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We're all in.

Genetic Testing in Research

The ethics application and the informed consent form (ICF) should clearly address the genetic testing being proposed. Before submitting, verify

that the following key points have been addressed with all necessary changes implemented. This will enable the REB to proceed with the ethics
review more efficiently and reduce unnecessary back-and-forth.

How/where to document consent:

Will Genetic Testing Be Optional to the Study Or Mandatory?

' |

Main ICF — Mandatory Optional
This is only permitted if integral to
the study-at-hand (i.e., the study |
could not be carried out without the
genetic testing being performed). 1 1
In all other cases, it must be optional
(link). Main ICF — Checkboxes Separate Optional
Acceptable if the genetic Consent Form
testing is related to the study Required if unspecified

(i.e., same condition and/or and/or unrelated future
treatment being studied). research is proposed.

How to address Incidental Findings:

Will Whole Genome/Exome Sequencing Be Performed?

' '

No Yes
Include a statement in the Incidental findings are a possibility
application confirming this. when WGS/WES is being
performed and must be addressed.

|
| !

Findings Returned No Findings Returned
Per TCPS2 and UBC guidance, clinically If there is no plan to return
actionable incidental findings should be findings, justification must be
returned (link), and an Incidental Findings Plan provided to the REB.
should be attached to Box 9.8.A. Participants
should be presented with the option to learn of
findings in the consent form.

The Tri-council Policy Statement 2 (TCPS2 2022):
Article 3.4 https://ethics.gc.ca/eng/tcps2-eptc2 2022 chapter3-chapitre3.html
Chapter 13: https://ethics.gc.ca/eng/tcps2-eptc2 2022 chapterl3-chapitrel3.html#b

For UBC guidance, which includes suggested consent language, please see:

UBC Policy on Mandatory Biobanking UBC Interim Guidance Notes on Incidental Findings in Genetic and Genomic

https://researchethics.ubc.ca/sites/default/files/documents/UBC Policy on Mandatory Research (*note that updated guidance is in progress), found at
Biobanking-275ep2024.pdf https://ethics.research.ubc.ca/clinical-research-ethics/creb-guidance-notes
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https://researchethics.ubc.ca/sites/default/files/documents/UBC_Policy_on_Mandatory_Biobanking-27Sep2024.pdf
https://researchethics.ubc.ca/sites/default/files/documents/CREB-%20Incidental%20findings%20October%202020.docx
https://ethics.gc.ca/eng/tcps2-eptc2_2022_chapter3-chapitre3.html
https://ethics.gc.ca/eng/tcps2-eptc2_2022_chapter13-chapitre13.html#b
https://researchethics.ubc.ca/sites/default/files/documents/UBC_Policy_on_Mandatory_Biobanking-27Sep2024.pdf
https://researchethics.ubc.ca/sites/default/files/documents/UBC_Policy_on_Mandatory_Biobanking-27Sep2024.pdf
https://ethics.research.ubc.ca/clinical-research-ethics/creb-guidance-notes
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