Guide for OCREB Delegated Reviewers

This process guide assumes that the review type determination is complete, the submission meets the criteria for delegated review, and it is being assigned to one or more OCREB members/delegated reviewers. This includes delegated reviews of PI responses as per the full Board authorization. The review steps are outlined below, although reviewers may choose to complete them in a different order. Some of the steps might not be relevant to every assigned reviewer (e.g., statistician).

In conducting the final delegated review and motion on behalf of the REB, the Primary Reviewer must review and consider the Research Ethics Coordinator (REC) comments and recommended changes, in addition to comments made by assigned reviewers (when applicable). This includes Form Comments, Panel Comments and consent form comments. If an OCREB member declares a conflict, the REC should use the Register Conflict activity to add them to the Project and Submission as a conflicted user.

Click on the Form Comments tile
The REC will summarize the application history in the Form Comments and also will note if changes are recommended as a result of REC screening (i.e., completeness of application; boiler-plate consent language). This will inform the decision on the next steps (changes required, approve, etc). 
NOTE. REC screening does not represent an OCREB member review.
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1. Review the Form Comments
Form Comments appear in reverse date order. In other words, the most recent comments appear at the bottom of the Form Comments window. The review type determination information appears at the top.
[bookmark: _GoBack][image: ]
Sample of full set of Form Comments (copied and pasted from Form Comments window)
	Comment
	Date Added
	Owner

	Hello Yooj,
This is for REVIEW LEVEL DETERMINATION please.
This CCTG amendment includes an updated Canadian Appendix Addendum 8 (6Sept2017) and corresponding changes to the consent.
The protocol changes mainly seem to involve an increase in the sample size, new central path review, and clarifications and admin changes. An NOL is not expected.
THere are admin changes to the main and optional consent which are documented in the panel comments. A consent update has been created for participants on trial to inform them of the new sample size, new central review info and updated confidentiality/disclosure info (the study is still open to enrollment).
Do you feel this one would qualify for expedited review or does it need Full Board review?
Cheers,
Kathie
	20/Nov/2017 3:53 PM
	Ms. Kathie Zeman

	hi kathie,
we are in the process of opening this study and i am a coinvestigator. I will register a conflict and this should wait until richard is back.
	20/Nov/2017 9:06 PM
	Dr. Yoo-Joung Ko

	Hello Richard,
This is for REVIEW LEVEL DETERMINATION please.
This CCTG amendment includes an updated Canadian Appendix Addendum 8 (6Sept2017) and corresponding changes to the consent.
The protocol changes mainly seem to involve an increase in the sample size, new central path review info, and clarifications and admin changes. An NOL is not expected.
There are admin changes to the main and optional consent which are documented in the panel comments. A consent update has been created for participants on trial to inform them of the new sample size, new central review info and updated confidentiality/disclosure info (the study is still open to enrollment).
Do you feel this one would qualify for expedited review or does it need Full Board review?
Cheers,
Kathie
	22/Nov/2017 9:54 AM
	Ms. Kathie Zeman

	The protocol changes involve an increase in the sample size, (1120” has replaced the number “1060.”) as well as new central pathology review information, and clarifications and administrative changes. An NOL is not expected.

There are administrative changes to the main and optional consent – clarifications and corrections. A consent update has been created for participants on trial to inform them of the new sample size, new central review info and updated confidentiality/disclosure info (the study is still open to enrollment).
These changes do not expose participants to an increased risk.
As such, I believe that this qualifies for a delegated review.
	30/Nov/2017 1:36 PM
	Mr. Richard Sugarman

	Dear Richard,
**PLEASE REQUEST CHANGES. ** 
There are minor modifications needed to the optional consent form associated with this expeditable amendment.
Thank you,
Kathie
	30/Nov/2017 2:36 PM
	Ms. Kathie Zeman



2. Click on the “Review Application” tile to open up the application
[image: ]

You will be presented with a series of options/possible actions. However, the first step is to review the application (including all attachments), to respond to any questions and comments posted by the REC, and finally, to add your comments and concerns based on the outcome of your review. If you are the primary reviewer, you also must review and consider the comments and recommendations made by any of the other assigned reviewers. 

[image: cid:image001.png@01D36F43.EE9C29A0]


3. Reviewing the application
Clicking into the questions link will open up the navigation tools. Since Section 1.0 contains the general overall study demographics, the reviewer can start his/her review at section 2 of the application form.

	Actions/Navigation Tools
	Section or Table of Contents view of application form
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· Select Previous and Next to navigate through the application section-by-section 
· Select Navigate to return to the Section/table of contents view (see above)
· Select Timeline to exit the application to view the workspace and to access all of the attached documents from the documents tab instead from within each section of the application  
· Select Panel Comments button to view all Panel Comments from one location
· Select Form Comments button to view the overarching comments on that version of the application
· Select New Comment button to make a panel comment

4. Review the Panel Comments
The question/panel bubbles will display the number of comments that have been made on that panel or question. The reviewer may choose to review the individual panel comments on each section of the application by clicking on the bubble. 
[image: ]
The 3 panel comments associated with section 5.12 only will be displayed in a pop-up window.
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To respond to or comment on an existing comment, select New Comment…..
[image: ]
…. scroll to the relevant question (or panel of questions) and click on “Select Me” to the far right of screen. Click anywhere to exit this comment view.
[image: ]
Alternatively, the reviewer may wish to review all of the panel comments together. To do so, exit the application using the Timeline button…. 
[image: ]
…and select Panel Comments. 
[image: ]
This will bring up a Panel Comments window displaying all of the comments on the current version of the application. Select “Previous” to see all panel comments on the previous version of the application and “History” to see panel comments on earlier versions of the application. 
[image: ]
Sample of full set of Panel Comments (copied and pasted from Panel Comments window)
	Title
	Comment
	Added
	Creator

	5.4 *Please upload the revised consent form(s) showing the changes from the currently approved version (i.e., with the changes tracked):
	CHANGES NEEDED TO CONSENT UPDATE 
	30/Nov/2017 14:36
	Ms. Kathie Zeman

	5.4 *Please upload the revised consent form(s) showing the changes from the currently approved version (i.e., with the changes tracked):
	main consent revised with admin changes and clarifications. Added info on central path review, added Alliance to list of organizations to receive info in CONFIDENTIALITY, updated # participants in study and updated signature page to align with OCREB template 
	20/Nov/2017 15:44
	Ms. Kathie Zeman

	5.12 *Please upload the consent/assent update form:
	includes updated # participants, new info on confidentiality/ disclosure of PHI and new info on central pathology review 
	20/Nov/2017 15:48
	Ms. Kathie Zeman

	5.12 *Please upload the consent/assent update form:
	includes updated # participants, new info on confidentiality/ disclosure of PHI and new info on central pathology review 
	20/Nov/2017 15:48
	Ms. Kathie Zeman

	5.12 *Please upload the consent/assent update form:
	includes updated # participants, new info on confidentiality/ disclosure of PHI and new info on central pathology review 
	20/Nov/2017 15:48
	Ms. Kathie Zeman



5. Review the attached documents
From the timeline view/workspace, select the “Documents” tab to access and review the documents associated with the application. If the REC has made comments directly in the consent form instead of as panel comments, the REC will upload the marked-up consent form for REB member review under “Review Documents”. 
[image: ]
6. Record comments
The reviewer(s) may complete and upload a reviewer form to the “Review Documents” section of the submission workspace. Alternatively, the reviewer forms may be used as a guide. However, reviewers should record their main concerns, or note that the application (including the consent form) is ethically acceptable as-is. Reviewers may make Panel Comments, Form Comments, or both, depending on the nature of the comments. 

7. Make a recommendation (other reviewers) – primary reviewer may skip this step
Once you have completed your review and recorded your comments, the next step is to make a recommendation (Recommend Approve, Recommend Modifications or Recommend Send Full Board). When more than one reviewer is assigned to a submission, each reviewer must make his/her recommendation on the ethical acceptability of the submission from his/her perspective or area of expertise. All of the recommendation(s) will be considered by the primary reviewer in making a final motion. If the submission is assigned to a primary reviewer only, this step may be skipped.

[image: ]

8. Complete the review and make a final motion (Primary Reviewer only) 
The Primary Reviewer completes his/her review of the submission (including all associated documents), logging additional comments as warranted. The Primary Reviewer must take into consideration the comments made by the RECs, as well as any comments and recommendations made by assigned reviewers (when applicable). The Primary Reviewer should indicate whether or not he/she is in agreement with the comments and recommendations, and record a note when he/she does not have any additional comments to add. If the application can be approved as-is, the primary reviewer should note that the application (including the consent forms and all other attachments) is ethically acceptable as-is – i.e., without changes, including to the consent form(s).

After completing a review and logging comments, the Primary Reviewer must complete the review and then make a motion (approve, acknowledge, defer to full Board or modifications required). The motion of “Acknowledge” may be used in rare circumstances (e.g., when an amendment includes only an update IB). If the REC has indicated that changes are needed and the Primary Reviewer is in agreement, “Modifications Required” must be selected to allow the REC to send the comments to the PI.

	Complete Review[image: ]
	Record a Motion
[image: ]
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