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1. Submission Pre-screening

When an application is submitted to the REB of Record in the system, the first step is an administrative pre-screen to
ensure a complete submission package (e.g., ensure no required documents are missing). During this step of the
workflow, the submission will be at the “REB Administrative Review” status and accessible to anyone with the REB
Staff role via the REB Submissions tile of their Work Area.

All Clinical Trial Initial Application (CTIA) and Observational Study Initial Application (OSIA) submissions undergo a
pre-screen step by system administrators before the application is assigned to the REB of Record to ensure the study
includes two or more eligible sites, the correct ICF template(s) was used, and e-signatures have been obtained from
the correct individuals. This is also done for all Participating Site Initial Application (PSIA) submissions, before they
are released to the REB of Record. Post-approval submissions are not pre-screened by system administrators.

When you first open a submission, you will land on the Submission Timeline page, which includes summary
information about the application and shows all prior workflow steps the form has gone through. The Submission
Timeline Page essentially acts as a cover sheet for the application. On this page you will see two types of actions at
the top of the page (Figure 1).

1. Workflow actions: actions that change the status of a submission, advance it to the next step of the REB

workflow. Application Complete and Application Incomplete are both examples of Workflow actions.

2. Administrative actions: actions which do not change the status of the submission. Can be used for performing
administrative tasks (e.g., making a note to file, comments, assigning a reviewer, etc.). More information detailed
about administrative actions can be found in Section 4 — Administrative Actions.

The number of actions that appear on the page at once depends on the size of the screen you are working from. If
you cannot see an action you expect to, click the More button (last button on the right) to see additional actions
available at the current review status.

a @ Frangais Canadien

Example study 5 © 0 g
Example study 5 Lo QECNIW YT | Application Complete | 3 Application Incomplete = S Assign Staff | (3 Assign Panel | = More

Project Id: 5773 Applicant Name: Dr. Lead Applicant

Current Committee: DEMO REB Current Status: REB Administrative Review

Application Type: Clinical Trial Initial Application Meeting: Unassigned

Clock Status: Start (0/100) days elapsed. Assigned Reviewers: None

Conflicted Users: None Site: Study-Wide

Figure 1

1.1 Application Complete

If you deem the submission to be complete, press the Application Complete button. The submission will advance to
the next status of the workflow called, “Review Type Determination”. Press the blue Application Complete button
(Figure 2) at the bottom of the window, then press Yes when prompted with the message, “Are you sure you want
to perform this action?”?.

1 - Whenever you perform an action, you will be asked to confirm that you wish to perform the action. This confirmation step will not be
mentioned again in this guide.
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Example study 5

Example study 5 Q, Review Application | + Application Complete | 2 Application Incomplete | %3 Assign Staff | @ Assign Panel = More
Project Id 5773 Applicant Name: Dr. Lead Applicant

Current Committee: V Application Complete X rative Review

Application Type:
Clock Status: .
Action Date: Now o

Conflicted Users:

Timeline Notes:

o=yl Application Complete

Figure 2

Each time you perform an action, you will have the option to create a Timeline Note, if desired?. Timeline notes
allow you to create a note to file (e.g., approved by John Doe) that will be recorded with the action on the
Submission Timeline. Any action with a timeline note will show in the list of events on the timeline with an asterisk

at the end of the action name (Figure 3).

2 — Whenever you perform an action, you have the option to add a Timeline Note (this is optional).

Action Event Date Clock Status Clock Information Attachment Email
Assign Staff 13/Apr/2026 16:01 @ 0/100 days elapsed.
Application Complete* 13/Apr/2026 16:01 @ 0/100 days elapsed.
Submit Application 10/Apr/2026 17:08 0/100 days elapsed. ?]
Figure 3

1.2 Application Incomplete

If you notice issues with a submission during pre-screening (e.g., missing documents, or insufficient information),
use the Application Incomplete action to send the application back to the study team for corrections (Figure 4). A
pop-up appears with the Application Incomplete letter template displayed in a text editor. Edit the template
directly in the window using the text editor or paste from an external a source (i.e., MS Word). Certain information
about the application is automatically populated at the top of the letter (e.g., current date, project ID number, study
title, etc.) with data from the application. This information should not be edited.

Once finished editing the template, click the blue Application Incomplete button at the bottom of the pop-up
window. This changes the status of the submission to, “BoR Changes Requested” and sends an email notification to
the study team letting them know their application has been returned by the REB. The study team then can
download the REB letter from the History tab of the application in the system.
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a @ Frangais Canadien

Example study 5 . © o - ¢
Example study 5 (o Q- EVENWNTIENTNN  + Application Complete | ¥ Application Incomplete I 5 Assign Staff | B3 Assign Panel = More

Project Idk: 5773 Applicant Name: Dr. Lead Applicant

Current Committee: DEMO REB Current Status: REB Administrative Review

Application Type: Clinical Trial Initial Application Meeting: Unassigned

Clock Status: Start (0/100) days elapsed. Assigned Reviewers: Nene

Conflicted Users: None Site: Study-Wide

Figure 4

2. Selecting the Level of Review

Once an application is marked as complete, the status changes to “Review Type Determination” and the level of
review can be selected. While at this status, the submission is accessible to REB Staff from the Assign Review Type
tile of their Work Area.

The next step of the workflow is selecting the level of review required for the submission using one of the following
three actions that will be visible at the top of the page (Figure 8):

1. Full Board Review: Submissions to be reviewed at a full board meeting.
2. Delegated Review: Submissions to undergo a delegated/expedited review process.

3. Admin Review: Submissions which do not require review by REB members which REB Staff can administratively
acknowledge.

Example study 5 Review Application Assign Reviewers Full Board Review Delegated Review Admin Review || =
PP g g
Project Id: 5773 Applicant Name: Dr. Lead Applicant
Current Committee: DEMO REB Current Status: Review Type Determination
Application Type: Clinical Trial Initial Application Meeting: Unassigned
Clock Status: Start (2/100) days elapsed. Assigned Reviewers: Mone
Conflicted Users: None Site: Study-Wide
Figure 8

The level of review that a submission will undergo is not pre-defined, even if the application is submitted multiple
times. This means REBs must select the type of review for all submission versions of the application. As an

example, if the initial submission undergoes full board review (e.g., a CTIA submission ), the type of review still must
be selected for the application after the study team submits their response (e.g., delegated review)>.

3 - REBs should always ensure they select the level of review for each submission, in accordance with their SOPs.

2.1 Send Application for Review Type Determination

Some REBs require the Chair (or another designated individual) to determine the appropriate level of review (i.e.,
Delegated or Full Board) for REB submissions.

If this is a requirement for your REB, click the Send For Determination action at the top of the page (Figure 9)*.
Next, assign the appropriate individual as the Review Type Determiner using the drop-down menu in the pop-up
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window. Once assigned, the individual assigned will receive an email notification informing them that a new
submission is awaiting review type review selection.

The individual assigned can access the submission from the Select Review Type tile of the Work Area then select the
level of review required for the submission which will ultimately determine which pathway of the workflow the
submission will go down (i.e., full board, delegated or admin).

4 - The application cannot move on to the next step of the workflow until the Review Type Determiner has selected the type of review for
the submission.

Example study 5 (O QUEW W NTLENLLE | & Assign Reviewers | | @ Full Board Review | | (8 Delegated Review | | (& Admin Review

Send for Determination
Project Id: 5773 Applicant Name: 8] APE %9 Assign Staff

Current Committes: DEMO REB Current Status: Review Type B Assign Panel
Application Type: Clinical Trial Initial Application Mesting: Unsssigned 56 Withdraw Application*
) (@ Register Conflict
Clock Status: Start (2/100) days elapsed Assigned Reviewers: None
[E] Collate Comments
Conflicted Users Mone Site: Study-Wide
M| Study Summary Page
# Note to File
@ Amend Site
Timeline Project Documents Data Contacts Correspondence Time KPIs _ .
Y **Admin Panel Change
Delete
Figure 9

2.2 Full Board Review

If a submission requires review at a full board meeting, the REB should click the Full Board Review action (Figure 8)
from the Submission Timeline page. Once the action has been performed, the status of the submission changes to
“Full Board Review” and is accessible to REB Staff from the Assign to Meeting tile of their Work Area.

2.2.1 Assign the Application to a Meeting:

Once full board review has been selected as the level of review for a submission, the next step is to assign it to an
upcoming full board meeting. The full board meeting must have already been created before you can proceed with
assigning a submission to the meeting. For detailed instructions on how to create a meeting in Stream, refer to the
Meetings user guide.

If the meeting has already been created, click Assign to Meeting, then select the meeting you want to assign the
submission to in the drop-down menu (Figure 10). Once assigned to a meeting, the status of the submission
changes to “Assigned to Meeting” and is accessible to REB members from the Full Board Review tile of their Work
Area.
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Example study 6 Q, Review Application | Assign to Meeting | = f¢ Assign Reviewers = More

Project Id: 5774 Applicant Name: Dr. Lead Applicant
Current Committee: DEH ard Review
Assign to Meeting X
Application Type: Clin gned
Clock Status: Stal Timeline Notes: Eq. anproved by John Doe (0 Administrator] (Review Staff)
Not shared with Researchers o S h
Conflicted Users: No 4 FWide
-
Meeting: Demo Meeting - June 2026 18/01 v

Demo Meeting - June 2026 18/06/2026

Demo Meeting - July 2026 16/07/2026

(oL Assign to Meeting

Figure 10

2.2.2 Recording the end of the full board review:

After the meeting has taken place, the full board review needs to be marked as complete in the Stream system. This
can be done using the Review Complete action on the Submission Timeline page while the submission is at the
“Assigned to Meeting” status (Figure 11). This important step advances the application to the next step of REB
workflow where the review decision can be recorded (e.g., approve, modifications required, defer decision, etc.).
After the action has been performed, the status of the submission will change to “Decision Pending”.

Example study 4 Q, Review Application | & Review Complete | By Assign Reviewers Xy Assign Staff | = More

Project Id: 5772 Applicant Name: Dr. Lead Applicant
Current Committee: DEMO REB Current Status: Assigned to Meeting
Application Type: Clinical Trial Initial Application Meeting: Demo Meeting - June 2026 18/06/2026
Clock Status: Start (3/100) days elapsed. Assigned Reviewers: None
Conflicted Users: None Site: Study-Wide
Figure 11

2.3 Delegated Review

To assigh a submission to a delegated review, click the Delegated Review button at the top of the page (Figure 8),
then press the blue Delegated Review button at the bottom right corner of the pop-up window. The status of the
form will change to “Delegated Review”. At this status the application is accessible to REB Staff from the Delegated
Review tile of their Work Area.
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2.3.1 Assigning Reviewers:

To assign the reviewer(s) that will conduct the review of the application, press the Assign Reviewers button while
on the submission timeline page. This opens the Assign Reviewers pop-up window with a list of individuals from the
REB who can be assigned as reviewers. Assign reviewers to the current submission using the drop-down menu
under the Assign Submission heading in the row containing the reviewer’s name (Figure 12). Then select the type
of reviewer you want to assign them as (i.e., Primary, Secondary, or Other). Multiple reviewers can be assigned as
Primary and Secondary reviewers on the submission.

Example study 5 Q, Review Application | Iy Assign Reviewers | 5y Assign Staff B Assign Panel = More

Project Id: 5774 9 Assign Reviewers X kant
Current Committee: DEM ew
Application Type: Clini
Clock Status: Start] .
Assign
. First Date of Last Project and Assign
Conflicted Users: Nond . . L .
Title Name Last Name Assignment Submission Submission
Mr. Sys Admin 12/Jan/2026
09:22
Mx. CTO Administratorl 27/Feb/2026
12:51
Mr. REB Chairl 25/Mar/2026 [
n:52
Primary
Mr. REB Committeel  27/Feb/2026 Reviewell
14:24 Secondary
Reviewer
Mr. REB Staffl Other
Reviewer
Cancel R
Figure 12

When a reviewer is assigned to a submission, they automatically receive an email from the system to notify them.
If desired, you can assign a reviewer to not only the current submission, but also all future submissions for the
project by using the drop-down menu under Assign Project and Submission.

Submissions undergoing delegated review must have at least one individual assigned as the Primary Reviewer. Only
those who have been assigned as a Primary Reviewer for a submission will have access to the Complete Review
action to advance the submission to the next step of the workflow where the REB decision can be made (e.g.,
approve, modifications required, defer to full board, etc.).

The other types of reviewers are called Secondary Reviewer and Other Reviewer. Assigning an individual as either
type of reviewer allows them to access the submission (and study documents) and allows them to provide a
recommendation.

2.3.2 Making a Recommendation:
While a submission is at the “Delegated Review” status, any assigned reviewers can make a recommendation on
whether the submission should be approved, acknowledged, or sent back to the study team for clarifications.

REB members can record their recommendation for the submission from the Submission Timeline page by using the
action that corresponds with their recommendation (Figure 13).
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The three recommendations that reviewers can choose from are:
1. Recommend Approve: The application can be approved as-is, no further changes required.

2. Recommend Modifications: The application should be sent back to the research team for changes or
clarifications.

3. Recommend Send Full Board: The application as submitted requires further review at a full board meeting.

Example stud... OREWETWCE UGN | /' Recommend-Approve | /' Recommend-Modifications /' Recommend-Send Full Board
Project Id: 5773 Applicant Name: Dr. Lead Applicant
Current Committee: DEMO REB Current Status: Delegated Review
Application Type: Clinical Trial Initial Application Meeting: Unassigned
Clock Status: Start (3/100) days elapsed. Assigned Reviewers: Mr. REB Committeel (Secondary Reviewer)
Conflicted Users: None Site: Study-Wide
Figure 13

2.3.3 Viewing Recommendations Made by Reviewers:
Any assigned reviewer and REB Staff can view the recommendations made on the submission by the other assigned
reviewers. All recommendations are displayed in the list of actions on the Submission Timeline page (Figure 14).

2 events
16:00 20:00 00:00 04:00 08:00 12:00 16:00 20:00 00:00 04:00
Tuesday 6 May 2025 Wednesday 7 May 2025 Thursday 8 May 2025
Action Event Date Clock Status Clock Information Attachment Email
Recommend-Approve 07/May/2025 13:51 @ 1308/100 days elapsed. )
Assign Reviewers 07/May/2025 13:42 @ 1308/100 days elapsed.
Delegated Review 07/May/2025 13:42 @ 1308/100 days elapsed.
Figure 14

Click a recommendation action in the list to see the name of the reviewer who made the recommendation, and any
timeline notes they have entered.

2.3.4 Ending a Delegated Review as Primary Reviewer:

During a delegated review, the individual assigned as the Primary Reviewer for the submission is responsible for
indicating when the delegated review process is complete. This important step must be completed before a
decision for the submission can be recorded (Approve, Acknowledge, etc.).

To indicate the delegated review is completed, press the Complete Review button from the Submission Timeline
page (Figure 15). Once this is done, no additional reviewers can record their recommendation on the application.
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Therefore, we recommend the Primary Reviewer waits until after all reviewers have had a chance to record their
recommendation before performing the Complete Review action.

Once the delegated review has been marked as complete, the status of the submission changes to “Delegated
Review Complete” and is accessible to REB Staff within the Delegated Review tile of their Work Area. The
remaining steps of the REB workflow are described in Section 3 - Post-Review Steps.

Example study 5 Q, Review Application Ay Assign Reviewers | + Complete Reviewl # Recommend-Approve = More
Project Id: 5773 Applicant Name: Dr. Lead Applicant
Current Committee DEMO REB Current Status: Delegated Review
Application Type: Clinical Trial Initial Application Meeting Unassigned
Clock Status: Start (3/100) days elapsed. Assigned Reviewers: Mr. REB Committee] (Secondary Reviewer), Mx.

CTO Administrator] (Primary Reviewer)

Conflicted Users: Mone Site Study-Wide

Figure 15

2.4 Administrative Review

Administrative review is the type of review typically selected for applications that do not require full board or
delegated review. Instead, these submissions can be reviewed and ‘administratively’ acknowledged by REB Staff.
Examples of applications that could meet these criteria are minimal risk studies or amendments that only include
administrative changes (e.g., a change to the lead study coordinator). This type of review can also be selected for an
application that has been re-submitted after previously undergoing a full board or delegated review.

To select Administrative Review as the review type for a submission click the Admin Review button, (see Figure 8),
then press the blue Admin Review button at the bottom of the pop-up window. The status of the submission will
change to “Admin Review” and it will be accessible to REB Staff via the Post Decision Steps tile of their Work Area.

3. Post-Review Steps

Once the submission has been reviewed by the assigned reviewers and the delegated or full board review has been
marked as complete in the system, the next step is to record the REB’s decision. Ultimately, the application will
either be sent back to the study team for clarifications, or it will be approved/acknowledged. This section outlines
the steps required to advance the submission through the workflow after the review has been conducted.

3.1 Recording the Decision

There are six actions REBs can use to record the review decision depending on the type of review the submission
underwent (e.g., full board vs delegated review) and the type of application submitted. The six decision types
available are outlined below in Table 1.

TABLE 1 - POST-DECISION STEPS

APPROVE The application and associated documents can be approved as submitted — no changes are required

o4\ [e)[ED6]cl3 | No changes are required, the application and associated documents are to be acknowledged by the REB
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ADMIN Does not require review from the Chair (or other appropriate individual), the application and documents
e[\ (o) TEDp I will be reviewed and acknowledged by REB Staff

The application and/or associated documents require further clarification, changes or corrections before
it can be approved by the REB. This action returns the application to the research team unlocked so they
can make the required changes and re-submit

MODIFICATIONS
REQUIRED

The application was assigned to undergo a delegated review, but further consideration resulted in a
decision that full board review is actually required (this is only available for applications which have
undergone a delegated review).

DEFER TO FULL
BOARD

The application and/or associated documents require substantive changes or corrections that need to be
)58 H¢5 (o] made before the REB can consider making a decision on the application. The application will be returned
to the study team to make the changes, and will need to be re-submitted for REB review

The research study (or post-approval submission) fails to meet the ethical standards for approval and

NOT APPROVE L . i q :
revision is unlikely to enable the REB to reach a positive determination

5 - The Admin Acknowledge action only becomes available if “Admin Review” was selected as the level of review for the submission. If a
previous submission of the application was assigned to a full board meeting, or underwent delegated review, the REB Staff must select
“Approve” as the REB’s final decision to ensure the proper REB letter template appears for the REB to complete.

”n

While the submission is at the “Decision Pending”, “Delegated Review Complete”, or “Admin Review” status, several
actions will be visible from the Submission Timeline page which represent the different decisions the REB can make
for the application (i.e., Approve, Defer to Full Board, etc.).

The actions visible depend on the type of application being reviewed, as well as the level of review that was selected
(i.e., full board/delegated). For example, the Admin Acknowledge button will not appear in the Action Menu at any
point during the review of a CTIA, or PSIA.

You can record the REBs decision for a submission by clicking the corresponding action. For example, if the REB
elected to approve the submission as-is, you can click the Approve action (Figure 16). Once the action is performed,
the status of the submission will change to “Approved” and is accessible to REB Staff from the Post Decision Steps
tile of their Work Area.

Example study 4 Q, Review Application i Approve # Modifications Required @ Defer Decision | = More

Project Id: 8772 Applicant Name: Dr. Lead Applicant
Current Committee: DEMO REB Current Status: Decision Pending
Application Type: Clinical Trial Initial Application Meeting Demo Meeting - June 2026 18/06/2026
Clock Status: Start (3/100) days elapsed. Assigned Reviewers: None
Conflicted Users MNone Site: Study-Wide
Figure 16

3.2 Categorizing the Documents

After the REB has approved, acknowledged, or administratively acknowledged a submission, the next step of the
workflow that must be completed is called Categorizing Documents. During this step, the REB must confirm that all
study documents on the submission have the correct status: approved (pending), acknowledged (pending), or
received (pending).
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If a document does not have the correct status, the REB can correct it at this step. For example, if the study team
uploads a tracked-changes ICF to a question of the form where the clean version of the document should be

uploaded, the status of the document can be changed from “approved (pending)” to “received (pending)”®. The
status of each document will be displayed in the REB approval/acknowledgement letter.

Categorizing documents is not applicable for submissions when the REB elects to send the application back to the
study team for clarifications. Instructions on how to properly categorize documents for a submission can be found
below. Table 2 gives a description of the different document statuses available.

6 - “Received” documents do not appear in REB letters.

TABLE 2 — DOCUMENT STATUSES CATEGORIES

APPROVED Documents in this category will appear in the ‘approved documents’ section of the REB approval letter
(PENDING) and have a status of “approved” once the review process is complete (e.g., the letter is sent)

e (o) TESs e[ Documents in this category will appear in the ‘acknowledged documents’ section of the REB approval
(PENDING) letter and have the status of “acknowledged” once the review process is complete

Documents in this category will not appear in the REB approval letter, and will have the status of

RECEIVED (PENDING) W N . .
( ) Received” once the review process is complete

To categorize documents for a submission click on the Categorize Documents action’ from the Submission Timeline
page. A pop-up window will appear with a list of all documents attached to the submission. Each document has a
default status based on the question of the form it was uploaded to, but the REB can change this by using the drop-
down menu in the row containing the document name (Figure 17).

Example study 4 Q, Review Application | & Categorize Documents l 1y Assign Staff | | (I) Register Conflict = More
Project Id: 5773 e Categorize Documents X pr. Lead Applicant
Current Committes: DEM fimeline Notes: o sporoved by Jobn Do pproved
y
Application Type: Clini lemo Meeting - June 2026 18/06/2026
Clock Status: Star one
Conflicted Users: MNon Document,  Document Version Document . Submission Form udy-Wide
Type Name Version Date status Date Reference
18, PM, or IFU Investigator 1 OUApr/2026 | Acknowleds ~| Ol/Apr/2026 Clinical Trisl
Brochure Please select. Initial
Approved (Pending) Application -
Acknowlefiged (Pending) Example study
Received (pending) 4 -123456 -
Hospital A
Research
Organization
NOL/NOA HC No 1 OVApPr/2028 | Acknowleds v| OVApr/2028 Clinical Trial
Objection Initial
Letter Application -

Figure 17
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Press the blue Categorize Documents button at the bottom of the window to complete the action. The status of the
submission will update to “Approved Pathway-Documents Categorized” (the name of this status depends on
whether the application has been approved or acknowledged).

7 - The Categorize Documents step must be completed even for submissions that do not have any documents.

3.3 Archiving Documents

The Archive Documents action is only visible for post-approval submissions due to the possibility that a new
document on the submission is replacing a previously approved/acknowledged version of the document. Archiving
older versions of study documents helps ensure the study team at each participating site can locate and use the
latest REB approved version of any study document.

Tip: Archiving a document does NOT mean the document is deleted. The archived document always remains
accessible from the Documents tab on the Project Overview page.

To archive documents on a submission, click on the Archive Documents?® action from the Submission Timeline page.
The Archive Documents pop-up window will appear with a list of all documents attached to the submission.
Documents that are attached to the current submission are highlighted in yellow, while previously
approved/acknowledged documents for the project are grey or white.

Select the documents to archive using the checkboxes in the far-right “Archive” column to archive any document
that is being replaced by one of the documents on the current submission (Figure 18). Once all applicable
documents have been selected, press the blue Archive Documents button to complete the action.

8 - The archiving step still must be completed if the submission contains no documents, or when there are no documents being replaced.

Example study 4 Q, Review Application | iiv Archive Documents | o Assign Staff | | (1) Register Conflict ||= More
) fiv Archive Documents X
Project Id icant
Tick off checkbox to archive old
Current Committee: version of the document hway-Documents Categorized
Application Type:
+ Document Version Submission Document Form
Type Name Version Date Date status Reference Archive | . . .
Clock Status: inistrator] (Primary Reviewer)
1B, PM, or Example stud 20 08/Apr/20268  08[Apr/2026 Acknowledged  Study-Wide o
- IFU ylnvestigator (Pending) Amendment -
5/
Conflictedlsece: Brochure v2.0 Amendment 1 -
Amendment 1 -
1B, PM, or Investigator 1 Ol/Apr/2026  OV/Apr/2026 Acknowledged  Clinical Trial A
IFU Brochure Initial
Application -
Example study
4-123456 -
Hospital A
Research
Organization
NOL/NOA HC No 1 01/Apr/2026  OV/Apr/2026 Acknowledged Clinical Trial 0
Objection Letter Initial
Application -
Example study
4-123456 -
Hospital A
Research
Organization
Protocol Example Study 20 08/Apr/2026  08/Apr/2026 Approved Study-Wide O
4 Protocol (Pending) Amendment -
v20_Clean Amendment 1-

Figure 18
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Once the Archive Documents step has been completed, the status of the submission changes to “Approved Pathway
— Documents Archived” (or “Acknowledged Pathway — Documents Archived” if the application was acknowledged
instead of approved). At this status, the application is accessible to REB Staff in the Post Decision Steps tile of their

Work Area.

Tip: Sort the table of documents by “Document Type” to make it easier to compare the old and new version of
the document (i.e., Investigator Brochure).

3.4 Setting the Expiry Date

Setting the study-wide ethics approval expiry date is required for CTIA and OSIA submissions only®. To set the expiry
date for a submission, click the Set Expiry Date button from the Submission Timeline, while the submission is at the
“Approved Pathway — Set Expiry Date” status. Next, use the date-picker in the date field within the pop-up window
(Figure 19) to select the expiry date. Once you have entered the expiry date, press the blue Set Expiry Date button
at the bottom of the window to complete the action.

9 — Setting the expiry date is also required for Study-Wide Continuing Review submissions

Q, Review Application Set Expiry Date 1y Assign Staff | = More

Applicant Name: Dr. Lead Applicant

Example study 5
Project Id: 5773
Current Committee: DE!
Application Type: Cliny
Clock Status: Stal
Conflicted Users: Mo

Set Expiry Date
Action Date:

Timeline Notes:
Not shared with Researchers

Set New Expiry Date:*

Now w

pproved Pathway - Set Expiry Date
X

nassigned

r. REB Committeel (Secondary
Eviewer), Mx. CTO Administratorl
Primary Reviewer)

y John Doe udy-Wide

Figure 19

After the action is performed, the status of the CTIA/OSIA (or SWCR) submission will change to “Approved Pathway
— Expiry Date Set”. While at this status, the submission is accessible to REB Staff within the Post Decision Steps tile
of their Work Area. More information on expiry dates and continuing review can be found in the Ethics Approval

Expiry Date, Status, and Continuing Review user guide.

REB User Guide:
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3.5 Drafting the REB Approval Letter

This section describes the steps the REB must follow to draft the approval letter for a submission. Some REBs have
SOPs which dictate that a copy of the drafted letter be sent to the Chair for review before it can be issued to the
study team. When this happens the Chair should review the draft letter to assess whether any changes are
required, or if it can be sent as-is. The same process should be followed when drafting an acknowledgement letter.

To draft the letter for the initial study-wide application (CTIA or OSIA), click the Draft Approval Letter-IA' button
from the Submission Timeline page. The REB approval letter template will appear in a pop-up window which can ne
edited (Figure 20). You can edit the template by typing directly into the text editor and use the toolbar at the top of
the text editor to make any formatting changes. Typically, the REB approval letter templates require only minor
changes before sending.

BA Send Approval Letter-1A =] Draft Approval Letter-1A fp Assign Staff | = More

Project Id: 5773 Applicant Name: Dr. Lead Applicant
Current Committee: DEMO REB Current Status: Approved Pathway - Expiry Date Set
Application Type:
e P [ Draft Approval Letter-1A X
Clock Status: 1 (Secondary Reviewer),
i . torl (Primary Reviewer)
Action Date: Now »

Conflicted Users:

Timeline Notes: Eq. approved by John Doe
Mot shared with Researchers '

|||
1]
1]
=
@
3

B i U A & @ +:

Review Type: Full Board
Meeting Date: 18/Jun/2026
Date Approval Issued: 08/Apr/2026

Study Approval Expiry Date: 08/Apr/2026

Dear Lead Applicant

Thank you for submitting the above referenced study on behalf of all participating sites through Stream. The DEMO REB has reviewed the
study and granted initial approval as of the date noted above

Study-wide documents approved:

W W Cancel JEREVTIGIEIRIEIST

Figure 20

Some information is pre-populated in the letter using data from the application form such as expiry date, document
names, document version/date, etc. If you notice any information is incorrect (i.e., expiry date), do not attempt to
fix it by manually editing the letter template. The issue most likely stems from one of the previous workflow steps
completed for the submission.

10 - Creating a draft of the letter is optional (based on the SOPs of the REB). If your REB does not require the Chair to review letters before
they are sent, you can skip the ‘Draft Approval Letter’ step and proceed to use the ‘Send Approval Letter’ action.
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3.6 REB Letters Templates

As mentioned previously, some information within the template REB letters is populated automatically with data
from the project in Stream. Table 3 below provides a description of the information that is included:

TABLE 3 — INFORMATION AUTOMATICALLY POPULATED IN REB LETTERS

Users will always need to modify the letter template to specify whether the application underwent full

REVIEW TYPE - . .
board, delegated, or administrative review

For the CTIA and OSIA submissions, the system automatically shows the date of the full board meeting(s)
the application was reviewed at. Post-approval submissions (e.g., Study-Wide Amendments) will only

[\ 250\ [cl):yf2 | show a meeting date if the submission has been reviewed at a full board meeting. If a previous
submission version of the application was reviewed at a full board meeting, the REB will need to
manually add the full board meeting date to the letter

The date/time the REB decision (e.g., approve, acknowledge, etc.) was recorded on the submission in the
system (e.g., the date and time the button was pushed in the system). Users may wish to remove the
time

DATE APPROVAL
ISSUED

This field may be blank (e.g., if a study ID was not specified by the Lead Applicant team) and can be

LSl AL deleted from the template if empty

3.7 Save a Drafted Letter

You can save a copy of the draft of the letter you are working on at any time by pressing the Save button at the top
of the text editor. The save button is represented by a computer disk icon within the toolbar of the text editor
(Figure 21). The saved draft can be re-opened at any time by pressing the blue My Drafts button at bottom-left
corner of the text editor window. Saved drafts are only visible to the user who created them.

X3 Draft Approval Letter-1A X
Action Date: Now o
Timeline Notes: Eg., approved by John Doe

Not shared with Researchers

|||

B i U A: @ E +: - q a =

'Y
Review Type: Full Board /

Meeting Date: 18/Jun/2026

You can save a draft of the

Date Approval Issued: 0B/Apr/2026 . .
o 7 letter by clicking the save icon

Study Approval Expiry Date: 08/Apr/2026

Dear Lead Applicant,

Figure 21
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When the drafted letter is ready, press the blue Draft Approval Letter — IA button at the bottom of the pop-up
window. A PDF of the drafted letter is now available from the list of actions performed on the submission on the
Submission Timeline page.

3.7.1 My Drafts:
To save a draft of the letter to My Drafts, click the computer disk icon in the tool bar of the text editor, give the
draft a unique name (Figure 22), then click Save'*.

11 - The saved draft of the letter is not accessible to any other users.

Draft Approval Letter-IA X
X

Save Draft

Create new:

Enter a name for the
draft and then click Save

My Drafts W [o=N\WIMll Draft Approval Letter-IA

Figure 22

3.7.2 Draft Letter:

Once satisfied with drafted letter press the blue Draft Approval Letter button at the bottom of the Draft Approval
Letter pop-up window. The status of the submission will change to “Approval Letter Drafted” and can now be sent
to the REB Chair (or other appropriate individual) to review, using the Letter Review (if required).

3.7.3 Changing a Drafted Letter:

Once a letter draft has been created it can be viewed by other REB members who have access to the submission in
the system. The letter is saved as an attachment on the Draft Approval Letter-IA action and displayed along with
the other actions previously executed on the submission, on the Submission Timeline page.

Page 18 of 31
REB User Guide:
The Review Process v5 (April 2026)



STREAM

e

If required, you can edit the letter after it has been drafted by clicking the Draft Approval letter-lA action again.
Then, open the existing draft in the letter editor by clicking the blue Existing button at the bottom-left corner of the
pop-up window (Figure 22). This will cause the pop-up window to split in two halves where a list of all drafts is
displayed on the right side.

Select the draft you want to open, then click the Overwrite button in the middle of the pop-up window (Figure 23)
to overwrite the letter template with the saved draft. The other option, Append, appends the drafted letter to the
end of the template letter.

Timeline Notes:
Not shared with Researchers

B /i U A @ B B8 +

= T = = -1 a - : Action Date User
. *Accept Submission 01/Apr/2026 15:16 Mx. CTO Administratorl
Date: 9 April 2026 @ Draft Approval Letter-IA  08/Apr/202616:41  Mx. CTO Administrator]
. i - oot Append .
[To: Dr. Lead Applicant, Hospital A Research Qrganization @ Date: 8 April 2026 '
Project ID: 5773 Overwrite

To: Dr. Lead Applicant, Hospital A Research Organization
Study Title: Example study for testing .

Project ID: 5773
Sponsor Study ID: 123456

Study Title: Example study for testing

Studv Snonsor: Acme Inc . )
Click Overwrite to replace the template text

N— — ith iously drafted lett
m W W with a previously draited letter (o= [Nl Draft Approval Letter-1A

Figure 23

3.8 Letter Review

Before issuing the REB letter for a submission, your REB SOPs may dictate that you first send a draft of the letter to
the REB Chair for review and ‘approval’. The Chair can then choose to make changes to the letter directly or provide
a list of changes in a separate document. This guide assumes the REB Chair will be the individual to act as the Letter
Reviewer, but like when assigning reviewers, anyone with a role for the REB in the system can be assigned as the
Letter Reviewer for a submission.

3.8.1 Letter Review vs No Letter Review
Once an REB letter has been drafted, two new actions will appear at the top of the Submission Timeline page called
No Letter Review and Letter Review (Figure 24).

To assign an individual from your REB (i.e., the Chair) as the Letter Reviewer for a submission, click the Letter Review
action. If your REB does not require letters to be reviewed prior to sending, you can use the No Letter Review
action to skip the letter review step altogether.
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Example study 5

Project Id:
Current Committee:
Application Type:

Clock Status:

Conflicted Users:

STREAM

Q, Review Application = Draft Approval Letter-1A # No Letter Review | I u§ Letter Review Required | = More

5773
DEMO REB
Clinical Trial Initial Application

Start (4/100) days elapsed.

None

Applicant Name:
Current Status:
Meeting:

Assigned Reviewers:

Site:

Dr. Lead Applicant
Approval Letter Drafted
Unassigned

Mr. REB Committeel (Secondary Reviewer), Mx.
CTO Administrator! (Primary Reviewer)

Study-Wide

3.8.2 Assigning the Letter Reviewer

Figure 24

When the Letter Review Required option is selected, the buttons displayed in the Action menu change to reveal a
button called Assign Letter Reviewer. Press this button to show the Assign Letter Reviewer pop-up window, then
select the Chair (or appropriate person according to SOP) as the Letter Reviewer in the Assign Submission column

(Figure 25).

The Chair will receive an email from the system to let them know they’ve been assighed a letter to review and/or
associated documents. This email contains a link to bring the reviewer directly to the submission timeline of the
application. The application where the letter was drafted can also be found in the For My Review tile of the Chair’s

Work Area.

Example study 5

Project Id:
Current Committee:
Application Type:

Clock Status:

Conflicted Users:

Q, Review Application | 1 Assign Letter Reviewer %y Assign Staff (D Register Conflict = More

5773

Applicant Name:

Dr. Lead Applicant

REB User Guide:

3 Assign Letter Reviewer

Suggested conflicts: None

Search
First
Title Name
Mr. Sys Admin
Mx. CTO Administrator]
Mr. REB Chairl

Last Name

Date of Last

Assignment

12/Jan/2026 09:22

08/Apr/2026 1540

25/Mar/2026 1:52

o= Assign Letter Reviewer

> |etter Review Required

F

mmitteel (Secondary Reviewer), Mx.
histrator] (Primary Reviewer)

e

Assign Submission

Letter Revieygr

The Review Process v5 (April 2026)

Figure 25
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3.8.3 Reviewing the drafted Letter

When an individual is assigned as the Letter Reviewer, they receive an email with a hyperlink to the submission the
letter was drafted for. The letter can then be downloaded from the Submission Timeline page by clicking on the
paper clip icon in the row of the draft letter action (Figure 26), then clicking the blue Download button.

Action Event Date Clock Status Clock Information Attachment Emai
Letter Review Required 0B/May/2025 16:43 C'—) 1/100 days elapsed.
Draft Approval Letter-01A 08/May/2025 16:45 CI-) 1/100 days lapsed. @

Categorize Documents 0B/May/2025 16:44 C‘—) 1/100 days elapsed. /

Click on the paperclip icon to
Approve 08/May/2025 16:44 17100 as| download the letter =

Attachment X I

Sponsor Study ID: 123456
Study Sponsor: Acme Inc
Application Type: Clinical Trial Initial Application

Review Type: Full Board/Delegated

Meeting Date:
Date Approval Issued: 08/Apr/2026 15:47

Study Approval Expiry Date: 08/Apr/2026

Dear Lead Applicant,

Thank you for submitting the above referenced study on behalf of all participating sites through Stream. The DEMO REB has reviewed

the study and granted initial approval as of the date noted above.
s
3.8.4 No Changes Required

If the Letter Reviewer determines that no changes to the letter are required to the letter, they should click the No
Change Required button (Figure 27). This moves the submission to the next step of the workflow where the drafted
letter can be sent.

Example study 5 o CWETHCTELTIN | & No Change Required = More

Study-wide documents approved:

Figure 26

Project Id: 5773 Applicant Name: Dr. Lead Applicant

Current Committee: DEMO REB Current Status: Approval Letter Review Required
Application Type: Clinical Trial Initial Application Meeting: Unassigned

Clock Status: Start (4/100) days elapsed. Assigned Reviewers: Mr. REB Committeel (Secondary

Reviewer), Mx. CTO Administrator]
(Primary Reviewer), Mr. REB Chairl
(Letter Reviewer)

Conflicted Users: Mone Site: Study-Wide

Figure 27
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3.8.5 Changes Required
If the Letter Reviewer determines changes to the letter are necessary, they can press the Change Letter action at
the top of the page (Figure 28) and choose one of the following two methods for inputting the required changes:

1. Type their changes in point-form directly into the text editor or;

2. Follow the instructions in the pop-up window to add their changes directly into the drafted letter in Figure 28

below.
Example study 5 (e ENETFNTIGET LM | & No Change Required | | 7 Change Letter | | (I) Register Conflict ||= More

Project Id: 5773 Applicant Name: Dr. Lead Applicant

Current Committee: DEMO REB Current Status: Approval Letter Review Required

Application
[¥] Change Letter X

Clock Statu iewer),

iewer),

Action Date: Now v

Conflicted

Timeline Notes: Eg., approved by John Doe
Mot shared with Researchers

B i U A ® B +

I||
|||
i
]
A
= I
]

Please type your changes into this window.

OR if you would like to make changes directly to the letter itself:

1. Click on the blue ‘existing’ button in the bottom right hand corner of this window.

2. In the new area on the right which has appeared select the latest entry of the drafted lefter.
3. Press the "Overwrite” arrow button

4. Make your changes

5. Press “Change Letter” and then "Yes”

Figure 28

3.9 Sending the Letter

The final step in the review workflow is sending the final approval/ acknowledgement letter for the application. You
can do this by clicking the Send Approval Letter-IA action (Figure 29). Next, edit the letter template directly in the
pop-up window using the text editor. You can also overwrite the template with a previously created draft letter by
following the process described above in Section 3.7 - My Drafts.

Tip: You can preview a PDF of the letter before sending it by clicking the blue Preview button located to the right
of the My Drafts button (see Figure 28).
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Example study 5 Q, Review Application | Send Approval Letter-IA | fo Assign Staff | | (1) Register Conflict  |= More

Project Id: 5773 Applicant Name Dr. Lead Applicant

Current Committes: DEMO REB Current Status: Approval Letter Ready To Send

Application Type: Clinical Trial Initial Application Meeting: Unassigned

Clock Status: Start (5/100) days elapsed Assigned Reviewers Mr. REB Committeel (Secondary Reviewer), Mx. CTO
Administrator] (Primary Reviewer), Mr. REB Chairl
{Letter Reviewer)

Conflicted Users None Site: Study-Wide

Figure 29

3.10 Going Back a Step in the Review Process

Occasionally during the review of a submission the REB will select the wrong action button, in error which leads to
the application moving to the wrong status of the workflow. If you ever encounter this situation, please submit a
support ticket to the Stream Helpdesk to request an UNDO button. To help expedite the request, provide the
review reference number, and the status the submission needs to go back to. A system administrator will provide
access to UNDO button, which is an action customized to revert the submission back to prior status of the workflow.

4. Administrative Actions

Unlike the workflow actions discussed previously, administrative actions do not change the status of submissions.
Instead, they are used to perform administrative tasks on a submission (e.g., assigning a reviewer, registering a
conflict, or creating a note to file, etc.). The following section describes the administrative actions you will
encounter as you review applications in the system.

4.1 Assign Staff

To help REB Managers evenly distribute the workload each REB coordinator is responsible for, they can assign their
staff as Review Staff. Review Staff can access any submissions they have been assigned as a Review Staff on from
the My Studies tile of their Work Area.

Tips:
1. Anyone with the “REB Staff” system role can access a submission from the review tiles of their Work Area,
regardless of whether they were assigned as Review Staff on it

2. It is possible to assign yourself as Review Staff

To assign a Review Staff to a submission, click the Assign Staff action at the top of the page (Figure 30). The Assign
Staff pop-up window will appear with a list of individuals who be assigned to the submission using the drop-down
menu in the far-right column of the row (called “Assign Submission”) containing the name(s) of the individuals(s)
you want to assign. If desired, you can also assign a reviewer to the current submission AND all future submissions
for the project by using the drop-down in the Assign Project and Submission column instead.
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Test Project CTIA [oR:ENETH NN |+ Application Complete

¥ Application Incomplete

STREAM

B

Sy Assign Staff | = More

Project ld: Sy Assign Staff

Current Committee:
Application Type:

Clock Status:

X

e Tirvengadum

Btrative Review

e Tirvengadum (Primary

PITAL A

Date of Assign
. First Last Project and Assign
Conflicted Users: . . . —_—
Title Name Last Name Assignment Submission Submission
Mr. Sys Admin 12/Jan/2026
09:22
M. CTO Administratorl ~ 08/Apr/2026 |
15:40
Review
M. REB Chairl 09/Apr/2026 At
12:43
Mr. REB Staff1
Ms. Komadee Tirvengadum 25/Mar/2026
Cancel LEEEGRIE
Figure 30

Once you are finished assigning review staff for the submission, click the blue Assign Staff button at the bottom of
the window. The action will be recorded to the Submission Timeline along with name of the user who performed
the action, and any Review Staff that were assigned visible in the action details.

4.2 Assigning Reviewers

Several other reviewer types exist in the system that are typically used to assign REB Members or the REB Chair as
reviewers on a submission. These types of reviewers are: Primary, Secondary, and Other reviewers. Similar to
Review Staff, these types of reviewers can be assigned to either the current submission, or the current submission
AND all future submissions for the project. Assigned reviewers can access submissions they have been assigned as
reviewers on from the For my Review tile of their Work Area. However, the submissions will only appear in the tile
after the level of review has been selected and before the REB decision has been recorded (i.e., approved,

acknowledged).

The Assign Reviewers action is an example of an administrative action meaning it does not change the status of the
submission in the workflow. Note: assigning reviewers is optional, except for when the submission is undergoing
delegated review. In that case, at least one user must be assigned as the Primary Reviewer (see Section 2.3 above).

REB User Guide:
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Test Project CTIA Q, Review Application | Iy Assign Reviewers | | @ Full Board Review = (&) Delegated Review | = More
Project Id: 5766 Applicant Name: Ms. Komadee Tirvengadum
Current Committee: DEMO REB Current Status: Review Type Determination
Application Type: .
o Jp Assign Staff Use drop-down in this column to assign staff  [< | _
Clock Status: to the current submission AND all future Tirvengadum (Primary
Search submissions for the project
Conflicted Users: TAL A
-
Date of Assign
First Last Project and Assign
Title Name Last Name Assignment Submission Submission
Mr. Sys Admin 12/Jan/2026 Please selec Please sele
09:22
Mx. CTO Administratorl  08/Apr/2026 Planca cnlo |
15:40 :
Review
Mr. REB Chair1 09/Apr/2026 | e
12:43 B
Mr. REB Staffl Please selec Please sele
Ms. Komadee Tirvengadum 25/Mar/2026 T Ao cnn o cnoalne
Cancel REEEEGEIEH]

Figure 31

To assign a reviewer, click the Assign Reviewers action at the top of the Submission Timeline page (Figure 31). Next,
use the drop-down menu in the far-right column of the table, in the row containing the individual’s name. Finally,
select the type of reviewer (Primary, Secondary, or Other) from the drop-down menu. Like when assigning Review
Staff, you can assign a reviewer to the current PLUS all future submissions for the project by using the drop-down
menu in under the Assign Project and Submission heading. The Assign Reviewers action will be recorded to the
Submission Timeline along with name of the user who performed the action, and any reviewers that were assigned
visible in the action details.

4.3 Removing Assigned Reviewers or Staff

Individuals previously assigned as review staff/reviewers can be unassigned from the submission by pressing the
Assign Staff or Assign Reviewers action, depending on the type of reviewer you need to unassign. Click the X
button to remove any individuals assigned to the submission and then press the blue Assign Staff or Assign
Reviewers button at the bottom right-hand corner of the window. If you close the pop-up window without pressing
the blue Assign Staff or Assign Reviewers button, the changes will NOT take effect.
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4.4 Assigning Review Type Determiner

Some REBs have SOPs that dictate the REB Chair be the one who determines the level of review required for
submissions. If this is a requirement for your REB, you can assign the Chair as the Review Type Determiner for any
submission. The process is very similar to assigning a reviewer but is typically done before the level of review has
been selected.

While the submission is at the “Review Type Determination” status, the Send for Determination button will be
visible at the top of the Submission Timeline page. Click this button then assign the Chair (or other designated
individual) as the Review Type Determiner who then must determine the level or review required for the
submission.

As previously mentioned, at some statuses of the workflow not all actions (workflow and administrative) can be
displayed at the top of the page at once. If you do not see the Send for Determination action, click the More (Figure
32) button to view a list of other actions that can be performed on the submission at the status.

Test Project CTIA (ORUEWETWNTITELT M | S Assign Reviewers @ Full Board RW_: More

-

Click 'More' if you do not @ Admin Review
I e see the specific action you | —
roject Id: 0 are looking for at the top of | (@ Send for Determlnat|0n|
Current Committee: DEMO REB the page F X Assign Staff
Application Type: Participating Site Initial Application Meeting: L E3 AssignPanel
Withdraw Application*
Clock Status: Start (10/100) days elapsed. Assigned Reviewers: h % PP
F (D Register Conflict

Conflicted Users: None Site: t [E Collate Comments

M Participating Site Summar

# Note to File

Figure 32

When an individual is assigned as the Review Type Determiner, they receive an email notification with a hyperlink to
the submission. They will then be required to select the level of review for the submission using the corresponding
action (i.e., Full Board Review, Delegated Review, etc.). While a submission is at the “Review Type Determination”
status, anyone assigned as the Review Type Determiner can access the submission from the Select Review Type tile
of their Work Area. After the level of review has been selected, all users with the REB Staff system role will receive
an email notification to let them know they can now proceed with processing the submission.

4.5 Conflict of Interest

If an REB member has a conflict of interest for a submission, you can register a conflict on the submission to restrict
their access to it. Alternatively, you can restrict access to all submissions for the entire study. Individuals with a
registered conflict will not have access to any submissions they have a conflict for.

To register a conflict, click the Register Conflict button at the top of the Submission Timeline page, then use the
checkbox under either the “Register Submission” or “Register Project and Submission” column.

1. Use the Register Submission checkbox, to only register a conflict for the individual on the current submission.

2. Use the Register Project and Submission checkbox to register a conflict on the current submission PLUS any
future submission for the project.
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REB members involved with the study in a researcher capacity will appear in a blue bar at the top of the pop-up
window as “suggested conflicts” (Figure 33).

Test Project CTIA

Project Id:
Current Committee:
Application Type:

Clock Status:

Caonflicted Users:

(ORI LN TG | fp Assign Reviewers @ Full Board Review | &) Delew More

-
Admin Review

Send for Determination
Assign Staff
Assign Panel

Withdraw Application*

Register Conflict

®

5766 Applicant Name: M
DEMO REB Current Status: I ]
Participating Site Initial Application Meeting: U a
Start (10/100) days elapsed. Assigned Reviewers: h 3
FlLO

None Site: c =

(D Register Conflict X

Timeline Notes:
Mot shared with Researchers

m
o

Collate Comments
Participating Site Summar

Note to File

Suggested conflicts: Ms. Komadee Tirvengadum (Department

Head Participating Site Administrative Contact,Participating Site Institution

Representative,Participating Site Principal Investigator)

Search L\\s
Register
First * Last 4 Project and
Title Name Name Submission
M. CTO Administrator]

J

(o= ,LIII Register Conflict

Register
Submission

J

Figure 33

Tick off the checkbox of any individuals who have a conflict to either the current submission or the entire project.
Lastly, click the blue Register Conflict button at the bottom of the pop-up window.

4.6 Review Application

To view the submitted application and associated documents, click the Review Application button (denoted with a
magnifying glass icon) from the list of actions at the top of the page. This opens the Navigation page, where a table
of contents is displayed, allowing the REB user to select a section to review. For more information about viewing

applications see the Navigating Stream user guide.

REB User Guide:
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4.7 Collating Comments

The Collate Comments action (Figure 34) allows you to combine reviewer comments made on a submission into a
single document. This feature creates a single document containing all reviewer comments which can later be
inserted into the review letter template by REB Staff.

Click Collate Comments action to open a pop-up window containing two tables. One displays all Form Comments
and the other displays all Panel Comments made on the submission.

Test Clock Day Alert (1d) Q, Review Application Assign to Meeting ~ fp Assign Reviewers ~ fp Assign Staff

£ Assign Panel

Project Id: 5768 Applicant Name: Dr. L 3¢ Withdraw Application*
Current Committee: DEMO REB Current Status: Fult (@ Register Conflict
e ———

Application Type: CR - Observational Study Initial Application Meeting: Unas [E] Collate Comments

Study Summary Page
Clock Status: Start (29/28) days elapsed. Assigned Reviewers: Mr. R !l Y Y 3

Note to File
Conflicted Users: None Site: Stud

Figure 34

Like when editing an REB letter, you can edit, delete, or add comments to the document (including the tables)
directly into the text editor. Use the toolbar at the top of the text editor to make any required changes to the
tables.

Once satisfied with the collated comments document, click the blue Collate Comments button at the bottom of the
pop-up window. The action and associated document will be recorded to the Submission Timeline page along with
the list of other actions previously performed on the submission. The collated comments document can be
downloaded by any REB members with access to the submission. During the draft letter step of the workflow, the
collated comments document can be appended to the letter. A draft of the collated comments can also be saved
and then re-opened at anytime later using the My Drafts button (just like when saving a draft of a letter).

5. Other Review Features

5.1 Comments

While reviewing a submission assigned reviewers may want to leave a comment, question, or reference note for the
other REB members to view. There are two types of comments reviewers can make on submissions:

1. Panel Comments: Comments related to/about a specific question within the application
2. Form Comments: Comments related to/about the submission overall

Note: Comments made by REB members, REB Staff, or the Chair are visible to all REB members but are never
visible to applicants. The user making the comment also can edit or delete their comment at any time.

5.1.1 Form Comments:

To add a new form comment to the application, expand the Overview on the right side of the page, then click on
Form Comments. Then click the +Add Comment button (Figure 35) in the Form Comments pop-up window and
type your comment into the text box. Once finished press the green Save button to save the comment.
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The number displayed represents beside the Form Comments button represents the total number of comments

previously made on the submission. To edit a comment, click on the form comment you wish to edit, make the
necessary changes and then press the Save button. Only the user who created the comment can edit or delete it.

Project Expand the overview to view and/or create Form and Panel  |e———————— Overview
comments
Test Clock Day Alert (1d) Q, Review Application Assign to Meeting = More Overview -
INSIGHTS
Project Id: 5768 Applicant Name: Dr. Lead Applicant
Form Submissions 1 >
Current Committee: DEMO REB Current Status: Full Board Review
Project Submissions 0 >
Application Type: CR - Observational Study Initial Meeting: Unassigned
Application Panel Comments 0 >
Clock Status: Start (29/28) days elapsed. Assigned Reviewers: Mr. REB Committeel (Secondary Form Comments fo) >
Reviewer)
Form Commentsj+ Add Comment
Current | Previous History
Date Added Owner

Comment

Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et dolore magna aliqua. Ut enim ad minim veniam,
quis nostrud exercitation ullamco laboris nisi ut aliquip €x ea commodo consequat. Duis aute irure delor in reprehenderit in voluptate velit esse cillum
dolore eu fugiat nulla pariatur. Excepteur sint occaecat cupidatat non proident, sunt in culpa qui officia deserunt mollit anim id est laborum.

08/May/2025 2:14 PM Mx. CTO Administrator1

Figure 35

5.1.2 Panel Comments:

Panel Comments can only be made while inside a section of the form. You must be in the section of the form
containing the question you want to create a comment on. While inside the form, click the New Comment action at
the top of the page. The page will become greyed-out, but all questions in the section remain visible. Click
anywhere on the white part of a question (Figure 36) and a pop-up window will appear where the comment can be
typed into the text box. Click the green Save button at the bottom of the window to save the comment.

Example StUdY o o a @ Francais Canadien
Form Overview + [ Changes +
«] Navigate ';:Iﬂ Timeline I View as PDF & Documents @ New Comment
2.2 =
Select a question to comment on

2.3 "What is the overall anticipated public and/or scientific benefit of the study?

% .
22 What 15 the Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed do eiusmed tempor incididunt ut labore et dolore
magna aliqua. Ut enim ad minim veniam, quis nostrud exercitation ullamco laberis nisi ut aliquip ex ea
commodo consequat. Duis aute irure dolor in reprehenderit in voluptate velit esse cillum dolore eu fugiat nulla

non proident, sunt in culpa qui officia deserunt mollit anim id est

pariatur. E sint
laborum.

Click anywhere on the question
to make a comment

Figure 36
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The user who made the panel comment can edit it at any time. To edit a panel comment, click the Panel Comment
button in the application overview (Figure 37), then click the blue Edit button to the right of the comment you wish
to edit. . Once finished editing the comment, press the green Save button to save the changes. Only the user who
created the comment can edit or delete it.

«C] Navigate &5 Timeline fo+ View as PDF & Documents @ New Comment

>— Overview -
a
31 *Phase of trial (select all that apply): IHSIGHTS
m| Pilot | Panel Comments 2 >
> Phase | /
& Form Comments 1 >
O Phasell
Changes Since Last
0 Phaselll >
O Phase V| Panel Comments
O  Other y >
Current Previous History
Title Comment Added Creator Modified r
2.4 *Summarize the Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed 27/Feb/2026 You m
study do eiusmod tempor incididunt ut labore et dolore magna 14:26
design/methodology: aliqua. Ut enim ad minim veniam, quis nostrud exercitation
ullamco laboris nisi ut aliquip ex ea commodo consequat.
2.8 *Provide the Lorem ipsum dolor sit amet, consectetur adipiscing elit, sed 27/Feb/2026 You ﬂ
exclusion criteria: do eiusmod tempor incididunt ut labore et dolore magna 14:26
aliqua. Ut enim ad minim veniam, quis nostrud exercitation
ullamco laboris nisi ut aliquip ex ea commodo consequat.
Close

Figure 37

5.2 Editing Document Name, Version, or Version Date after Submission

When study teams upload a document to a form, they must specify the document name. They also have the option
to enter a document date and version number, but these fields are not mandatory and can be left blank, if desired.

REBs can edit the document name, version date, or version number of any documents attached to a submission.
This is helpful in cases where the study team makes a typo when entering any of this information for a document
they are uploading to the form.

To edit the Document Name, Version, or Version Date for a document, go to the Documents tab for the submission
and click anywhere in the row containing the document (Figure 38). A pop-up window will appear where the
Document Name, Version Date, and Version number can be edited. Typically this is only done when an error is
detected by the REB Staff or at the request of the study team.
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S >,
Timeline Praject Documents Data Contacts Correspondence
Form Documents
Search Documen
Version Document
v . = p—
Type Document Name File Mame Date Version Size status
rack Changes Wersion  Hospital B ICF - Tracked CF - Tracked Changes 01/May/2025 1 7O9BG Received (pending)
Documents Changes .docx KB
Submission Submission Submission.pdf
Site-Specific Consent Hospital B ICF - Oean Consent Form - 09-11- 01/May/2025 1 206 KB Approved (Pending)
Form )
Document Edit x |

Type Document Name Version Date Version

Track Example study 4 Protocol v2.0_T 08/Apr/2026 2.0

Changes

Version

Documents

e -
Figure 38

Tip: Do not manually change the document information directly within letter template. Doing so will create a
discrepancy between the document approved by the REB and the project document data within Stream. More
details on this can be found in the Navigating Stream user guide.
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