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1. Background
The TCPS-2 Article 6.16 requires that CUREB must review and approve any substantive amendment proposed to any cleared study.
2. Definitions
In this Policy the following terms have the meanings given:
2.1 Non-Substantive Change means any change or amendment to a cleared study protocol, or any associated documents, that are not a Substantive Change.  Examples of Non-Substantive Changes include minor changes to sample size, minor wording changes, or changes to the timing of study activities or milestones, so long as these do not adversely affect the risk or voluntary, informed consent of participants.
2.2 Substantive Change means any non-trivial change or amendment to a cleared study protocol affecting the study population, recruitment methods, terms of consent, changes to study methodology, risks to participants, and changes to the identifiability, confidentiality, or protection of privacy of study data, or that adversely affect the risk to participants.  In addition, all changes to study personnel are Substantive Changes.
3. Policy on Submission of Changes
3.1 Any Substantive Change to a CUREB-cleared protocol must be submitted to the Office of Research Ethics using a Change to Protocol Form and may not be initiated until that change is cleared by CUREB, unless that change is urgently required to avoid significant harm to a study participant or other person, and the Change is submitted as soon as reasonably possible thereafter.
3.2 Subject to Section 4, Change to Protocol submissions shall normally be reviewed by an Ethics Coordinator, who will assess the submission for completeness and to ensure that revisions are reflected, and indicated, in a changed version of the most current submission form and any other associated forms and documents requiring changes.  The Ethics Coordinator shall make the Change submission documents available to the assigned Chair with a recommendation either that further conditions or questions be returned to the researcher(s), or that the Change be cleared.  The assigned Chair shall make the final determination.
3.3 With respect to any Substantive Change, the submitted Change to Protocol Form must be accompanied by the original CUREB Form, and all other associated study documents, revised to reflect the proposed changes, with revisions either highlighted or otherwise indicated by track changes.
3.4 Non-Substantive Changes do not require REB review prior to being initiated, but must be summarized, with revised documents attached, and with changes indicated, in the next annual renewal by ASR.
4. Authority to Review and Clear Changes
4.1 Notwithstanding section 3.2, an Ethics Coordinator may review and clear a Change to Protocol for the following kinds of minor Changes:
a) Changes to protocol title
b) Changes to research personnel, including additions and removals (not including the PI).
c) Any change to planned sample size in a qualitative study, or any change to sample size in a quantitative study no greater than 30% of the original estimated sample.
d) Revisions to correct typos, spelling and grammar in study documents.
e) Changes to move the study online due to restrictions put in place because of national or global disruptions such as pandemics, political upheavals etc.
f) Changes to move studies from non-Canadian to Canadian based data centres for surveys, etc.
g) Minor adjustments to eligibility criteria and updates to recruitment if the changes do not increase the existing risks/add further vulnerable groups in the cleared protocol.
h) Addition or removal of demographic questions based on journal requirements pending they do not risk identifying participants per information in the consent form.
i) Minor changes to participant compensation.
j) Adding awards and funding contracts.
4.2 Notwithstanding Section 3.2 when, in the judgement of the assigned Chair, a proposed Change would raise the level of study risk to participants from minimal risk to greater than minimal risk, the Chair may refer the proposed Change to the applicable CUREB Full Board for review and determination.
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