UBC BCCA REB Guidelines for Providing New Information and

Obtaining Consent to Continue to Participate (Re-consent)
Regulations governing research involving human participation1 require that research participants be provided with any significant new findings developed during the course of the research which may relate to the participant’s willingness to continue to participate or that might affect their long-term health even after they have completed participation in the research study.  Regulations do not provide specific guidance on the manner or extent of documentation required.  
Why is this guidance issued?

All current approaches to informing research participants about key information emphasize timeliness, transparency and accountability – i.e., good documentation of timeliness and transparency. Re-consent processes currently do not meet that standard. While the REB ‘trusts’ that research personnel do go through a detailed process to advise participants of new information important enough to require re-consent, the associated documentation available to the REB and sponsors does not reflect that such processes are taking place consistently across all studies. In order to meet the transparency and documentary standards that we all agree are important when a study is started, the REB has considered options to assist research groups in meeting such standards.

A more uniform approach that ensures appropriate documentation is needed. The current practice of using a revised consent document that does not explicitly point out changes from the previous consent document does not give confidence that research participants are adequately informed about their options.
This guidance indicates appropriate methods that can be applied in order to meet the desired level of transparency and documentation when providing significant new findings to research participants and obtaining consent to continue to participate.  The REB requires that one of the options below is chosen.
Option 1:  Addendum Consent Form
Provide new or changed information to already enrolled participants in a separate addendum consent form.  A BCCA REB addendum consent form template is available.  Of note, the template may be modified to remove the signature section and re-frame it so that it may be used in cases where participants need only be informed about the new information and not re-consented.  
See BCCA REB Addendum Consent Form Template posted on the
REB Informed Consent Templates webpage
Option 2:  Revised Consent Form
If a revised consent form is to be given to already enrolled participants for the purpose of re-consent, then it must be revised in the following manner (otherwise it may only be used to enroll new participants and an addendum consent form is required to re-consent already enrolled participants as noted in option 1);
1)   Differentiate the significant new information within the revised consent document.
2)   Add the following above the participant's signature line, if the study is open to accrual. 

If the study is closed to accrual add only the last paragraph without a check box.


Please check the box below that applies to you:

(  I am a newly enrolling subject and, by signing below, indicate that I consent to participate in this study.

(  I am already enrolled in this study.  By signing below I acknowledge that I understand the new or changed information contained within this revised version of the consent form, which has been pointed out and explained to me, and I am willing to continue to participate in this study.

Timely Disclosure

Participants and the REB need to be informed in a timely fashion.  The researcher's plan, including the documentation and timing for disclosure to participants as determined by the nature of the new information and status of research participants, requires submission to the REB.  Once approved by the REB, if there is a subsequent change to the plan, the REB should be notified.

If participants need to be verbally informed of a significant new risk (prior to a formal document being submitted and approved by the REB) a script or brief description of what participants will be told should be included in the submission to the REB.
1 References:

1. TCPS Chapter 11 section D: Sharing New Info
2. 45 CRF 46.103(b) (4) (iii) 
3. 45 CFR 46.111(a) (1) and (2)
4. 45 CRF 46.116(a) and (b)
5. 45 CRF 46.117
6. ICH GCP 4.8.2
7. 21 CFR 50.25 (b) (5)
8. UBC CREB Guidance #37: Obtaining Ongoing Consent 
9. UBC CREB Guidance #37.3: New Information  About Risks
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