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Introduction

The alarming state of ill-health and the health disparities experienced by indigenous people, including Canada’s indigenous population, have been widely documented.  The Canadian Senate Standing Committee on Social Affairs, Science and Technology in Volume six of their 2002 report states, “The Committee believes that research is perhaps the most important element that will help improve the health status of Aboriginal Canadians.”  In addition, the World Health Organization asserts the importance of health information, including research; in order for health equity approaches to be successful, systematic health and demographic information on marginalized and disadvantaged groups, including indigenous and tribal peoples, is needed (WHO, 2002).  At the same time, the increasing calls of indigenous and tribal peoples to be centrally involved in decisions affecting their health have to be heeded.  
Concurrent with the recognition that interventions based on research results will ameliorate health disparities, has been an increasing awareness of the harmful and unethical research practices brought by outside researchers into indigenous (Aboriginal people in Canada) communities.  The case of the Nuu-chah-nulth people whose blood was drawn for health research (be more explicit) and was used instead to establish ancestry is an exemplar of these practices (Wiwichar, 2000).  The result has been intense suspicion of research and reluctance of Aboriginal people to participate in research that may be beneficial.  
The CIHR and Research Protections

Since its inception in June 2000, the Canadian Institutes of Health Research (CIHR) has embraced an ambitious mission – to create and translate new knowledge to improve the health of Canadians, provide more effective health products and services and strengthen Canada’s health care system.  As Canada’s premier funding agency for health research, CIHR provides stability and ensures an environment in which the research community can explore new scientific frontiers, nurture research talent of the highest caliber, foster partnerships and public engagement, generate exciting research breakthroughs, influence health policy and practice, commercialize new products and procedures and improve health outcomes. 
As one of the 13 founding institutes of the CIHR, the Institute of Aboriginal People’s Health (IAPH) is dedicated to leading an advanced research agenda in Aboriginal health.  The profile of the IAPH includes support and promotion of health research that has a positive impact on the mental, physical, emotional and spiritual health of Aboriginal people at all life stages. The IAPH is the only national Aboriginal or indigenous health institute in the world, devoted to the advancement of holistic and multidisciplinary health research for indigenous people.
In 1998 the Tri-Council Policy Statement:  Ethical Conduct for Research Involving Humans (TCPS) was formally adopted by Canada’s three federal research granting agencies: the Medical Research Council (now the Canadian Institutes of Health Research), the Natural Sciences and Engineering Research Council, and the Social Sciences and Humanities Research Council. The new policy was intended to express “the continuing commitment by the three Councils to the people of Canada, to promote the ethical conduct of research involving human subjects” (TCPS p i.1). The policy statement, expressed in the form of guidelines for researchers is intended to protect the health, safety and human rights of research participants. The guidelines do not have a statutory basis and compliance is voluntary, however, the Councils will only consider funding for researchers and institutions which certify compliance with the policy.  

Section 6 of the TCPS was intended to deal with research involving Aboriginal peoples.  Since the adoption of the policy, there has been a general acknowledgement that Section 6 required further development.  In fact a statement indicating insufficient consultation had taken place during the development of the policy was included in a preamble to this section.  As a result, Section 6 is considered as a set of “best practices” and is inconsistent with the more directive tone of the remainder of the policy.  

Since 1998, the research guidelines have been implemented within the wider research community; however, Aboriginal participants and their respective communities have lacked adequate protections. Communities may be placed at risk when members participate in research designed to produce information about the community. The autonomy and collective decision making of Aboriginal communities are not addressed in the research guidelines leaving communities feeling vulnerable. Other developed countries such as Australia and New Zealand with significant indigenous populations have successfully developed indigenous specific research guidelines. Previous Canadian attempts to develop Aboriginal research guidelines have been unsuccessful due to a lack of Aboriginal involvement in the process to ensure policy relevance and appropriateness and insufficient understanding of Aboriginal culture and values surrounding research. The absence of a systematic approach that involves Aboriginal peoples both in the consultations and management of the policy development has been one of the main contributors to unsuccessful policy development. Additionally, the lack of attention to the dynamics involved in management of the policy development process has the potential to adversely affect the successful development and implementation of indigenous policy initiatives.  

Canada’s decision in 2000 to establish an institute (IAPH) devoted to the advancement of indigenous health research, as a part of the national Canadian Institutes of Health Research, responded not only to its own domestic health disparities but also the United Nations position on the need for continued improvements in the health of indigenous peoples (UN, 1994). The expected long term outcome of CIHR funded health research is to improve the health of Aboriginal people. The CIHR considers the active participation of Aboriginal communities integral to the research process.  To respond to this new opportunity for involvement in decision making and setting the Aboriginal research agenda, stakeholders would have to be involved in the development of culturally appropriate research guidelines. Guidelines which will ensure culturally competent research that is protective of the health, safety and human rights of Aboriginal people, while at the same time promoting research, are necessary.  Although there is a body of North American literature on indigenous policy development and the need for Indigenous participation, e.g., Cobin and Hsu (1998) and Cornell (2004), practical guidance on how to approach or manage indigenous policy development initiatives has attracted little attention.  Within this overall context, experience from this Canadian initiative may provide assistance to those organizations or jurisdictions who wish to develop indigenous policy given the need for stakeholders involvement.  
In the context of managing an advisory body to provide advice and steering for the development of policy, teambuilding is thought to be essential. Teambuilding is a method designed to help teams operate more effectively by improving internal communication and problem-solving skills. Understanding the dynamics of team work and those factors that facilitate or impede its functioning is essential to better understanding of project management in the indigenous policy development context. The work of Cobin and Hsu (1998) focuses on the driving and restraining forces that bear on the establishment and maintenance of partnerships involving traditional medicine. Expanding the application of those forces and teambuilding to the management and policy development arena facilitates the development of a framework that could be useful in the management of indigenous projects. This policy development (CLARIFY WHICH) initiative can provide practical guidance to organizations wishing to develop indigenous policy in a collaborative and inclusive fashion by identifying factors that will facilitate or impede policy development in the indigenous context.     

Key Considerations for Policy Development
Public consultations on public policy have become de rigueur for governmental agencies. The public has expectations to be consulted as a part of ongoing stakeholder engagement as public policy is being discussed and developed; consultations also serve as a method of accountability for publicly funded services (Gregory, 2003).  Stakeholder consultation should be seen not only as a requirement but also undertaken to ensure that public policy reflects the needs of stakeholders.  Two of the greatest challenges to the development of Aboriginal policy are: first, to ensure that the policy meets the needs of the Aboriginal population and is culturally appropriate; and second, that the policy development process engages stakeholders to ensure its ongoing relevancy.
Over the long term, successful organization performance requires the establishment of a mutually satisfactory relationship with a broad range of stakeholders.  An organization is considered a vehicle to advance the interest of stakeholders and to respond to their concerns (Donaldson, 2002).  The establishment of a trust relationship with stakeholders is an essential antecedent to collaborative planning (Petersen, Ragatz and Monczka, 2005).  Similarly, Ryan and Buchholtz (2001) explored trust/risk decision-making model in the context of shareholder investment decisions, and concluded that trust is an antecedent to risk evaluation in shareholder decision making.  The Aboriginal community has long considered trust as an essential element of relationships with bodies external to the community.  Supporting this premise is a limited body of evidence in indigenous and international literature emphasizing the importance of stakeholder trust and involvement in health policy development (Cobin and Hsu, 1998; Cornell, 2004; WHO, 2002).  Thus, the management of stakeholder relations is a critical factor for successful development of Aboriginal policy.  
In the context of creation of a committee to provide advice and project steering, management is a key consideration. Mangelsdorff (2001) defines management as the process of setting and achieving the goals of the organization through the functions of management: planning, organizing, directing (or leading), and controlling.  These managerial functions are generally carried out in the context of supervising employees or teams empowered to establish their objectives, to make decisions about how to achieve those objectives, to undertake the tasks required to meet them, and to be accountable for their results.  Empowerment is the delegation of authority to an individual or team and includes autonomy, trust and encouragement to make the decisions necessary to accomplish the job.  The efficacy of team decision making outcomes is a critical measure of performance (Wagner and Hollenbeck, 1998).  

The issues of stakeholder consultations, trust relationships with stakeholders and project management including the group dynamics are concerned with the impact of certain factors such as communications, resources, cultural competency, sensitivity and diversity of beliefs on the management process.  It is important to consider how individual characteristics including cultural factors affect selection of individual members of the (WHICH?) working group as well as how these factors may facilitate or hinder group processes. Based on the previous discussion, broad based stakeholder support and engagement and active involvement are thought to be key to successful development of Aboriginal policy development.

The CIHR Project

Prior to initiating the guidelines development project, the Aboriginal community voiced a number of concerns with research that had been previously conducted within their communities. Communities saw research being done for reasons that benefited researchers such as career advancement, advanced degrees and, publications rather than research that might be of community benefit. In addition, communities were concerned with the secondary use of data and samples, such as in the Nuu-chah-nulth case, and felt they wanted some control and involvement with research conducted in their communities.   

In 2004, the CIHR initiated a project to develop Aboriginal specific health research guidelines.  The project was designed to set ground rules that would promote mutually beneficial research that respected Aboriginal culture and values and addressed the needs of researchers for clear guidance when undertaking research involving Aboriginal peoples.  The project was also designed to promote respectful partnerships between researchers and communities in health research and ethics review.  
An advisory group, the Aboriginal Ethics Working Group (AEWG) was established in March 2004 to provide technical and scientific advice and support for the development of ethics guidelines for health research.   The composition of the AEWG ensured diverse citizen engagement in this issue and reflected a broad range of relevant disciplines and interests, such as the Aboriginal community, indigenous studies, anthropology, ethics, law, medicine, public health and the natural and social sciences.  The majority of the members of the AEWG are Aboriginal people (Indians, Inuit and Metis) from First Nations, Northern, rural and urban communities.  
The AEWG met to deliberate, discuss and draft the guidelines over the course of two years.  A series of commissioned background papers informed the deliberations of the AEWG.  The background papers explored issues that have been causing difficulty for researchers and communities alike such as community or group consent and how to conduct ethical research in urban Aboriginal environments.  The group adopted a hands-on approach to guidelines development and adopted ethical principles to guide its own work.  The first principles adopted by the group included respect for Aboriginal values, knowledge, methodologies and decision-making processes; and a commitment to an inclusive, participatory process that engages the Aboriginal and research communities.  There was an early recognition that the knowledge, expertise and resources of the community are often key to successful research and that research partnerships based on mutual trust and respect lead to better research and a more positive relationship with communities and individuals affected by the research. 
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A comprehensive nation-wide strategy for consultation with Aboriginal communities, researchers and institutions was built on the Aboriginal Capacity and Development Research Environment (ACADRE) network, an initiative of the CIHR-Institute for Aboriginal People’s Health.  The ACADRE Network is a unique academically based resource with links with academic research communities and partnerships with regional First Nations, Inuit and Métis communities.  Proposals for research ethics collaboration were accepted from the ACADRE centres; each proposal was unique to the centre.  Early ACADRE work focused on work with communities to translate traditional values and ethics into guidance for health researchers; this formed the foundation for the guidelines.  The first draft of research guidelines was completed in May 2005. 
Initial vetting of the draft guidelines took place through the ACADREs and their community partners to determine the cultural appropriateness and acceptability. The wider academic community was then invited to provide commentary and feedback.  Consultations and vetting throughout Aboriginal and research communities were scheduled for fall of 2005 and continued through March 2006; these sessions were conducted by the ACADRE network as a part of their proposals for collaboration.  Additionally, the CIHR Ethics Office along with the National Council on Ethics in Human Research conducted workshops and consultations with Aboriginal communities, researchers and institutional research ethics board members to obtain feedback on the draft guidelines.  The high level of interest by the Aboriginal and research communities, and request for additional workshops and consultations resulted in two time line extensions for feedback.  The guidelines were electronically posted by CIHR and its partners to ensure awareness of the guidelines and to solicit commentary prior to its final revision.  This approach contributed to achieving a workable balance in the multiple and diverse perspectives expressed on issues such as community authority and jurisdiction; this is seen as a positive/productive indicator and educative contribution to research ethics.
	Tableau 1 - Substantive Principles for Ethical Sound Health Research

	· Cultural Responsibilities, Traditional Knowledge and Community Protocols

· Community Jurisdiction and Approval

· Research Partnership Methodology

· Community and Individual Consent

· Confidentiality and Privacy 

· Inclusion of Indigenous Knowledge in Research

· Protection of Indigenous Knowledge and Culture

· Benefit Sharing and Capacity Development

· Cultural Protocol, Language and Communication

· Data Collection, Storage, Management, Secondary Use and Data Transfer to Third Parties

· Collection, Storage, and Management of Biological Samples

· Interpretation of Results and Due Credit

· Memorandum of Understanding and Research Agreements, including a “best practices model research agreement”

· Protocol Procedures in schematic flow chart form (A step by step process for establishing research partnerships and obtaining ethics approval)



Implications for Policy and Practice

The guidelines are designed to facilitate the ethical conduct of research involving Aboriginal peoples. The intent is to promote health through research that is in keeping with Indigenous values and traditions.  Once adopted, institutional and researcher compliance with the new guidelines will be required for receipt of Canadian Institutes of Health Research grants and awards. Research ethics boards and peer reviewers will need to understand community-based research methodologies. Researchers and institutions will require education on the new standards of practice.  
Aboriginal stakeholder involvement in policy development through representation on the project advisory committee and through public consultations has been critical to early successes and progress on the initiative. Aboriginal involvement was essential to understand both the cultural dynamics and the problems experienced by communities involved in research. Ongoing consultations reaffirmed the appropriateness of the overall strategy and ensured an acceptable and workable policy was developed.  Respectful engagement of the Aboriginal community and the development of partnerships in policy development helped to build trust among partners and are facilitating the dismantling of barriers to community participation in beneficial research. Finally, attention to management of the policy development process including planning, organizing and leading the project are important to successful policy development.  
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Figure � SEQ Figure \* ARABIC �1� - The CIHR guidelines development project is grounded in a partnership between the Aboriginal community, the academically based research community, the project advisory committee and the CIHR
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