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1. Finding an Application

STREAM

-

When applications are submitted to a research ethics board in Stream, reviewers can access them from the Review
Tiles (Figure 1) of their Work Area. These tiles are logically named based on the status and type of applications they
contain. For example, the “REB Submissions” tile holds new submissions waiting to be processed and the For My
Review tile contains submissions you have been assigned as a reviewer on.

The tiles visible in your Work Area depends on the type
of role within the REB (i.e., REB Chair, REB Staff). Each
tile displays a number indicating how many submissions

it contains.

To view the applications contained within a specific
review tile, click anywhere on that tile. A table will
appear listing each submission as a row. Key
information is displayed about each submission to help

you identify it.

Full Board =

Figure 1

2. Viewing an Application (The Submission Timeline Page)

Full Board
Decision

To open a submission from a review tile, click on any data field in the corresponding row of the table (e.g., Project ID,
Review Reference). This action will take you to the Submission Timeline page of the submission (Figure 2). The
Submission Timeline serves as a “cover page” for the submission and provides general information such as Project ID,
Study Title, Application Type, etc. The information displayed for a submission is summarized below in Table 1.

Form Reference: Participating Site Initial Applica

Project Title

on (Ob

: Example project

s) - Example project - Hospital A

REB User Guide:
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Research Institute - Doe
=11 ~ Tate Y R A ®
Review Reference: 4611-OPSIA-Feb/2025-89478
Review Submission Version:
Project Id: 45 Applicant Name: Mr. Scott Tomlinson
Current Committee: DEMO REB Current Status: Approval Letter Sent
Application Type: Participating Site Initial Application (Obs) Meeting: Unassigned
Clock Status: Start (72/100) days elapsed. Assigned Reviewers: None
Conflicted Users: None Site: DEMO HOSPITAL A
Figure 2
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TABLE 1 — SUBMISSION TIMELINE PAGE
Description

Current

. The name of the REB of Record for the study
Committee

The type of application under review (i.e., Participating Site Amendment, Study-Wide
Amendment, etc.)

Application Type

Clock Status The elapsed time (in days) since the application was submitted

Conflicted Users Names of the REB members/staff that have a conflict

Applicant Name Name of current project owner (the user who created the study in Stream)

Current Status Current status of the form in the REB review process

Meeting The name of the full board meeting to which the application has been assigned (if applicable)

Assigned

. The names of the assigned reviewers or REB staff and their corresponding reviewer assignment
Reviewers

2.1 Timeline Tab

Scrolling down the Submission Timeline page you will see six tabs. Each tab provides access to specific information
or functionality related to the submission. The tab on the far left, Timeline is displayed by default when you first
open a submission. The remaining tabs, listed from left to right are:

1. Project
Documents
Data

Contacts
Correspondence
Time KPIs

ou e wWwN

Project Id: 4811 Applicant Name: Mr. Scott Tomlinson

Current Committes DEMO REB Current Status: Ap| sal Letter Sent

Application Type: Participating Site Initial Application (Obs) Mesting: Unassignsd

Start (72/100) days elaps=d Assigned Reviewers: None

Conflicted Users: MNone Site: DEMO HOSPITAL A

Project Documents Data Contacts Cormrespondence Time KPIs

Current Submission All Submissions - — " B "
Click All Submissions to view the timeline
\ events for all submisisons versions of the

@ ZoomIn @, Zoom Out appllcatlon

2 events
Approve
Application Complete
Send Approval Letter-PSIA

Submit Application Admin Review

Jan Feb Mar Apr May Jun Jul Aug Sep Oct
2024 2025

Figure 3
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Tip: Zoom in or out using the buttons in the top left corner of the diagram in Figure 3, or by placing the mouse
cursor over the diagram and using the scroll wheel.

The Timeline tab displays a chronological list of actions previously performed on the submission, up to the current
point in time. It also includes a visual timeline that shows when each action occurred. In Figure 3, the blue boxes
represent actions that have already been completed for the submission you are reviewing. If the application has
been submitted multiple times, you can view a consolidated list of the actions across all submission versions by
clicking the All Submissions tab (also shown in Figure 3).

If you scroll further down the Submission Timeline page (below the timeline diagram) you’ll see a chronological list
of the actions previously performed on the submission. Some actions may include associated email notifications
and/or REB letters. For example, the Send Approval Letter - PSIA action includes an email notification to the study
team and a PDF copy of the approval letter. To view the email or letter associated with an action, click on the
paperclip or email icons in the row that action’s row (see Figure 4).

Important: Applicants must login to the system to download any REB letters from the History tab of their
application. REB letters are not attached to email notifications.

Click paper clip icon to view
the letter sent

_ Event Clock Clock o
Action ate Status Information hment Email
Send Approval Letter-
PSIA 02/Apri2025 15:11 @ 33/100 days elapsed. @
Categorize e _ _
Documants 02/Apr2025 15:10 @ 33/100 days elapsed.
Approve 02/Apr2025 15:10 33/100 days elapsed. !
Click envelope icon to view email /
Admin Review 02/ApH2025 1510 G notification sent with action
Figure 4
Event Information
Click on any action in the list to view its Event Information. This e . s
displays details such as the name of the user who performed the Start Dotes onday. iy 12. 2025

action, the date the action was performed, and any Timeline Notes  recoed vate: Monday, May 12, 2025

included (Figure 5). An asterisk (*) appears after the name of any Clock Action: one

ac.l_ion that includes a Time"ne NOte. Status Before: Pl Response Pending Modifications
Status After: Pl Response Pending Modifications
Attachment: &
Performed By: CTO Administrator1

Timeline Notes: Lorem ipsum dolor sit amet, consectetur adipiscing elit,
sed do eiusmod tempor incididunt ut labore et dolore
magna aligua

Action Detail:
Reference: 3744-PAM-Jan/2025-49381

Submission Version: 2 |

Close
Figure 5
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2.2 Project Tab

The Project tab displays all forms submitted for the project, organized into a Project Tree. Each submission appears
as a “branch” of the tree, represented by a rectangular box with a label called the Form Reference (Figure 6).

At the top of the tree is the Study Title, which is not a form but provides a hyperlink to the Project Overview page.
Directly beneath is the initial submission for the study — either the Clinical Trial Initial Application (CTIA) or
Observational Study Initial Application (OSIA). As additional forms are submitted, they are added to the tree in
alphabetical order under their parent form. Clicking on a form in the tree opens the Submission Timeline page for
the most recent version of that submission.

Timeline Project Documents Data Contacts Correspondence Time KPls

Box at the top of the Project Tree is not a submission
Example study | =" |- it is a link to the Project Overview page

Observational Study Initial Application - Example study - 90210 - Hospital A Research Institute
Participating Site Initial Application (Obs) - Example study - Hospital A - Doe
Participating Site Initial Application {Obs) - Example study - Hospital B - Mouse

Study-Wide Amendment (Obs) - - Protocol v2.0

Figure 6

2.3 Documents tab

In the Documents tab there are two separate lists of documents. The documents at the top of the tab are Form
Documents and the documents below are Review Documents (Figure 7).

Timeline Project Documents Data Contacts Correspondence Time KPls

Form Documents

ion Document
Document Name File Name Version Size status Download Archived
Submissia mi Subm e Download
Download v
Proposed udy budg oposed stwdy budget.dock 28/Aug/2024 1 9.7KS  Acknowledged Dovmload
Download v
Showing 1to 6 of 6 entries !

View Selected Download Selected

Review Documents + New Document

Type  Documer File Name Date version Jser Delete Archived
Other = 03/5ep/2024 x. CTO Administrator D
Figure 7
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2.3.1 Form Documents

Form documents are any documents uploaded to the application by the study team. These documents are
displayed in a table with nine columns, each providing details about the uploaded files. A description of each
column is below in Table 2.

TABLE 2 - DOCUMENTS TAB INFORMATION (SUBMISSION TIMELINE)

Description
The type of document uploaded (determined by the form question the document was
uploaded to)

Type

Document Name The name of the document inputted by the applicant at the time of uploading into the form

The name of the file on the applicant’s computer selected when uploading a document into

File Name . . . . .
the application (cannot be edited by the REB, is not relevant to the actual ethics review)

The version date of the document as specified by the research team (this is an optional field,

Version Date . . . .
and usually only completed if there is a version date on the associated document)

Version The version number of the document as specified by the research team (optional field)

Size The size of the file being uploaded (KB)

Status of the document as shown in the approval/acknowledgement letter sent by the REB of

Document Status
Record

View The download button allows you to download this document to your computer

Archived Shows whether the document has been replaced by a more recent version via amendment

2.3.2 Review Documents

Each submission has a place located under the Documents tab for reviewers to upload Review Documents. These
are optional documents REBs can upload to complete the REB file in Stream (i.e., correspondence or other
documents relevant to the submission) or help facilitate the review (i.e., reviewer checklists). These documents are
not visible to the study team.

2.3.3 Adding A Review Document

To upload a new review document, click the + New Document button to open the Document Upload pop-up
window. Click Browse (Figure 8), then select a file from your computer to upload into the application. Choose a
Document Type from the drop-down menu and then enter a version date and version number (mandatory). Press
the green Upload button when finished to upload the document. The document will now appear in the list of
Review Documents.

Document Upload Version Date and Version Number are mandatory |

Document Name Document Type \'u'ersicn Date \"-.-“ersisn

Emai v Date ersion Upload

Close

Figure 8
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2.3.4 Removing a Review Document
To delete a review document from an application, click on the red Delete button in the row containing the document
you wish to delete.

2.4 Contacts Tab

The Contacts tab lists all contacts that are associated with an application. There are two types of contacts: Form
Contacts and Review Contacts. Review Contacts is a feature not for reviewers and therefore will not be covered in
this guide.

2.4.1 Form Contacts

Form Contacts refer to the individuals listed in Section 1.0 of the Participating Site Initial Application or the study-
wide initial application. The Form Contacts tab (Figure 9) will appear empty for Continuing Reviews, Reportable
Events, and Study Closure submissions because these forms do not contain contact questions.

Timeline Project Documents Data Contacts Cormespondence Time KPls

Form Contacts

Full Name Emai Organisation Type
Ms. Main Sponsor Contact sponsor@ctoconference.ca Sponsor Organization Main Sponsor Contact
Dr. Lebron James Applicant@ctoconference ca Lead Organization Lead Applicant
Wir. Primary Institutional Representative ProvincialPIR@ctoconference.ca ao Le=d Site Institutions| Representative
Figure 9

2.5 Correspondence Tab

The Correspondence tab contains a list of all correspondence messages exchanged between the study team and REB
of Record. Each message appears as a row in the table, along with key details such as the sender and date sent. A
description of the information shown for each message is provided in Table 3.

To open a correspondence message, click anywhere on the row containing the desired message. Clicking on the
Review Reference number for a submission take you back to the Submission Timeline page for the application. The
table can be sorted by any column by clicking the grey triangles to the right of the column header.

Timeline Project Documents Data Contacts Correspondence Time KPls
Display com d from previous submissi O
o Carrachnandeneca P
Correspondence + New Correspondence
Review Submission Version
Form Reference User Reference Date Message Attachment Number
Observational Study Initial Application - Example study - 90210 - Hospital  Dr. Lead 4512-0514-Feb/2025- _ _
) ~ 12/May/2025  Test message None 1
A Ressarch Institute Applicant 32476
Observational Study Initial Application - Example study - 90210 - Hospital M. Scott 4512-051A-Feb/2025- Example
N 12/May/2025 HNone 1
A Research Institute Tomlinson 89476 message
Figure 10
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TABLE 3 — CORRESPONDENCE TAB (SUBMISSION TIMELINE)

Description
The name of the application form (as displayed in the Project Tree) that the correspondence

Form Reference
message was created on

User Name of the user who created and sent the correspondence message

Review

Unique identifier of the specific submission where the correspondence message was created
Reference

Date The date the message was sent

Displays the first 40 characters of the correspondence message. Click the message to open the
complete message in a pop-up window.

Message

4

A paper clip icon will appear if a document is attached to the correspondence. The word “none’

Attachment . . . . o
will appear if no document is attached. Click the paper clip icon to open the attachment.

2.6 Time KPIs

The Time KPIs feature is designed to calculate metrics related to how long (in days) an application spends with the
study team versus the REB. This feature is currently not used in Stream. Instead, metrics are extracted from the
system using an external program. These calculated timelines are then compiled and shared with REBs on a
quarterly basis.

3. Project Overview Page

The Project Overview page consolidates information from all submissions into a single, centralized view. From this
page reviewers can access a list of all submissions for the study, view documents attached to submissions, and more.
To access the Project Overview page, click on the study title displayed in blue text at the top of the Submission
Timeline page (Figure 11) of any submission. Reviewers can also access the Project Overview page by clicking the
Project ID (see blue box in Figure 11 below).

Project Title:]CHEER DEMO 2 |
Form Reference: Clinical Trial Initial Application - CHEE MO 2 - DEMO123 - IWK Health
an/2025-49379

Review Reference: 3744-Pl

Click project title to access ersion: 1
the Project Overview page

Project Id: l/ Applicant Name: Dr. Lead Applicant

Current Committee: DEMO REB Current Status: Approval Letter Sent
Application Type: Clinical Trial Provindial Initial Application Meeting: DEMO CHEER Mtg 13/01/2025
Clock Status: Start (117/100) days elapsed. Assigned Reviewers: M. CTO Administrator? (Re Staff), Mr. R

Chair1 (Primary Reviewe|
Committee1 (Secondary Reviewer)

Conflicted Users: Naone Site: Study-Wide

Figure 11
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The Project Overview page contains 7 tabs (Figure 12) that are like those on the Submission Timeline however, the
tabs on the Project Overview contain information and documents from all submissions over the entire duration of
the study (i.e., they are not submission-specific).

Project Title: CHEER DEMO 2

Project Id 3744 Applicant Name: Dr. Lead Applicant

Submissions Tree Documents Data Approved Contacts Correspondence o Sites History

Figure 12

3.1 Submissions Tab

The Submissions tab lists all submissions made to the REB for the project and includes information about each
submission (see Table 4 below). Like most tabs in Stream, the list is searchable and can be sorted by clicking the
triangles to the right of each column header.

Tip: Use the search bar to filter out applications by status. For example, to view a list of only approved REB
applications, type the word “approved” in the search bar.

Submissions Tree Documents Data Approved Contacts Correspondence n Sites HiSIOI'}'
Submissions
Search submissions..
. Submission Review
Form Reference Form name Date Reference Current Status
Study-Wide Amendment - - Amendment 1 Stuay-Wide 14/Jani2025 3744-PAM-Jan/2025-  Application Archived
Amendment 49380
Study-Wide Amendment - - Amendment 1 Study-Wide 14/Jani2025 3744-PAM-Jan/2025- Pl Response Pending
Amendment 49381 Modifications
Figure 13

TABLE 4 — SUBMISSIONS TAB

Description

ol = == The name of the application form as displayed in the Project Tree

Form Name The name for the type of application submitted

latiissien The date the application was submitted

Date

Review
Reference

Unique system-generated identifier for a specific submission version of an application

REB User Guide:
Navigating Stream (REB Users) v6
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Current Status Current status of the form in the REB review process (REB workflow)

3.2 Project Tree Tab

The Tree tab functions similarly to the Project tab on the Submission Timeline Page. It provides a visual
representation of the Project Tree, displaying all submissions for the study. Each form is represented by a branch of
the tree. Clicking on a branch takes you to the Timeline Tab of the most recent submission for that form (if it has
been submitted more than once).

The forms are visually represented in the tree by rectangular boxes (Figure 14). Each box includes the application
type and, depending on the form, additional details. For example, for a Participating Site Initial Application (PSIA),
the Principal Investigator’s surname and organization are also displayed.

Submissions Tree Documents Data Approved Contacts Correspondence o Sites History

CHEER DEMO 2
Clinical Trial Initial Application - CHEER DEMO 2 - DEMO123 - IWK Health
Participating Site Initial Application - CHEER DEMO 2 - Hospital A Research Institute - Principal Investigator
Participating Site Initial Application - CHEER DEMO 2 - Hospital B - Principal Investigator B

Study-Wide Amendment - - Amendment 1

Figure 14

3.3 Documents tab

The Documents tab list all the documents attached to the REB submissions for the study. Reviewers can download
any document by clicking the ‘Download’ button in the row containing the desired document. The “Archived”
column (far-right column in Figure 15) allows reviewers to see whether the document has been archived (replaced
by more recent versions submitted as an amendment). If the Archived checkbox is ticked off, it means the
document has been archived.

Submissions Tree Documents Data ﬁ:pl‘c‘\-ed Contacts CGITESF\D\'OEHCEB Sites ‘I\SIC“’."

Form Documents When this checkbox is
ticked off it means
the document was
archived

Form Form Submission Document . File
Reference name Date Status Type Name Name Version Size  View Category  \Archived
Clinical Trial
Clinical Trial Initial R Approval _ Submitted .
Initial 13/}an/2025 Submitted Form N/A Download None
Application X . Letter Sent Form
Application
Study-Wide SwdyWide 2025 Application Submitted Form Submized N/A Download | None
Amendment Amendment Archived Form
Pl Response
Study-Wide Study-Wide R _ Submitted .
14/|an/2025 Pending Submitted Form N/A Download None
Amendment Amendment Form
Modifications
Figure 15
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3.4 Data Tab

The Data tab (Figure 16) contains administrative information entered by system administrators. This includes key
data points such as the final approval date of the initial study-wide application for the project. It also contains other
administrative data used for reporting purposes. REBs should not modify any fields in the data tab under any
circumstances.

Submissions Tree Documents Data Approved Contacts  Comrespondence a Sites History

Project Data

Note: PROJECT DATA FOR CTO USE ONLY

Initial Submission Date of PIA

Initial P1A Date of Approval

Figure 16

3.5 Approved Contacts Tab

The Approved Contacts tab serves as a directory of study personnel for the lead study team and participating site
study teams. The primary purpose of the Approved Contacts tab is to ensure that the correct Centre Principal
Investigator or Lead Applicant appears in REB letters. These contacts are drawn from Section 1.0 — General
Information of the Clinical Trial Initial Application (CTIA), Observational Study Initial Application (OSIA), and/or
Participating Site Initial Application (PSIA) submissions. Contacts listed in the Study-Wide or Participating Site
Amendments also appear here if any changes to personnel were made.

Each contact is listed in a table that includes a Status column, indicated whether the form in which the contact
appears has been approved, or acknowledged by the REB. The most recent contacts approved by the REB will show
a status of Approved. When an amendment that includes personnel changes is approved or acknowledged, the tab
is automatically updated to reflect the new contact. The status of the previous contact is updated to Superseded.

Typically, only changes to the Lead Applicant, Co-Lead Applicant, or Principal Investigator require REB approval, but
REB approval or acknowledgement of the application form in the system is also required for changes to the other
study personnel listed in the form. Only the “approved” and “pending” contacts appear in the list by default. Use
the “Show all contacts” checkbox (Figure 17) to show all the “declined” and “superseded” study personnel.

Page 12 of 19
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Submissions Tree Documents Data

Project Contacts

Full Name

Aain Sponsor Contact

Dr. Jane Doe Applicant

Mr. Primary stitutional ProvincialPIR&@x

Ms. Main Sponsor Contact

Dr. Jane Doe

3.6 Correspondence Tab

Approved Contacts

sponsor@ctoconference.ca

Applicant@ctoconference.ca

STREAM

o

Correspondence @ Sites

History

Show all Contacts [

Organisation
ACME INC
IWK Health

Hospital A Research

Institute

ACME INC. Main Sponsor Contact Pending

IWK Health Lead Applicant

Figure 17

All correspondence messages sent between the REB and study team across all applications for the entire study can
be viewed from the Correspondence tab of the Project Overview. The “Review Reference” column of the table
(Figure 18) displays an identifier for specific submission a message was sent on. It can be used as a hyperlink to go
directly to the Submission Timeline of the submission where the message was created.

Submissions Tree Documents Data
Correspondence
Form Reference User

Clinical Trial Initial Application - CHEER
DEMO 2 - DEMO123 - IWK Health

Mx. CTO

1 Administrator]

Study-Wide Amendment - - Amendment

Study-Wide Amendment - - Amendment
1

Dr. Lead Applicant

3.7 Sites Tab

Dr. Lead Applicant

Approved Contacts CDFFBSDOHGBHCG Sites Hislor_v
Review Submission
Reference Date Message Attachment  Version Number
3744-PIA-Jan/2025-
11/Mayi2025  Test message None 1
49379
3744-PAM-Jan/2025-
. 14/)anf2025 response None 2
4038

3744-PAM-Jan/2025-

49381

Question for the
14/]anf2025 None 2
reb

Figure 18

The Sites tab shows the expiry date and status of ethics approval for the overall project and each site participating in
the study (Figure 19) in Stream. If required, REB users can edit the Status or Expiry Date for a site by clicking on the
Site Name of that site in the table. For example, if the REB selected the wrong expiry date for a study when
approving a CTIA/OSIA, they should correct the date here and re-issue the approval letter. It is important to
remember that all studies in Stream have a single expiry date that that is shared by all participating sites.

REB User Guide:
Navigating Stream (REB Users) v6
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Submissions Tree Documents Data Approved Contacts Correspondence Sites History
Sites

Search site

Site Name Status Expiry Date Contact
DEMO HOSPITAL B Pending Dr. Centre Principal Investigator B
DEMO HOSPITAL A Pending Dr. Centre Principal Investigator
Study-Wide Active 13/Jan/2026 Dr. Jane Doe

Figure 19

3.8 History Tab

The History tab of the project overview (Figure 20) contains the complete REB history for the study overall. This
includes an audit log of all actions conducted on the review side of the system for the project, including the date,
and form on which they were conducted. Like other tabs in the project view, the table is searchable and sortable by
clicking the arrows to the right of each column name.

Submissions Tree Documents Data Approved Contacts ~ Correspondence Sites History

Project History

73]
T
i}
r

Form .
Reference Action Date User
Clinical Trial Initial Correspondence Received 11/May/2025 4:43:47 PM Dr. Lead Applicant
Application - CHEER
DEMO 2 - DEMO123
- IWK Health
3744-F-Janf2025- Mx.. Administrator1 (rebadmin1@ctoconference.ca) uploaded the 11/May/2025 4:30:17 PM Mx. CTO Administratort
49379 review document: Reviewer Checklist

Figure 20
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4. Actions Menu

Actions
The Actions Menu is located on the left-hand side of the screen and contains various
actions that can be performed on the application at any given time. The buttons are ' - :
dynamic, meaning they will change depending on the status of the submission and Submssons | Submisons | Commenes
the role of the reviewer. 0 I.l ‘1
Figure 21 shows the actions available when a user with the REB Staff role opens a Commins | Revees oo
newly submitted application. Some of the actions are administrative in nature for @ q v
administrative tasks such as, making a comment or creating a note to file, and some ReguterConfcr_ Roew | Ageeton

actions will progress the submission to the next step of the workflow, such as ‘Send

Review Letter’. X EI *

Application ~ Collste Mote to File
The Workflow Actions and Administrative Actions are described in The Review Process o | S
user manual on the Manuals & Guides page), however there are two key navigational = 36
buttons available to REB users through the Action toolbar: B | Appiert
Figure 21

» Form Submissions — Lists all submission versions of the application and allows for easy navigation between
them.
» Project Submissions — Direct you to the Submissions tab of the Project Overview page.

4.1 Form Submissions Actions
Each time the study team resubmits an application in response to ) - -
comments/feedback from the REB, it is considered a ‘new version’ of the application. oo | froes | Panel
The Form Submissions button (Figure 22) indicates the total number of times the
application has been submitted. 1 I‘l @

= F-:':__T Assign Siaff | Register Conflic
Click on the Form Submissions button to access to any previously submitted version of .
the application you are reviewing. Q |§|

Review Collate Mote to File
Application Comments

Send Review | Siudy Summary
Letter-SViAM Page

Figure 22
4.2 Project Submissions

The Project Submissions button indicates how many application forms have been submitted for the current project.
Clicking the button will take the user to the Submissions tab of the Project Overview.

5. The Application Form

While reviewing a submission, you can view any comments made by other reviewers, make new comments of your
own, and convert the application form to PDF format (where it can be printed). This section outlines how to review
the application form, view study documents and complete other tasks outlined above.
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5.1 Viewing an Application Actions
Clicking the Review Application button (Figure 23) takes you to the Table of Contents ) 3 o

Form Pans

& 1 Project
Submissions

Submissions Comments

2 O

Assign Siaff | Register Conflic

B | #

Collate Motz to File
Commenis

Send Review  Study Summary
Letter-SViAM Page

for the application, showing all applicable sections. Due to the use of dependencies
between questions in the application forms, some sections and questions numbers
may appear to be missing because they are not applicable to the research. 1

_ Form
Comments

Q

Review
Application

Tip: Review Application button is always available in the Actions Menu, even if the
application has been sent back to the research team for changes.

Figure 23

The screenshot below (Figure 24) shows what Actions are available while viewing the Table of Contents. Each button
is described below in Table 5.

Actions
E é Project Id: 3744
Timeline View as POF Documents
2 M M
L (v LW
Fansl Changss Form
Comments Comments

Clinical Trial Initial Application - CHEER DEM

Section Questions

SECTION 1.0 - GENERAL

INFORMATION

SECTION 2.0 - STUDY
DESCRIPTION

SECTION 3.0 - CLINICAL

1.0-117

DRUG BIOLOGIC GENETIC
THERAPY
RADIOPHARMACEUTICAL

31-37

HEALTH
PRODUCTS

MEDICAL
DEVICES

TRIAL INFORMATION

SECTION 4.0 -
RECRUITMENT

SECTION 5.0 - INFORMED

41-446

51-513

Figure 24

TABLE 5 — ACTION MENU (TABLE OF CONTENTS PAGE)

Description

Timeline Directs user back to the Submission Timeline

This will open a PDF file of the entire application (excluding the attached documents) which can

View as PDF then be saved and/or printed

Documents This will bring up a full list of documents that have been attached to the application.

Panel

Comments This will bring up the list of panel comments added to the application by any REB user.

The number displayed represents the total number of changes made to the application since the
previous submission of the form

Changes
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form This will bring up a list of form comments added to the application by any REB user.

Comments

To open a section of the form, click on the question numbers for that section. The Action buttons that appear will
change again once you have opened a section of the form. Several of these actions help you navigate the form and
are described below in Table 6.

TABLE 6 — ACTION MENU (INSIDE APPLICATION)

Description

Previous Will take the user back to the preceding section of the form (like flipping back one page in a book)

Next Brings the reviewer to the next section of the form.

Navigate Takes users back to the Table of Contents page for the application

5.2 Accessing Documents from Within an Application Form

Documents (e.g., the protocol, Informed Consent Form, etc.) can be accessed from within any section of the
submission using the Documents button on the left-side of the page. This will bring up a list of documents that have
been uploaded to the application by the research team (Figure 25).

You can download any form document by using the checkboxes in the far-left column to select the desired
documents and then clicking Download Selected button at the bottom of the pop-up window. You can also view the
documents in PDF format, instead of downloading them by clicking ‘View Selected’. This opens the selected
documents in PDF format within a new browser tab.

Actions

2.2 Documents D
S arh :
B & |2

Timsline View as POF Documants.

2.2 |Search Document

Document Version Document
Type 7 MName File Name Date version Size status Download Archived
B M M
£ L) LW O Submission  Submission Submission.pdf

Download
Fane! Changes Form
Comments Comments

L+

Mew Comment

23

an/2025 206 Approved Download

Download

“B D
r

5 Approved Download

Ay

View Selected Download Selected Close

Figure 25

Tip: Some documents are not able to convert to pdf format (i.e., Microsoft Excel or Word tracked changes) and need
to be downloaded individually using the Download button in the row. Any documents that could not be converted
will be listed at the end of the pdf document.
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5.3 Viewing Changes on Re-submission

When an application is re-submitted by the study team after the REB has requested changes, the number of changes
made to the form (number of questions changed) is displayed as a red number on the Changes button. This opens a
pop-up window which lists the question number and title of each question the study team changed since the
previous submission (Figure 26).

Changes
Actions
« 1.0 *l= this a re-submission in response to a request from the Research Ethics
EBoard to make changes to your application?
a — = 2.13.1 *Please upload
E = 3.2 *Please provide a rationale for the change{z). If all changes/rationale are
identified in a document uploaded into this application (e.g., summary of
Timeline \iew as POF Documents. changes), please indicate so

« 5.1 *Please select the reason(s) for the proposed consent/assent form

change(s) (Select all that apply):
= 5.10 *Will the new/updated information be communicated to current or past
F{l d participants (e.g., parficipants already enrolled in or completed the study)?
= = 5.11 *Describe how this information will be communicated fo participants who
Fanzl Form are currently enrolled in the study and receiving study treatment or
Comments Comments intervention

» 5.12 *Describe how this information will be communicated to participants who

are currently being followed for the purposes of the study but are no longer

receiving study treatment or intervention:

5.13 *Will this information be communicated to parlicipants who are no longer

being followed for the purposes of the study?

= 5.14 *How do you plan to communicate the updated information fo
participants?

= 5.14 Please upload the consentfassent undate form (if applicable):

Close

Figure 26

Reviewers can click any question title in the list to go directly to that question within the application and view the
changes made to the question from the previous submission of the form (Figure 27).

Note: The applicant has changed an answer within this panel since the last submission.

3.2 g:)

3.2 *Please provide a rationale for the change(s). If all changes/rationale are identified in a document uploaded into this
application (e.g., summary of changes), please indicate so:

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 nosfrud exercitation ullamco laboris nisi ut aliquip ex ea commodo consequat.

Lorem ipsum dolor it amet, consectetur adipiscing elit, sed do eiusmod tempor incididunt ut labore et dolore magna aligua. Ut
enim ad minim veniam, guig nostrud exercitation ullameco laberiz nisi ut aliquip ex ea commeodo consequat. Duis aute irure dolor
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.

Figure 27

Click View Changes to view the changes from the previous submission (as tracked changes). Anything deleted by the
study team is highlighted in red and any additions are highlighted in green (Figure 28).
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Mote: The applicant has changed an answer within this panel since the last submission. | View Latest

3.2 (Submitted on 08/Apr/2019) @

3.2 “Please provide a rationale for the change(s). If all changes/rationale are identified in a document uploaded into this
application (e.g.. summary of changes), please indicate so:

Lorerm-psss dolor sit amet, consectetur adipiscing elit. sed do eiusmod tempor incididunt ut Iabore et dolore magna aligua. Ut enim ad
minim veniam, guis nostrud exercitation ullamco laboris nisi ut aliquip ex ea commodo consequat. BwsCiuis aweautem weravel

delareum iure reprehenderit qui in repreberdadi-nes voluptate velit esse ellumguam detersnihil ssmolestize fagiatrulla
pafatusconsequatur

Figure 28
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