmond A, Vaughn YC, Wilkins CH. A taxonomy of impacts on clinical and translational research from community stakeholder engagement. Health Expect. 2019;22(4):731–42. https://​doi.​org/​10.​1111/​hex.​12937.CrossrefPubMedPubMedCentral

	38.
Armstrong MJ, Mullins CD. Value assessment at the point of care: incorporating patient values throughout care delivery and a draft taxonomy of patient values. Value Health. 2017;20(2):292–5. https://​doi.​org/​10.​1016/​j.​jval.​2016.​11.​008.CrossrefPubMedPubMedCentral

	39.
Kaisler RE, Missbach B. Co-creating a patient and public involvement and engagement “how to” guide for researchers. Res Involv Engagem. 2020;6:32. https://​doi.​org/​10.​1186/​s40900-020-00208-3.CrossrefPubMedPubMedCentral

	40.
Matthew SS, Barwell J, Khan N, Lynch E, Parker M, Qureshi N. Inclusion of diverse populations in genomic research and health services: Genomix workshop report. J Community Genet. 2017;8(4):267–73. https://​doi.​org/​10.​1007/​s12687-017-0317-5.Crossref

	41.
Vat LE, Warren M, Goold S, Davidge EB, Porter N, Schuitmaker-Warnaar TJ, et al. Giving patients a voice: a participatory evaluation of patient engagement in Newfoundland and Labrador Health Research. Res Involv Engagem. 2020;6:39. https://​doi.​org/​10.​1186/​s40900-020-00206-5.CrossrefPubMedPubMedCentral

	42.
Gilson L. Trust in health care: theoretical perspectives and research needs. J Health Organ Manag. 2006;20(5):359–75. https://​doi.​org/​10.​1108/​1477726061070176​8.CrossrefPubMed



Publisher's Note
Springer Nature remains neutral with regard to jurisdictional claims in published maps and institutional affiliations.


OEBPS/navigation.xhtml

    
      Contents


      
        		Making community voices heard in a research–health service alliance, the evolving role of the Community Advisory Group: a case study from the members’ perspective


      


    
    
      Landmarks


      
        		Body Matter


      


    
  

OEBPS/css/envelope.png





OEBPS/images/40900_2021_326_Fig1_HTML.png
CAG formed

! ! !

}

Website Evaluations Website ; :
Communication Workforce Evaluation Symposium zzt;r:t;(:;:jt?on
plans Advice
Selection of areas of interest Patient Select Flagships Diversity plan Selection Flagships Flagship results
Research reports perspectives CAG Report Qol/clinical Additional Findings reporting
Consent forms report Alliance Report utility Test result reports Presentations
Evaluation plan development Participant Information Workshop

survey Management





OEBPS/css/sidebar.gif





