Reviewer Form – Centre Initial Application (CIA)

[bookmark: _GoBack]CTO study ID # Click here to enter text.
Reviewers may choose to:
1. complete and upload this form under the Review Documents section at the bottom of the Documents tab in the CIA workspace; or
2. use this form as a guideline/reference, documenting that each of the 7 elements (and 3 sub-elements when appropriate) have been considered. 

Reviewer Conflict of Interest (COI): may include financial, professional, academic or other competing interests related to the study or to the study sponsor. 
If there are COI, do not proceed with the review. Discuss with the Chair or OCREB Research Ethics Officer.
If there are no COI, complete the declaration below or log a similar note in a Form comment.
Reviewer Declaration: I do not have a conflict relevant to this review: ☐

Review Criteria
If “No” is selected for any of the items, log a panel comment in the relevant section of the application.
	1. Section 2: the approved protocol will be followed:
	Yes☐
	No☐
	

	2. Section 3: recruitment processes are appropriate:
	Yes☐
	No☐
	

	3. Section 4: informed consent processes are appropriate:
	Yes☐
	No☐
	

	a. Q4.6: centre-specific changes are listed and limited to those that have been pre-approved:
	Yes☐
	No☐
	N/A☐ (none)

	b. Q4.9: other centre-specific materials are appropriate:
	Yes☐
	No☐
	N/A☐ (none)

	4. Section 5: special consent considerations are adequate:
	Yes☐
	No☐
	N/A☐ (none)

	5. Section 6: provisions to protect the privacy of participants and to maintain the confidentiality of the data are adequate:
	Yes☐
	No☐
	

	6. Section 7: declared conflicts of interest are managed appropriately:
	Yes☐
	No☐
	N/A☐ (none)

	7. Section 8: reimbursement of costs is appropriate:	
	Yes☐
	No☐
	

	a. Q8.2: the plans for sharing the study results are adequate:
	Yes☐
	No☐
	



Areas of concern (that must be addressed by the PI in order to secure approval): 
Record the modifications that are required for approval, as well as any recommendations as they should appear in the letter to the PI:
· Log Panel Comments in the relevant section(s) of the application.
· Log Form Comments for broader overarching issues or to note when there are no ethical concerns. 
· When reviewing the Applicant’s response to OCREB’s review, indicate in a Form Comment whether or not the OCREB requirements have been met. 
· Note for delegated reviews (including PI responses): if the primary reviewer identifies ethical issues that require review by the FB, log the issues in Form or Panel Comments (as appropriate), then click on “Complete Review” and then “Full Board Review”.

Ideally all comments will be logged in the online system. Reviewers unable to log comments online may insert comments below and upload this form under the Review Documents section at the bottom of the Documents tab in the CIA workspace. 
Click here to enter text.
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