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The purpose of this guideline is to:
1 Provide clear guidance on what is required to employ an alteration to standard consenting
procedures (i.e., through partial disclosure or deception).

Background

Obtaining informed consent from participants is a fundamental ethical requirement. Informed
consent ensures that participants understand the research, the risks and beneTfts. Article 3.2 in TCPS
2 specifes that “researchers shall provide to a prospective participant, or authorized third parties,
full disclosure of all information necessary for making an informed decision to participate in a
research project.”

There are some types of research where it may be necessary to alter these consent requirements. In
order to do this, an alteration of consent requirements request must be submitted to and approved
by the Research Ethics Board (REB). Researchers must adhere to all applicable regulations and
guidelines when seeking an alteration of consent requirements to ensure the protection of research
participants’ rights and well-being.

Criteria for alterations of consent requirements

Applying for an alteration of consent requirements by the REB must meet all the following
conditions, as outlined in the TCPS 2, Article 3.7A and Article 3.7B:

1 Research is safe and low risk (i.e. is minimal risk to the participants).

1 Not obtaining consent will not harm participants.

1 Itwould be impossible or very difcult to conduct the research and answer the research
question properly if participants’ consent is required beforehand.

1 Ifachange is suggested, the exact details and extent of the change are clearly explained.
1 The plan for debriefing (if applicable) will allow participants to refuse consent, withdraw their
data, or remove human biological materials, following Article 3.7B.

It is the responsibility of the researcher to demonstrate that a particular research project fts into the
above criteria. This should be done by listing each of the criteria accompanied by an explanation as
to how the research meets it.




Alteration to standard consent: Research involvingation to




Alteration to standard consent: Research involving deferred

consent

There are situations where an individual may require urgent medical care and is unable to provide
consent due to loss of consciousness or decision-making capacity and seeking an



Steps to debriefng process after waiver of consent

1. Inform participants: Researchers mu



