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A. Preamble
Ambrose University has adopted the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans TCPS 2 2022. The TCPS 2 2022 contextualizes the three domains of research ethics principles and practice. This policy draws on the TCPS but reflects the specific circumstances of Ambrose University. 

This document is not a substitute for the TCPS 2 2022. It is strongly recommended that the Ambrose research community (Research Ethics Board, faculty, and researchers) refer to the TCPS for further information and guidance.

B. Guiding Principles
This policy is based on the guiding principles of conducting research involving human participants, as follows: 
· Respect for Persons	
· Concern for Welfare	 		
· Justice
For context, these are defined as follows: 
1. Respect for Persons: Respect for Persons addresses the moral obligations to respect autonomy and protect those with developing, impaired, or diminished autonomy. Following this principle, Ambrose researchers shall:
a. Give due deference to research participant’s judgement.
b. Strive to protect the dignity of persons involved in their research.
c. Ensure that research participants provide consent to participate (or not participate) in research. 
d. Respect and protect vulnerable persons and/or persons with diminished decision-making capacity. 

2. Concern for Welfare: This addresses the impact on individuals of factors such as their physical, mental, and spiritual health, as well as their physical, economic, and social circumstances. Thus, Ambrose researchers will: 
a. Conduct research in a way that safeguards the welfare of research participants (and as necessary, the welfare of those who are important to them). 
b. Ensure that research participants are not exposed to unnecessary risk.
c. Consider the potential risks and benefits of their research to participants.
d. Respect the privacy and confidentiality of participants in research.
e. Institute physical, administrative, and technical measures to protect research participants.

3. Justice: Justice is the obligation to treat people fairly and equitably. Fairness entails treating all people with equal respect and concern. Equity requires distributing the benefits and burdens of research participation in such a way that no segment of the population is unduly burdened by the harms of research or denied the benefits of the knowledge generated from research. Thus, Ambrose researchers will: 
a. Be aware that treating people fairly and equitably does not always mean treating them in the same way. 
b. Incorporate the nuance of vulnerability and its impact on people in research.
c. Afford “special attention” to vulnerable and marginalized persons to treat them justly. 

Ambrose University shall integrate these guiding principles so that research involving humans at Ambrose will fall within the accepted parameters of Canadian research.

C. Policy Statement
Research Requiring Ethics Review
For the purposes of delineating research ethics review, the TCPS 2 2022 clarifies the scope of the Research Ethics Board (REB) as follows: 
a. Activities defined as research involving human participants. Research is defined “as an undertaking intended to extend knowledge through a disciplined inquiry and/or systematic investigation.”
b. Pilot studies.
c. Course-based research activities (primarily pedagogical in scope).

All research that involves human participants, human biological materials, as well as human embryos, fetuses, fetal tissue, reproductive materials, and stem cells from living and deceased individuals is subject to review by the Ambrose Research Ethics Board, with the following exceptions: 

a. Research that is based:
· Exclusively on publicly available legislation or regulation.
· On information that is in the public domain.
· Where the individuals have no reasonable expectation of privacy.
· On the observation of people in public places. 
· On the secondary use of anonymous information or anonymous human biological materials.

b. Quality assurance and quality improvement studies, program evaluation activities, and performance reviews, or testing within normal educational requirements when used exclusively for assessment, management, or improvement purposes.

c. Currently, Ambrose is not involved in Clinical Trial Research or research Involving Human Gametes.  Ambrose has limited research involving Human Biological Materials and research involving Human Physiological Manipulation. As research capacity develops further enabling this kind of research, the provisions of the TCPS 2 2022 shall apply. 
D. Ambrose Research Ethics Board (REB)
Ambrose Research Mandate and the Research Ethics Board
This policy statement on research ethics involving humans is in alignment with the Ambrose Research Mandate which through the Ministry of Alberta Advanced Education, recognizes Ambrose as an independent academic institution. As an independent academic institution, Ambrose affirms its role as a community of “researchers, whose scholarship contributes to our academic disciplines, our church constituencies, the public of Alberta and Canada, and the international partners we serve.”

Authority of the Research Ethics Board 
The REB is mandated to approve, reject, propose modifications to, or terminate any proposed or ongoing research involving human participants which is conducted within, or by members of, Ambrose University, using the considerations set forth in this policy as the minimum standard. The REB will have the necessary financial and administrative independence to fulfill its duties. 
a. Ambrose as an institution shall not overrule a negative decision by the REB made on ethical grounds without following the approved appeals procedure (See Ethical Research Appeal Procedure).
b. The Ambrose University REB shall consult as needed, qualified ad hoc advisors to assess applications. 
Membership of the Research Ethics Board
Ambrose University has one REB. The appropriate members of the REB shall be appointed by the General Faculties Council (GFC) of Ambrose University in August of each year.

The membership of the Ambrose Research Ethics Board is stipulated in the Terms of Reference of the Research Ethics Committee as follows: 
a. The REB shall consist of at least five members:
· At least two members are tenured or tenure track
· At least one member is knowledgeable in ethics. 
· At least two have broad expertise in the methods or in the areas of research covered by the REB. 
· When reviewing biomedical research, the committee will seek as necessary an expert knowledgeable in the relevant law.
· At least one member has no affiliation with Ambrose University.
b. Appointments to the REB will be staggered from year to year to ensure continuity within the board.
c. All members must complete the online TCPS2 Course on Research Ethics (CORE) tutorial and obtain a completion certificate. 

E. Analysis of potential harm and benefit 
The Ambrose REB is empowered to conduct proportionate reviews of proposed research in accordance with the range of risks associated with the research. The range of risks are defined in the TCPS 2 2022. 

Where research is assessed to be below minimum risk, it will be subject to Delegated Review, and where research is assessed at above minimal risk, it will be subject to a Full Board review. 
The REB shall satisfy itself that the design of a research project that poses more than minimal risk can address the questions being asked in the research. The extent of the review for scholarly standards that is required for biomedical research that involves above minimal risk will vary according to the research being conducted. 
Certain types of research may legitimately have a negative effect on public figures in politics, business, labour, the arts, or on organizations. Such research should not be blocked using harms/benefits analysis or because of the potentially negative nature of the findings. 
F. 	Review Procedures  
The REB will adopt a proportionate review approach consonant with Section E above. 

The REB will meet on a regular cadence to discharge its duties and responsibilities. A quorum for the REB will consist of a majority of its members. Where there is less than full attendance, decisions requiring full review will be adopted only if the members attending the meeting possess the range of background and expertise stipulated in article 1.3 of this policy.
Minutes of all REB meetings shall be prepared and maintained by the REB. The minutes shall clearly document the REB’s decisions and any dissents, and the reasons for them. These minutes will be retained by the GFC and made available, when requested, to researchers and funding agencies. 
Decisions of the REB will be made by majority vote. 
REB reviews shall be based on fully detailed research proposals or, where applicable, progress reports. The REB shall function impartially, provide a fair hearing to those involved and provide reasoned, appropriately documented opinions and decisions. 
The REB shall accommodate reasonable requests from researchers to participate in discussions about their proposals, but those researchers may not be present when the REB is making its decision. When an REB is considering a negative decision, it shall provide the researcher with all the reasons for doing so and give the researcher an opportunity to reply before making a final decision. 
The REB shall consult the TCPS 2 2022 (as needed) on topics related to determination of risk level, reports of unanticipated issues, as well as modalities of record keeping for the REB. 
G. Appeals and Reconsiderations
Researchers have the right to request, and the REB has an obligation to provide, reconsideration of decisions affecting a research project. 

In cases where researchers and the REB cannot reach agreement through discussion and reconsideration, an appeal process is available to the researcher (See Ethical Research Appeals Procedure). 

An appeal will only be considered if the PI can show evidence of bias, a lack of due process, a conflict of interest, or some other failure of the review process. 

Appeals on the grounds that the PI simply disagrees with the review and decisions of the REB will not be allowed.
 
H. Course-Based Research Activities
Course-based research activities intended primarily for pedagogical purposes fall within the jurisdiction of the REB.  Such research activities are assigned to students for the purpose of teaching them how to conduct research in a structured educational context (e.g., conducting interviews to collect data for a course assignment, practicing interviewing techniques). Participants in these activities may be exposed to risks as a result of their participation. Risks in these circumstances are usually low-risk.   
Typically, the course instructor as the contact person for the REB, submits an application for ethics review describing the research activities, how the data will be managed, and whether the data will be used for any purpose beyond the course assignment.  This eliminates the requirement for each student or student group to submit individual applications for ethics review. 
Where course-based research activities are later used for the purpose of research (e.g., part of a researcher’s own research program or publication), they will be submitted for a full REB review. Student theses are not typically considered course-based activities, but should be considered as a submission by a researcher.
I.	Review Procedures for Ongoing Research
Ongoing (multi-year) research, or research undergoing substantial changes shall be subject to continuing ethics review. The rigour of the review should be in accordance with a proportionate approach to ethics assessment. As part of each research proposal submitted for REB review, the researcher shall propose to the REB the continuing review process deemed appropriate for that project. Continuing review shall consist of the submission of a succinct annual status report to the REB. The REB shall be promptly notified when the project concludes.
J.	Review of Multi-Centered Research
[bookmark: _Hlk187062944]In multi-centered research, when several REBs consider the same proposal from the perspectives of their respective institutions, they may reach different conclusions on one or more aspects of the proposed research. The REB will coordinate its review of multi-centered projects and communicate any concerns it may have with other REBs reviewing the same project. The researcher will provide to the REB information on the institutional REBs that will consider the project. 
K. 	Review of Research in Other Jurisdiction or Countries
Ambrose acknowledges the reality and importance of multi-jurisdictional research conducted entirely within Canada, in Canada and other countries, as well as the ethical obligations that may follow from this kind of research. Refer to the TCPS 2 2022 for provisions on multi-jurisdictional research.

Research to be performed outside of Canada shall undergo ethics review both:
· The Ambrose REB; and
· By the appropriate REB, where such exists, in the country where the research is to be done. 
L. 	Consent
For the purposes of this policy, consent means “free, informed and ongoing consent.” Further, “free” and “voluntary” are used interchangeably. Refer to the TCPS 2 2022 for the guidance applications relating to consent. 

Research governed by this Policy may begin only if:
· Prospective participants, or authorized third parties, have been given the opportunity to consent, and
· This is maintained throughout their participation in the research. 

Any alternations to consent requirements shall be fully compliant with article 3.7A of the TCPS 2 2022. 
Subject to applicable legal requirements, individuals who are not legally competent shall only be asked to participate when: 
· The research question can only be addressed using the identified group(s). 
· Consent will be sought from their authorized representative(s). 
· The research does not expose them to more than minimal risk without the potential for direct benefits for them. 

For research involving persons with diminished decision-making capacity, the REB shall ensure at a minimum, the conditions set out in the TCPS 2 2022 are met.
Researchers and the Ambrose REB shall be cognizant of Broad Consent and Blanket Consent, and to recognise that Blanket Consent is not permitted under the TCPS 2 2022, but Broad Consent is permitted.
M. 	Privacy and Confidentiality
Researchers, the REB and Ambrose share the responsibility for protecting participant confidentiality. Refer to the TCPS 2 2022 for more detail.
To be compliant in principle and practice, Ambrose researchers shall respect and safeguard the notional differences between privacy, confidentiality, and security.
Researchers at Ambrose will safeguard information entrusted to them and not misuse or wrongfully disclose it. 
Subject to the exceptions in Article 2.2 of the TCPS 2 2022, researchers who intend to contact human participants to secure identifiable information shall obtain REB approval and ensure the consent of the participants as required in the Section 2 of this policy. 
As indicated in Article 2.2 of the TCPS 2 2022, REB approval is not required for access to publicly available information or materials including archival documents and records of public interviews or performances.
N. 	Safeguarding Information: Surveys, Questionnaires, and the Collection of Data
Subject to Article 5.3 and 5.4 of the TCPS, researchers shall secure REB approval for obtaining identifiable information about research participants. Approval for such research shall conform to provisions laid out in the TCPS.

The REB may also require that a researcher’s access to secondary use of data involving identifiable information follow the explicit provisions of the TCPS 2 2022. 
O. Conflict of Interest Involving Researchers
Institutional senior administrators should not serve on an REB, or directly or indirectly influence the REB decision-making process.
Further, researchers and REB members shall disclose any actual, perceived, or potential conflicts of interest to the REB. REB’s should develop mechanisms to address and resolve conflicts of interest. 
REB members will excuse themselves from reviews in which they are related to the researcher by family relationship, financial partnership, or other economic interest. In such cases, the Chair of the REB will appoint substitute members to maintain the appropriate membership as set out in Section D.  In the case where the Chair of the REB is the one with a conflict of interest, the senior member of the REB will assume the Chair and appoint a substitute member for the duration of the review of the research proposal pertaining to the conflict of interest. 
P. Participation in Research
Inclusiveness in research and fair distribution of benefits and burdens should be important considerations for researchers, and REBs. At the same time, REBs and researchers should also be aware that an over-protectionist posture toward certain populations might also unfairly exclude groups of people from participating in research and may compromise research results. Refer to the TCPS for additional detail. 
Q. Research Involving First Nations, Inuit, and Métis Peoples of Canada
Ambrose acknowledges that an ethical space for dialogue about common interests and points of difference between researchers and Indigenous communities engaged in research may need support from beyond this policy or the TCPS2.  Researchers may need guidance from other resources, cultural traditions, customs, codes of privacy and laws to guide research involving First Nations, Inuit, and Métis People of Canada.  

Researchers and REBs shall employ an Indigenous lens if any of these occur singularly or in combination:
· The research is conducted on First Nations, Inuit, or Métis lands.
· Recruitment criteria include Indigenous identity as a factor for the full study or for a subgroup in the study.
· Research that seeks input from participants regarding a community’s cultural heritage, artefacts, traditional knowledge, or unique characteristics.
· Research in which Indigenous identity or membership in an Indigenous community is a variable for the purpose of analysis of the research data.
· Interpretation of results will refer to Indigenous communities, peoples, language, history, or culture. 

Researchers are advised to consult Chapter 9 of the TCPS 2 for provisions in conducting research involving Indigenous People of Canada. 
Provisions of the TCPS 2 2022 may guide review mechanisms involving Indigenous People in other countries.

Consonant with provisions of the TCPS 2 2022, research ethics review by community REBs or other responsible bodies at the research site will not be a substitute for Ambrose research ethics review. 
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