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Guidelines for Determining REB Review Type

Level of Risk
The TCPS2 says that “a crucial element of REB review is to ensure that the level of scrutiny of
a research project is determined by the level of risk it poses to participants”.

There are two levels of risk:

Minimal Risk: “Research in which the probability and magnitude of possible harms
implied by participation in the research is no greater that those encountered by
participants in the aspects of their everyday life that relate to the research” and

More than Minimal Risk: any research not meeting the definition of minimal risk.

Level of Review
There are two types of reviews described in the TCPS2:

Full Research Ethics Board Review: Reviews conducted by the full membership of
the REB. Protocols are assigned to two primary members to review in advance of the
REB meeting. The protocol is then discussed with all members at the meeting.

Delegated Review: Reviews conducted by members selected from the REB
membership. Protocols are assigned to one or two primary reviews. The protocol is then
set to the Chair for their review.

Standard Operating Procedures at UM also allow for a third type of review.

Chair Review: Typically, protocols that are reviewed by the Chair include those that
have been approved by another Canadian REB and studies involving the secondary
use of data. The Chair always has the ability to assign a protocol for either delegated or
full board review, at their discretion.

Assessing Risk to Participants

The rationale for full board review is based on an assessment of the level of risk to
participants. The greater the risk, the greater the need for broad expertise and multiple
perspectives when reviewing the protocol. It is critical to remember that the quality of the
submission is never a factor.

Types of Potential Risks
There are several types of risk to consider within the context of any given research project,
including methodology, participant population, nature of data collection, and security of data.

e Physical

o Risk of harm through bodily contact or administration of any substance.
e Psychological/emotional

o Risk of feeling embarrassed, uncomfortable, anxious, upset
e Social

o Risk of loss of status, privacy, reputation, including legal risk.

August 2024



e Economic
o Risk to livelihood or income.

Vulnerability and Risk

Researchers may work with populations considered vulnerable. The TCPS2 defines

vulnerability as:

A diminished ability to fully safeguard one’s own interests in the context of a specific
research project. This may be caused by limited decision-making capacity or limited
access to social goods, such as rights, opportunities, and power. Individuals or groups
may experience vulnerability to different degrees and at different times, depending on

their circumstances.

For example, someone’s age, cognitive capacity, socio-economic status, legal status, identity,
or the power dynamic in the research/participant relationship, may either make an individual

vulnerable or enhance the perception that they are vulnerable.

However, it is critical to remember that “individuals should not automatically be considered

vulnerable simply because of assumptions made about the vulnerability of the group to which

they belong. Their particular circumstances shall be considered in the context of the proposed

research project” (TCPS2 (2022) Article 4.7 application).

In order to fairly evaluate risk in the context of vulnerability/perceived vulnerability, the
researcher must provide the REB with an adequate assessment of risk and clearly explain
those risks and any risk mitigation strategies in the submission and informed consent form.

Using a Risk Matrix can help guide the determination of risk level and type of review. The
magnitude of some harms may be very high while at the same time the probability of the risk
occurring is quite low. Alternatively, risks of harm could be low, but fairly likely to occur.

The decision on the level of review is always determined by the REB.

Minimal Minimal High
Minimal High High
High High High
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