
Carleton University Research Ethics Board (REB)
What Projects Need REB Review?
Introduction
This is intended as an overview, a brief guide to whether a proposed project needs review and clearance by the Carleton REB.  More complex projects may raise more nuanced questions to determine whether review is required.  If there is any uncertainty about the requirement for review, or the applicability of any exemption, please contact the Office of Research Ethics at an early stage of the project, at:  ethics@carleton.ca.
Under an agreement with the three primary federal research funding bodies (SSHRC, NSERC, and CIHR) Carleton is eligible to receive funding from these bodies only if they comply with certain conditions, including adherence to the TCPS-2 (Tri-Council Policy Statement) with respect to all research at Carleton, not just research funded by one of the Tri-Agencies.  The obligation to have REB approval of a project is found in the TCPS-2.  Projects that require review are those that:
1. Meet the definition of research; and
2. Involve the collection or use of data or human biological materials from human participants; and
3. Are not exempt from review.
1.  What is “research”?
According to the TCPS-2, “…  ‘research’ is defined as an undertaking intended to extend knowledge through a disciplined inquiry and/or systematic investigation. The term ‘disciplined inquiry’ refers to an inquiry that is conducted with the expectation that the method, results, and conclusions will be able to withstand the scrutiny of the relevant research community.” (Application to Art. 2.1)
The definition is intentionally quite strict, applying only to initiatives that are systematic and meet relevant disciplinary methodological standards.  Research must also have a research intent, that is, to extend knowledge for the broader scientific or scholarly community, or for general benefit, not just for the potential benefit of an individual organization or institution.
Projects undertaken for a primarily pedagogical or learning purposes, to teach students or others about doing research, or to practice research skills, do not themselves fall within this definition, since they do not have a broader research intent.  Master’s or PhD research is generally presumed to be research in the relevant sense.  

2.  Who are human participants?
In the TCPS-2, "’… human participants (referred to as "participants") are those individuals whose data, biological materials, or responses to interventions, stimuli or questions by the researcher, are relevant to answering the research question(s).”  In general, a study involves human participants when it collects data about people, including physiological data and other information, as well as relevant information about themselves or opinions or observations that they may express.
Human participants, from whom data is collected, must be living at the time collected.  However, the TCPS-2 also mandates REB review for research involving human biological materials, which includes any such materials whatever including blood, tissue, and any other samples subjected to analysis, and includes materials derived from either living or deceased individuals.
Some Common Exemptions
Even if a project meets the relevant TCPS-2 definitions of research involving human participants or human biological materials, there are some exemptions to the REB review requirement.
Publicly Available Information:  If the study proposes to collect only publicly available information, about individuals who have no reasonable expectation of privacy in that information, then it is exempt from REB review.  This broadly includes books, reports, and other materials from a library, or other published material including journal articles, magazines, and newspapers, and other sources broadly in the public domain.  Information collected online, which can be accessed by anyone without special permission or authorization, does not require prior REB clearance unless the subject matter is sensitive and concerns people with a reasonable expectation of privacy in that personal information.
Passive Observation of People in Public Places:  This is a fairly narrow exemption because it does not exempt activities involving (i) any staged intervention to test peoples’ responses, (ii) dissemination of research results that identifies specific individuals, and (iii) individuals having a reasonable expectation of privacy.
QA/QI and Program Evaluation:  According to the TCPS-2 “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, do not constitute research for the purposes of this Policy…”  This exemption focuses on initiatives primarily intended to evaluate and look for improvements to existing organizations or institutional programs, including educational programs and initiatives.  If the benefit is primarily intended for the organization, or a program within an organization, as opposed to a broader, or scientific or scholarly community, then it does not qualify as research, and does not require review.
Specific Types of Review (see our memo on which form to use for your study)
Course Clearance:  Many academic courses at Carleton include a requirement that students undertake exercises, involving human participants, to learn and develop research-related skills.  Such pedagogical exercises do not meet the definition of research and so do not need to be submitted for REB review.  However, some oversight of these initiatives is mandated because of the possibility of harm to participants, and to give students an introduction to basic research ethics principles as part of their learning about research.  There is a special form and review process for Course Clearance applications.
However, some initiatives undertaken in the context of a course do qualify as research, including some Capstone or Honours Thesis projects (see below), where the research initiative is the central course activity.  So, if a major project does meet the definition of research (systematic investigation using valid methods with intent to produce new and general knowledge), involving human participants, then it requires REB review and clearance not using the Course Clearance Form or process, but rather through the REB’s normal ethics review processes.
Secondary Review:  Some studies do not involve the collection of new data but instead seek to analyse existing data or biological materials collected earlier for another purpose (which may be a research or non-research purpose), to test some new hypotheses or answer a different research question.  This use of existing data or materials requires REB review but has its own Secondary Use Form and a more expedited review process.  The primary concern of the REB is that the data or materials to be analysed are non-identifiable and cannot reasonably be re-identified.  If this is the case, then the consent of the original donors of the data or biological materials is not needed.
Very Low Risk Studies:  Some studies are extremely low risk and so a more expedited review process is adequate.  Because of the low risk, the VLR Form is shorter and asks for less detailed information about the study.  Very low risk studies must meet certain conditions, which are found in the introduction to the Form.
[bookmark: _Hlk190092692]Senior Undergraduate Projects:  It can be tricky to determine whether senior undergraduate projects, such as Capstone or Honours Thesis projects, qualify as research requiring review under the TCPS.  Such projects must be evaluated against the definition but can raise special issues.  
The requirement for ethics review of a Capstone or Honours project depends partially on the goals of the project. Some projects, for example, involve the development or design, and testing, of some innovative software or device.  Projects of this kind are often done in Computer Science or Engineering, Industrial Design, and other areas.  If the goal of the testing is "does it work as designed," then the work would not be research. On the other hand, the goal might be to learn about people's interaction with the product or idea: What are the users’ needs?  How do they use it in practice? If this is the case, it would meet the TCPS2 definition of research ("… an undertaking intended to extend knowledge through [...] systematic investigation") and be subject to review. One key indicator is often the sample size. If the question posed can be answered by the investigators alone, or using just a small number of testers, then the project does not seem to require systematic or methodological rigour and would not be research.  However, the need for a larger number of participants, and a systematic data collection requiring some analysis, may suggest that the goal is research.
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