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DEFERRED CONSENT 
GUIDELINES AND TEMPLATE

Deferred consent is a strategy used in situations where an individual who requires urgent medical care is unable to provide consent for research due to loss of consciousness or decision-making capacity – and the delay to seek authorized third party consent could seriously compromise that individual’s health. Certain types of medical emergency practices can be evaluated only when they occur, hence the need for this exception. Article 3.8 of TCPS2 (2022) outlines an exception to the general obligation of seeking consent from those participating in research.
Article 3.8

Subject to all applicable legal and regulatory requirements, research involving medical emergencies shall be conducted only if it addresses the emergency needs of the individuals involved, and then only in accordance with criteria established in advance of such research by the REB. The REB may allow research that involves medical emergencies to be carried out without the consent of participants, or of their authorized third party, if all of the following apply:

a. A serious threat to the prospective participant requires immediate intervention.

b. Either no standard efficacious care exists, or the research offers a realistic possibility of direct benefit to the participant in comparison with standard care.

c. Either the risk is not greater than that involved in standard efficacious care, or it is clearly justified by the prospect for direct benefits to the participant.

d. The prospective participant is unconscious or lacks capacity to understand the risks, methods and purposes of the research project.

e. Third party authorization cannot be secured in sufficient time, despite diligent and documented efforts to do so.

f. No relevant prior directive by the participant is known to exist.

When a previously incapacitated participant regains decision-making capacity, or when an authorized third party is found, consent shall be sought for continuation in the project, and for subsequent examinations or tests related to the research project.

It is the responsibility of researchers to justify to the REB the need for this exception. The underlying assumption of Article 3.8 is that participants could not receive any direct benefits of the research without setting aside the need for the researcher to seek the prior consent of participants, or of their authorized third party.  This rationale should be outlined in the ethics application in Section 4.5 (1.2).

To respect the autonomy of the participant, Article 3.8(e) requires researchers to undertake diligent efforts to contact authorized third parties, if practicable, and to document such efforts for the benefit of both the participant and the continuing ethics review functions of the REB. It also requires that participants who regain decision-making capacity be promptly afforded the opportunity to consent to their continued participation.

When the REB has approved a participant can be enrolled without prior consent due to medical emergency' the site should outline in Section 4.5 (2.0) and develop a Standard Operating Procedure (SOP) for use in the study which includes predefined criteria for
1) reasonable efforts/ steps that will be taken to obtain consent;
2) conditions and justification for if and when a full waiver may be requested (as an exceptional circumstance only);  and
3) a defined minimal data set to be retained if a full waiver were granted.  
If the REB approves the use of deferred consent and a participant dies during the study where no consent has been obtained either from the participant and/or no substitute decision maker/family member is available on site or they refuse to give consent, any data or samples collected for study purposes will be destroyed (e.g. if no Substitute Decision Maker (SDM) is located and the participant doesn't regain capacity to consent,  if the participant refuses to consent, if the participant is 'lost to follow-up' before consent is obtained).  This is because the data was never collected with appropriate consent.
Should researchers wish to retain any data or samples a request shall be made on a case by case basis to the REB, by submitting an amendment and outlining the circumstance specific to the participant and uploading the above noted site SOP.
Deferred Consent for Research Participation
Title of Project: 

Principal Investigator:


Phone Number: 

The person named below is being enrolled in this research study by deferred consent.  This has been fully outlined in the ethics application for this study and approved by the REB.  

When a previously incapacitated participant regains capacity, or when a substitute decision maker is found, consent shall be sought promptly for continuation in the study, and for subsequent examinations or tests related to the research study.  Seeking consent prior to study participation is always preferable.  

If no substitute decision maker/family member is available on site or they refuse to give consent, any data or samples collected for study purposes will be destroyed.  
Patient’s Name:   _____________________________________________________ 

Date/time assessed for enrolment:  _____/______/______ (dd/mm/yyyy) at ____ : ______ (time) 

Reason(s) deferred consent process is used (check all that apply):

____
At this time the patient is unconscious or lacks capacity to understand the risks, methods and purposes of the research study.

____ 
No next of kin/substitute decision maker is available to provide consent, or attempts to contact them have been unsuccessful despite diligent and documented efforts.
____
A substitute decision maker ___________________________________ (name and relationship) has been contacted by telephone, and the purpose, methods and risks of participation in this study have been explained to the third party.  While the substitute decision maker has given verbal consent for participation, written consent must be still be obtained.
____
No relevant prior directive by the patient is known to exist.
____
Other:  ___________________________________________________________________
_____________________________________________             ________________________

Signature of Investigator/designee




Date and Time
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