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1. Introduction
The introduction identifies the First Nation community or organization and the types of activities (i.e., research) affected by the code. It summarizes the obligations and responsibilities of those undertaking research within the community. The introduction also provides background information about the development of the code, including the reason it was developed and who was involved; the underlying principles; and intended uses. The Research Committee identified in the introduction may also be given the responsibility to fully oversee the community-based research, including documenting approved projects.
1. Purpose
Under this heading, the purpose of the code is established. This may include information on what the code will address as well as identifying the objectives of the code.
1. Policy Statement
The policy statement identifies the rationale for the code and the expected research policy goals. Goals should benefit the community and individuals and strive to empower communities through capacity development (research expertise), cultural development and preservation, and other community interests. It also informs the public of the communities’ policies for the regulation of research. It should reflect the attitudes, beliefs, values, principles, and cultural traditions of the First Nation towards research. 
1. Guiding Principles
The guiding principles include the fundamental values of First Nations. The principles express the standards, rights, and values of the First Nation with respect to research activities. They should reflect the aspirations of the community to help create awareness among researchers and community members. The principles can be used to help contextualize, or if necessary, interpret other sections of the code. The principles provided in the template are general in nature and, as with other sections, will likely need to be revised to reflect local realities and perspectives.
Definitions
Definitions are useful in clarifying the meaning of certain terms to avoid any misunderstandings.
Obligations of the Partners
The obligations of the partners (community, community-based researchers, and external researchers) are established. The First Nation or organization would be the community partner. Community-based researchers are people within the community. They can also be referred to as co-investigators. External researchers typically include consultants and people working at research institutions or other organizations involved in research (e.g., universities, federal or provincial governments, health authorities, non-profit organizations, and for-profit companies).
Operational Procedures
Operational procedures include the roles of the partners and create ground rules and formal expectations for all aspects of the research process. The community should consider creating an addendum to the code, or an agreement with specific researchers for specific projects, to address issues such as the selection of a data storage site, determination of target audiences for reports, data analysis procedures, publication of results, communications strategy and release policies, authorship on publications, and activities to improve community capacity in research.
Evaluation of New Research Applications
Communities may wish to develop processes for the handling and evaluation of external applications for research that may be received without solicitation. These processes can be tailored to the specifics of each community. Communities should consider establishing a mechanism to make the community’s Code of Research Ethics available to interested research partners. Communities should also set up a screening body that can conduct a preliminary evaluation of the research proposal prior to a wider community consultation or committee review. Communities should consider developing a list of written requirements or a standardized form(s) to be completed by the researchers submitting the proposal. If appropriate, they can arrange a meeting between the researchers and the screening body to present the proposal verbally. Consider establishing a series of considerations or a formal review or scoring tool to aid in the evaluation of the proposal and establishing a time frame to provide the final decision to the researcher as a result of the community consultation.
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[bookmark: Text1][bookmark: _GoBack]On this       day of the month of      , in the year of      , the       Band and Council appointed a Research Committee (community leaders, Elders, educators, and other professionals) to develop a draft of principles and guidelines to protect individual and community data and information, as well as intellectual and cultural knowledge. 
All members of the Research Committee share an understanding that research on community issues affects local policy and planning, and it should contribute to the well-being of the community in which research is being conducted. These factors contribute to First Nation control of information and surveillance as tools for effective health planning and advocacy. 
The Research Committee members include      .
The Research Committee’s work resulted in a draft Code of Research Ethics to protect their people’s rights and assert the ownership, control, access, and possession principles.
The draft Code of Research Ethics was reviewed and ratified by the Band and Council on      . 
Researchers are expected to respect and follow the principles and protocols set out in the Code of Research Ethics to ensure the highest standards of research appropriate to the       (First Nation). 
Research must acknowledge and respect the beliefs, culture, traditions and practices of the       (First Nation).
The Code of Research Ethics seeks to ensure that the right of ownership of the community’s knowledge and heritage rests with the       (First Nation).
The purpose of this code is to establish the framework for principles and procedures that will govern all research and data collection activities involving the       (First Nation), whether involving human subjects or not, and all research regarding materials, wherever located, of which the       (First Nation) has a claim of intellectual, cultural, or other ownership, legal or equitable.
This code outlines the obligations and responsibilities of each partner in a research project (community, external researchers, and community-based researchers) through all phases including research design, implementation, data collection and analysis, and the dissemination of information.
The       (First Nation) has designed this code as a tool to assist in the protection and well-being of its members and the community in research activities, and to facilitate cultural self-determination and preservation.
It is recognized and respected that the right of self-determination of the       (First Nation) includes the authority and jurisdiction to make decisions about research in their community. It also assumes ownership, control, access, and possession over information in the course of, and resulting from, research activities.
The community and individual community members should be strengthened by the benefits of the research. Research should assist the community in learning about the well-being of their people, in taking control and management of their information, and in the promotion of ethical practices and effective program planning.
The       (First Nation) promotes strengthening the social, cultural, physical, and spiritual well-being of its community and fulfilling its traditional responsibility of caring for its members.
The following guiding principles will be observed throughout the research process:
The       (First Nation) recognizes the highest standards of research practice and will ensure the principles of ownership, control, access, and possession (OCAP) be respected. 
The       (First Nation) must be involved as a full partner in all aspects of the research. Feedback, input, consultation, and participation in the analysis, interpretation, and communications should always characterize the research partnership.
Research should support the transfer of skills to members of the       (First Nation) and increase the capacity of the community to manage its own research.
Mutual respect is important for successful partnerships.
All research must respect       (First Nation) local laws, regulations, and protocols.
All research partners must show respect for the language, traditions and standards of the       (First Nation) on which they seek to conduct research to ensure ethical research practices. All researchers are encouraged to familiarize themselves with the cultures and traditions of local communities.
The research must respect the privacy and dignity of the people in the community.
The       (First Nation) authorities must approve data collection in their communities through written permission.
Informed consent must be obtained from each individual and the community participating in the research prior to collecting personal information.
Researchers must provide information about the purpose and nature of the research activities to the individuals and/or community participating in the research. They should also explain the potential beneficial and harmful effects of the research on individuals, the community, and the environment.
Confidentiality of information must be respected and assured. Participant information will remain anonymous whenever possible when the results are reported.
All data collected belongs to the       (First Nation) and must be returned as grouped (aggregate) results.
The First Nation will participate, as much as possible, in fact-finding and data analysis, allowing the community to determine which issues should be addressed and how.
All research results, analysis, and interpretations must be reported to the First Nation to ensure accuracy and avoid misunderstanding.
The strengths, culture, expertise, language, and traditional norms of the community must be respected and drawn upon wherever possible. The incorporation of relevant traditional knowledge into all stages of research is encouraged.
Definitions 
Access: First Nations people must have access to information and data about themselves and their communities, regardless of where the information and data are currently held. The principle also refers to the right of First Nations communities and organizations to manage and make decisions regarding access to their collective information. 
Community: A community is a population that may share cultural, social, political, health, or economic interests but is not limited to a particular geographic location.
Control: The aspirations and rights of First Nations to maintain and regain control of all aspects of their lives and institutions including research and information. The principle of control declares that First Nations, their communities, and representative bodies are within their rights in seeking to control research and information management processes that affect them. This includes all aspects of research projects such as research policy, resources, review processes, the formulation of conceptual frameworks, and data management.
Ownership: The notion of ownership that refers to the relationship of a First Nation community to its cultural knowledge, data, and information. The principle states that a community or group owns information collectively in the same way that an individual owns his or her personal information. It is distinct from stewardship or possession (see Possession). 
Possession: Possession and safekeeping of data also implies guardianship. While ownership identifies the relationship between a people and their data in principle, the idea of possession or stewardship is more literal. Although not a condition of ownership, possession (of data) is a mechanism by which ownership can be asserted and protected. When data owned by one party is in the possession of another, there is a risk of breach or misuse. This is particularly important when trust is lacking between the owner and possessor.
Research institution: A research institution is a recognized institution or organization (academic, government, non-profit), whose primary objective is to undertake research for the purposes of advancing knowledge, facilitating policy-making, or creating strategies and solutions to problems and conditions relevant to the study population.
Research: Research is the use of systematic methods to investigate, gather, and analyze information for the purposes of discovering or interpreting phenomena, proving or disproving a hypothesis, critically evaluating concepts or practices, or otherwise adding to knowledge and insight in a particular discipline or field of knowledge. 
Obligations of the Partners
Community Partner
The First Nation community partner has the following obligations:
First and foremost, to represent the interests, perspectives, and concerns of community members and of the community as a whole.
To ensure that research is conducted in accordance with the highest standards, both methodologically and from a First Nations cultural perspective.
To communicate the results of the research to other communities, and to share ideas as well as program and service development for mutual benefit and involvement.
To serve as the guardian of the research data during and/or after completion of the project.
To offer the external and community researchers the opportunity to continue data analyses before the data is offered to new researchers.
Community-Based Researcher
Community-based researchers are people employed within the community.
In addition to the obligations listed for the external research partners, the community researcher is obliged
To provide a link between the research project team and other community members, and provide relevant, timely information on the project.
To place the needs of the community as a first priority in any decision where the community researcher’s dual roles of community member and researcher may be in conflict.
In situations where a research project is promoting healthy lifestyles or practices, to promote the intervention objectives of the project by working closely with community health, social, and/or education professionals.
To be stewards of the data until the end of the project if requested or appropriate.
External Research Partner
External researchers usually include consultants, people working at research institutions, or other organizations involved in research (e.g., universities, federal or provincial governments, non-profit organizations, or for-profit companies). 
External researchers should strive to
Do no harm to the community.
Ensure active participation by the community in the research process and to promote it as a community-owned activity.
Ensure the research’s design, implementation, analysis, interpretation, reporting, publication, and distribution of its results are culturally relevant and in compliance with the standards of competent research.
Undertake research that will contribute something of value to the community.
Ensure that new skills are acquired by community members, such as research design, planning, data collection, storage, analysis, interpretation, and so on.
Be stewards of the data until the end of the project if requested or appropriate.
Promote the dissemination of information to society at large, if desired and appropriate, through both written publications and oral presentations.
Be involved in any future analysis of the data after the data is returned to the community, if requested.
Abide by any local laws, regulations, and protocols in effect in the community or region, and to become familiar with the culture and traditions of the community.
Advocate and address health, social, or other issues that may emerge as a result of the research, as part of their respective roles as researchers and community representatives.
Ensure that the community is fully informed in all parts of the research process including its outcomes through publications and presentations, and to promptly answer questions that may emerge regarding the project and its findings.
Communicate equally with the other partners in all issues arising in the project.
Ensure that research carried out is done in accordance with the highest standards, both methodologically and from a First Nations cultural perspective.
Support the community by providing resources as a matter of priority (e.g., research funding to support community research coordinator).
Abide by their own professional standards, their institution’s guidelines for ethical research, and general standards of ethical research. 
Operational Procedures
Partnership
Full and Equal Participation: The community, external researchers, and community-based researchers are full and equal partners in all aspects of the research process.
Accountability: The principal investigators representing all partners are fully accountable for all decisions in the research project, including the decisions of subordinates.
Community at Large
Expertise and Knowledge: The strengths, culture, expertise, language, and traditional norms of the community must be respected and drawn upon whenever possible.
Consultations: The research design and data analysis should as much as possible incorporate broad participatory community input in the areas of priorities, interventions, and future directions of the research. A determination of the extent of community consultation should take into account the relevant cultural considerations and the type of research involved.
Capacity Development: Sound participatory research will endeavour to transfer new skills to the community and, where possible, enhance local benefits that may result from research. Meaningful capacity development is reciprocal, since researchers gain invaluable knowledge from the community (e.g., cultural, traditional, and holistic knowledge). Meaningful capacity development involves the transfer of resources to the First Nation for community economic and institutional development.
Confidentiality: The confidentiality of all information received from research participants must be assured. All personal information will be made anonymous whenever possible. Research protocols will be developed and reflected in a research agreement to ensure confidentiality of collected data. In an agreement, if confidentiality cannot be guaranteed, the research participants must be informed of the possible consequences of this factor before becoming involved in the research.
Participants
Voluntary Participation: Participation in any research activity is voluntary for all community members.
Informed Consent: The informed consent of participants must be obtained before any research is started. People must not be subjected to undue pressure or influence when approached to participate in the research process.
Full Disclosure: An interactive process should be used to obtain informed consent, where a brief, comprehensive, and reader-friendly written document, that provides contextual information on the problem and the proposed intervention, is accompanied by a verbal explanation from the researcher. The objectives of the research should be stated in the context of the local benefits that are expected to accompany increased knowledge as a result of research. Researchers should clearly identify the sponsors of the research, the source of financial support, and the principal investigators. A description should be provided of any potential harmful effects of the research to people, the community, or the environment.
Withdrawal: An individual participant has the right to withdraw from the research process at any point. If this occurs, all information already collected on the person should be destroyed or returned to the person.
Research Data
Data Collection: The data collection process should be in accord with community values and norms, and competent and ethical research practice.
Ownership: The community or group owns the research information collectively in the same way that a person owns his or her personal information. This is distinct from stewardship or possession.
Data Storage: The storage of raw data acquired in the research project should be negotiated among all partners before the start of the project and renegotiated during the project as priorities change. There is a preference for local community storage if capacity exists and confidentiality requirements can be met. All grouped data results must be returned to the community free from any personal details.
Analysis: All partners should review research results, analysis, and interpretations for accuracy and appropriateness, and approve these prior to any public release or publication.
Secondary Data: Community secondary data generated through analysis of general population databases (e.g., provincial hospital and physician databases) should be governed by a data-sharing protocol. This protocol between the community and the database steward (e.g., provincial government) embodies the relevant principles of this code. The community should negotiate ownership, control, and access provisions based on the circumstances of the analysis.
Access: First Nations should have access to their data, as reaffirmed by the OCAP principles. However, communities must ensure that the proper protections are in place regarding who has access to the data.
Communications
Research Process: The community at large should have access at all times to descriptions of the research objectives and methods.
Anonymity: Research results will be presented in a grouped manner such that individuals cannot be identified. In some instances, an individual or community may request that their statements be specifically attributed to them. In this case, the wishes of the individual and community should be respected.
Priority of Communications: The community will be the first to receive research results and the first invited to provide input and feedback on the results. The results should be returned in a format that is language appropriate and accessible to the community. All communications will be respectful of the community and presented in a beneficial, non-harmful manner.
Preparation of Communications: It is part of the shared responsibility of the researchers to prepare communications for the community and society at large. All partners must jointly make guidelines about the publication and distribution of all or parts of the research results. Ideas for specific communications (e.g., articles in scientific journals; oral presentations at meetings; oral or written presentations to community health professionals, Band Council, or community at large; or educational materials) must be initially presented to all research partners and the code’s designated representative. All research partners (community researchers, community partners, and external researchers) must approve the final version of the communication before use or submission.
Language: Communications directed to the community, such as research summaries, should be written using accessible, community-friendly language and in an appropriate format. Where required by the community, materials should also be provided in the language of the community.
Research Results: No results or data are released or disseminated without approval from all parties.
“Right to Dissent” on Communications: In the event of a disagreement among the partners regarding a written or oral communication about the research results, the partner who disagrees must be invited to submit their own interpretation of the same data, which will accompany the main communication. All partners agree to not distribute the communication until the alternative interpretation is added, provided that the disagreeing partner(s) does not unduly delay the distribution process. An alternative approach to the issue of disagreement is that best efforts will be made to reach consensus regarding the interpretation of results for publication. In the event that a reasonable measure of consensus cannot be reached, no publication will be released.
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