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Purpose
To summarize the recent changes to the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans - TCPS 2 (2022) for the PHSA research community.
Background 
The Secretariat on Responsible Conduct of Research published the TCPS 2 (2022) on January 11, 2023. TCPS 2 (2022) replaces TCPS 2 (2018) as the official human research ethics policy of the three federal research funding agencies (CIHR, NSERC and SSHRC) and is in effect as of the date of publication. 
Summary of Changes
TCPS 2 (2022) includes consideration of broad consent for data repositories and biobanks, streamlining multi-jurisdictional research, research involving cell lines, and research involving totipotent stem cells. Details of the updated policy are summarized below.

1. Broad consent for the storage of data and human biological materials for future unspecified research (Chapters 3 and 12)
· Introduces the concept of “broad consent”, defined as “an indication of agreement by an individual, or their authorized third party, for the storage and use of their data and human biological materials for all types of future unspecified research, subject to specific restrictions.” Broad consent is allowable and distinct from blanket consent, which is not permitted under the TCPS.

· Broad consent applies to data repositories and biobanks, and must include specific components listed in new article 3.13. The difference between specific consent for a particular project and broad consent for a repository or biobank is that various details of future research are uncertain at the time of consent. An important part of the consent process therefore is informing participants of areas of uncertainty that may be relevant to their decision to participate. 

· There is a need to ensure mechanisms to maintain informed and ongoing consent are in place, particularly in the context of evolving capacity (i.e., developing, diminishing, fluctuating, or only partially developed capacity). 

· Researchers, data repository authorities, and future researchers share the responsibility of ensuring the terms of participant consent are respected and that privacy and confidentiality are protected.

· REB review is required for the creation of a data repository or biobank, and governance of the repository should clearly outline mechanisms to ensure future use of data and human biological materials that align with the original terms of participant consent. 

· When seeking consent for a specific research project at the same time as seeking consent for a data repository or biobank for future unspecified research, prospective participants must be provided with an option to consent to each separately, either through separate consent forms or separate sections on the same form.

· Other updates: Revised definitions of “biobank” and “consent”, and new definitions of “blanket consent”, “broad consent”, “repository”, “research data repository”, and “whole-genome sequencing”.

2. Streamlining multi-jurisdictional research ethics review of minimal risk research (Chapter 8);
· TCPS strongly encourages institutions to streamline ethics review, and asserts that duplication of ethics review that is not anticipated to provide additional protections for research participants can rarely be justified for research of all risk levels, and particularly for minimal risk multi-jurisdictional research. This version also introduces a new ethics review model that encourages streamlining multi-jurisdictional ethics review of minimal risk research without a requirement for official agreements amongst institutions.

· As background, the original recommendation from the Tri-Agency Panel on Research Ethics included a mandatory requirement for single ethics review of multi-jurisdictional minimal risk research. Upon consultation, this requirement was softened to strong encouragement. Additional information about the original proposed guidance can be found here, and more details regarding the feedback received can be found here.

· Other updates include: clarification on supremacy of provincial legislation and policies regarding review models; REB responsibilities in selecting review models; documentation of the process for selecting alternative review models; and clarification on the role of the REB in disagreements in selecting an alternative ethics review model.

3. Research involving totipotent stem cells (Chapter 12, Section F)
· Introduces the concept of totipotent stem cells, defined as “a cell that can become all the cell types that are found in an implanted embryo, fetus, or developed organism, including embryonic components of the trophoblast and placenta”. 

· Clarifies the types of stem cell research that is not permitted under Canadian legislation (Article 12.10)

· Researchers may use a more streamlined approach to consent whereby the initial consent for donation would include the option to donate for research purposes (i.e., broad consent). Therefore, subsequent consent will only need to be sought again if future use constitutes a substantive deviation from the original terms of consent (Article 12.12)

· Circumstances that make it impossible or impracticable to withdraw a participant’s data or biological materials must be clearly articulated to the participant during consent process (Article 12.13(b)).

· Other updates: Revised definitions of “human embryonic stem cell (hESC)” and “pluripotent stem cell”.

4. Review of research involving human cell lines (Chapter 12)
· Clarification that de-identified human biological materials includes both those that have been anonymized or coded.

· Two new articles that introduce exemptions from REB review for (1) research that relies exclusively on the re-use of de-identified human somatic cell lines (Article 12.21) and (2) research that relies exclusively on the re-use of identified human somatic cell lines in the public domain (e.g., HeLa cell line) (Article 12.22)

· Other updates: New definitions of “cell line” and “re-use”. 
Summary
The recent updates to TCPS 2 (2022) include contemplation of: 

1. Broad consent for inclusion of data or human biological samples in a data repository or biobank for future unspecified research;

2. Strong encouragement of single REB review for minimal risk multi-jurisdiction studies;

3. Research involving totipotent stem cells; and

4. Review of research involving human cell lies, including new exemptions from REB review for research that relies on the re-use of de-identified human somatic cell lines and identified human somatic cell lines that are in the public domain.

For questions regarding interpretation of these policy changes, please contact your local research ethics board. 
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