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1. About OCREB Online

OCREB Online (0O2) is a transparent, secure, web-based system designed to automate and streamline
the preparation, submission and review processes for ethics applications submitted to OCREB by
institutions in Ontario authorized to use OCREB. Ethics applications for new studies and post-approval
applications such as amendments, renewals, study closures and reportable events (e.g., local SAEs,
safety updates, DSMB reports, protocol deviations), are submitted via the online system by the principal
investigator or by the designated study team member. Applications are prepared using “smart forms”,
which dynamically show or hide questions depending on the applicability to the study. The system
automatically prompts for missing information, thereby ensuring that submissions are complete before
submission.

1.1. Intended Audience

This guide is intended for applicants to OCREB, in particular, study coordinators and principal
investigators (PIs). It also contains information for department approvers. The guide provides users with
useful information on the overall OCREB Online system, as well as how to navigate the system and
how to submit and track submissions to OCREB. The guide is structured so that if follows the most
likely order of submissions: new provincial initial study application, initial centre applications,
amendments, renewals, reportable events and study closures.

1.2. Accessing the System

To access the live O2 system, go to https://ocrebonline.ca. Review the Terms and Conditions for
restrictions on and authorized use of O2, and for privacy, security and confidentiality details.

1.3. Technical Details

02 is best viewed on Microsoft Internet Explorer (version 7 or higher recommended).

o 02 will also work on Mozilla Firefox, Apple’s Safari (Mac), and Google Chrome.
Sun Java will be required for downloading files from O2, which can be obtained from
www.java.com/en/. If you have firewall or downloading restrictions, you may need local IT
assistance to download this onto your work computers.

e 02 uses pop-ups and multiple windows. You will need to allow pop-ups for the O2 website so
that these windows are not blocked.

e The display of system-generated date fields is dependent upon the settings on the computer
that you are accessing the system with as well as the browser you are using (see page 42).

1.4. Sandbox (Practice Area)

Users can familiarize themselves with O2 in the “Sandbox” at https://02-staging.oicr.on.ca. The
Sandbox is a practice environment where users can test-drive the system without using real data.
Contact the O2 Help for a user name and password for the Sandbox.

1.5. 02 Help

e Submit issues or questions via the Issues & Support page from within the O2 system;
¢ Email — ocrebonline@oicr.on.ca; or
o Phone - 647-260-7945 or toll-free: 1-866-678-6427 Ext 7945.
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2. Getting Started

2.1. 0O2Home Page

On the O2 home page you will find the login link, as well as links to other OCREB information such as
policies and procedures, templates, user guides and OCREB meeting dates and deadlines.

(//— ocreb Login

What's New OCREB Online Home

About OCREB
Policies and Procedures i} . . i .
g 5 OCREB Online (02} is a transparent, secure. web-based system designed to simplify and streamline the sthics
Deadlines and Meetings application preparation, submission and review processes. Ethics applications for new studies and post-approval
0?2 Sandbax applications such as amendments, renewals, study closures and reportable events (e g local SAEs, safety updates
DSMB reports. protocol deviations), are submitted via the online system by the principal investigator or by the designated
Forms and Templates study team member. Applications are prepared using “smart forms”, which dynamically show or hide questions

) depending on the applicability to the study The systern automatically prompts for missing information, thereby ensuring
Related Links - & = &
that the application form is complete before submission
Contact Us

To create an account... System Status
Registration
OCREB Online is available 24 hours a day unless otherwise indicated here
02 Support

During business hours contact
Simon Wong. 02 Business Analyst

Email- ocrebonline(atjoicr on ca
Taol EA7 60 7048 o toll fr at 1. 268 8 EA27 Evt FOAC

2.2. Logging In

The O2 team will create an account for each authorized O2 user and provide a user name and
password. If you already have your user name and password, select the Login link in the top right-hand
corner of the screen to go to the login screen. The first time you login, you will be prompted to change
your password.

@ ocreb

2.3. Registration

If you do not have a user name and password, you will need to register. To register, select the
Registration link in the bottom left-hand corner of the OCREB home page, complete the registration
form and select Register to submit. The OCREB office must have your access authorized (e.g., by your
manager) before creating your account and providing you with a user name and temporary password.
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2.4. User Profile — Contact and Password Information

When you login the first time, you will be directed to your User Profile to verify your contact
information. Select Apply to save any changes.

John Smith

Title: E-mail:

Employer: Demo Centre Business: {

Mobile:

Bzzount  Netifisation Sattings

Honorific * Employer: = Dema Cantre (s |
Title:
= Email 1: Province: [ Ssie Y|
Country: —CSglect One —

Email 2

Email 3: = Fust:lCedsl:l

To change your password at any time, select your name from the user menu bar. This will take you to
your user profile. Select the Account tab to access the password area.

@ ocreb Staging

O2Home Studies Centres Researcher Profile |ssues & Support

Root

John Smith
Title: E-mail: oZ2stagef@oicron.ca
Employer: Demo Centre Business:  {111)111-1111

Mobile:

Password Infoermation

Passwords must contain at least six (6) characters in an alphanumeric combination. Passwords must
not be shared or stored in a visible and accessible location, i.e. written down. Passwords must NOT
contain:

any words that could be found in a dictionary;

e any words or references to the type of work being performed in relation to the system on which
the password is being deployed;

e any identifying user information such as birthdays, spouse’s birthdays, anniversaries, children’s
birthdays, pet names or other similar types of identifying information;

o three or more consecutive characters from your username.

' If you fail to successfully login after five (5) attempts, the system will lock you out and you
— will need to call O2 Help to have your password reset.
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2.5. Access Levels/Roles

Most O2 users will have only one O2 role (i.e., Study Staff). However, if you are a Pl and a department
approver, both roles will be added to your profile.

Although all “Study Staff” share the same role name, your authorized activities (e.g., view only, make
changes, submit) depend on the permissions set for your specific study staff role (e.g., Pl, main study
coordinator, co-investigator, other study staff).

. (7
If you have more than one user role, switch between 4 ocreb De

roles by selecting the appropriate role on My Home OCREE Studies Centres Rese
page.

Study Staff

NB. The role that you select will determine the
information that is displayed on your screen and the
activities you are allowed to execute. DeptiDiv Approvers

Study Staff
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2.6. Researcher Profile

The Researcher Profile link on My Home will take you to your researcher profile (if you are a Pl) or to a
list of profiles for all Pls that you are linked with (if you are a study coordinator). The Researcher Profile
collects information similar to that in the OCREB New Pl Form.

First-time O2 users: Select Edit Researcher Profile, complete the fields and upload the
PI's most current CV. This can be done by a study coordinator linked to a PI or by the PI. A
' Pl can add study coordinators to his/her profile, granting them permission to update the
Researcher Profile, add the Pl to new ethics applications, to create an ethics application, to
— add or remove study coordinators from individual studies, and to submit post-approval
applications (e.g., amendments) on his/her behalf.

/ est Study Coordinator
The Researcher @ ocreb Development fest sty e
PI‘OfiIe I|nk on My OCREB Studies Centres| Issues & Support
Home page links to \ J
the PI profiles. ‘ Researcher Profile

@ ocreb Development

Select Edit -
. OCREB Studies Centres BRCEEETE M IEN Issues & Support
Researcher Profile

to make changes.

Test Principal Investigator 1's Profile

Select Printer P
Version to view or A
. . [ ‘_Q. Edit Researcher Profile -
print the full profile. Date Created:12/23/2009 11:06 AM
[ prnter version Date Modified:2/1/2011 6:52 PM
Save [ Exit [ Hide/Show Errors] Print... T Jump To: 2.0 Investigator information = [ Cent
Basic Profile Information
Complete the profile 0 e
flelds and upload the Test Principal Investigator 1
Pl's most current CV. Please upload your CV here: | |(Browse.. ] view [p=i==

2.0

L L
Wiedical License Number:[£250£350 |

3.0 How long have you been conducting research as a Principal Investigator (PI):
MName

M <1year
Save | Exit | Hide/Show Errors| Print... | Jump To: 3.0 Associated Study Coordinators =
Select relevant study Study Coordinators
Coordinators from a Read access will be given to the coordinators on this list.
pop-up list to add to
this PI's profile. Press
Finish to complete. 1.0 Select study coordinators:
| Add
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3. Navigating OCREB Online

It is important to spend some time figuring out how to navigate this new system. O2 consists of a variety
of pages and workspaces. The different pages help to organize and display information in a logical
fashion and they act as gateways to specific study areas. Workspaces are unique areas that contain
activity buttons and are where you work on your various ethics applications (e.g., on a new provincial
study or on post provincial study approval activities such as amendments, centre applications,
reportable events, renewals, etc).

3.1.

“My Home” Page

Except for the first time you login, every subsequent login will take you to your personal home page “My
Home”. If you have more than one role in 02, this page will differ slightly for each user role. Selecting
My Home in the upper right-hand corner of the screen will bring you back to this page if you get lost.

My Home page contains:

1.

2.

A system navigation bar with links to various pages. This navigation bar is visible from any page or
workspace in the system;

A user tool bar/menu, with links to your profile and your home page (“My Home”). (You can link to
your personal profile to review or update it at any time by clicking on your name). This user tool
bar/menu is visible from any page or workspace in the system;

My Roles, which allows you to toggle between user roles by selecting the applicable user role (if
you have more than one role);

A [ 53 new provincial Study | activity button, which will open a new Provincial application to allow you to
prepare to submit a new study. This button is available from most pages and workspaces;

My... submission tabs, which display items requiring action by you (“My Action Iltems”) and other
tabs where you can monitor the progress of your studies and the different types of submissions
related to your studies (details on page 9). My... submission tabs show only those studies and their
related submissions that you are directly involved in;

Quick Links — for example, to OCREB templates.

@ Ocreb [ 2 John Smith | My Home | Logof]

02 Home Studies Centres Researcher Profile Issues & Support

Dept/Div Approvers
Study Staff + Process all submissions in your Inbox. ltems appearing here require immediate action by you to speed your

\

Study Staff Page for Demo Principal Investigator

Welcome to your Personal Folder, the central resource or managing your applications. Use the following guidlines to
process your applications

/ submission through the review process. Click on link to process an item. The system will automatically notify
you when action is required by you

Y

Create Provincial « Monitor the progress of your submissions using the other tabs. ltems on these tabs do not require any action

[ S New Provincial Study

] by you.

Quick Links
Gatsant Euins My Action ltems My Studies My Amendments Iy Renewals My Reportable Events 5

e/

lisplays a_II items which require action by the study team_ Click on links for more information

Filter by | ID V|| Advanced
D Mame SmartForm & Date Modified Type Owner State Last State Change
¢ Pro00000094 TM 02 2/9/2011 2:59 Initial Pre 2/9/2011 2:59 PM
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3.1.1. My Home Page StudyTaks

My Action ltems My Studies Wy Amendments My Renewals Iy Reportable Events
My ACt|0n Items - d|Sp|ayS \Lisolavs all items whith require action by the study team. Click on links for more infarmation.
items requiring action by
H H Filter by | ID b Advanced
you. When you log in, this v I
H D Name SmartForm & Date Modified Type Cwner State Last State Change
tab will show as your default | Kk 4
R &% Pro00000917 Test for Ready to ﬂ 09/02/2011 3:45 Initial Pre 09/02/2011 3:45
view, Once yOU Complete Review 3 Feb & P Submission Submission PM
. . . = )
your actlon’ the SumeSSI()n =% Pro00000916 Test for Ready to =] UE!-’UQ-’ZUH 344 Inlllal. ) Pre o UE!-’UE-’QUH 344
i N Review 3 Feb & P Submission Submission PM
will move out of this area to =8 Pro00000915 Testfor Readyto [ 09/02/2011 3:42 Initial REB Pre 09/02/2011 3:42
H H Review Feb 9 P Submission Coordinator Submission PM
the next step in the review P
process. e Ame2_Pro00000908 Amendment 2 for [ 09/02/2011 2:55 Amendment REB Pl 09/02/2011 2:55
ArRFER Stude =11 fanrdinatar Rasnanca P

My Action ltems

Y e—

ly Amendments

My Renewals

My Reportable Events

My Studies — displays all Fiwrby (D Y] |—\Adm:?/ \
StUdIeS that yOU are ID Mame SmartForm Date Modiffed Owner State (=} Application Type Review Type PI
preparlng to Submrt or have 2 Pro00000884 Test for Ready to Review 2 Jan 23 £ 16/02/2011| REB Appraved Praovincial Full Board ~ Prin
) 158 PM Coordinator Review Inve
submitted. Other columns 1. Test 2
. . o Pro00000374 Oct21Test_CentreApprovedd =] 06/M12/20100 REB Approved Provincial Expedited  Prin
show attributes such as: 1149 Al | Coordinator ime
H H 1, Test 1
Current State’ app“catlon £# Pro00000829 DAO3 =] 13/01/2011] REB Assigned To Pravincial Full Board  Prin
type (prOV|nC|a| versus 3:05 PM Coordinator REB Meeting Review Inve
. 1. Test 2
Centre)l review typea PI [2? Pro00000281 01-333 (Oct 7 Test Session) =) 06/10/2010y REB Approved Provincial Expedited  Prin
H 9:25 AM Coordinatar Inve
name and expiry date, etc. kﬁm 1/
P —.
X My Studies My Amendments My Renewals My Reportable Events
W |ID V|| | Advanced
My Amendments — Name SmartForm & Date Modified Owner State
displays all your amendment | ie1_Pro00000847 Amendment 1 for OCREB Study [ 2M/20118:29  REB REB Staff
. . #DEMO3_JAN18 PM Coordinafor  Modification Revi
applications regardless of T 1 Test
the current state (i.e., even 1e1_Pro00000884 Amendment 1 for OCREB Study 04 1/28/2011 2:03 REB Pre Submission
H #Test for Ready to Review 2 Jan 23 PM Coordinafor
those you are working on et
113 H H "
pre-submission”) 1e1_Pro00000838 Amendment 1for OCREB Study £ 1/27/2011 6:23  REB Adrfin. Assigned Ta REI
#DEMOG_JAN1E P Test Meeting
1e1_Pro00000801 Amendment 1 for OCREB Study =] 1/27/2011 3:53  REB Meeting Complef
#DEMO_C PM Coordinafgr  Awaiting
1. Test W
Iy Studies My Amendments My Renewals Iy Reportable Events
1D v|| [132] [El==r | Advanced
My Ren eW&'S — displays a MName SmartForm = Date Modified Owner State

list of your renewal
applications regardless of
the current state.

00001 2010 Review for Pro00000004

00003 2010 Review for Pro00000008

00007 2010 Review for Testing - pi1 create study - =4

=] 2/25/2010 4:.02 REB Withdrawn
PM Coordinator
1. Test
= 2/26/2010 11:21 REB Admin, Withdrawn
AM Test

4/19/2010 12:18 REB

Pre Submission
Coordinator|

test to see if changes are saved PM
REBC /REBA/REBD 1. Test
My Action Rems My Studies Iy Amendments Iy Renew:
Filter by |1 v [3<] [1ea ] Advancd [ \
D SmarForm D Sod Cwmer State Pl 2 Reportable Event Type
@ Advi verse Event - Fri Nov 5 104727 ol e faty Update
EOT 2010 B
My Reportable Events —
. . {0 AdIODI0T2E Reportable Event - DEMO_D o
displays a list of all your ‘
reportable events, including
the type of reportable event. | @ o v
@ AD000093 Report = oTAz2000
Tirs 10 3. A
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3.1.2. Finding Your Submissions

Many views have a “Filter” feature to allow users to more easily find an item in a long list. For example,
to find a study by sponsor protocol number, select My Studies tab, enter the exact protocol number in
the Filter by “Name” field, and press Go. To find a PI, Filter by “First” or “Last” nhame, enter the name
in the adjacent field and press Go. Press Clear to return to the full list.

If you know the O2 system-generated project (“PRO”) number, filter by “ID” and use “%” in front of last
3 numbers of the PRO number to find the project.

My Inbox My Amendments My Renewals My R
Select One or More Persons

Filter by |Name |=| [DEMO_5c 0| ciear | Ady
Filter b)‘ Last .j I Gal Clea D ﬂartForm Date Modified Owner St
® Pro00({Owner Last Name  § 31/01/2011  REB Ap
Desslect Al Cwner First Name 324 PM Coordinator
S State 1, Test
Organization Application Type
i K d 26500f254 D [ Revien Type
R I Pl
=) LagProject ID Organlzatlon Expiration Date

You can sort most columns in ascending or descending order. If you move your cursor over the column
heading, it will change to a link if the column allows sorting. Select the column heading to sort. Select
the column again to sort in the opposite direction.

=) Date Modified . @& Date Modified & MName . & Name 2 |D or 2D  etc. (e.q., if
you wish to display studies by the closest expiry date, sort by ascending “Expiration Date”):
My Action tems I:E:a Iy A d t: Iy Renewal Iy Reportable Events
. I 1 | —
T I T ~
(0] Name SmartForm Date Modified Owner State [=] Application Type  Review Type Pl Expiration Date
Pro00000884 Test for Ready to Review 2 Jan 23 ﬂ 18/02/2011 REB Approved Provincial Full Board Principal 15/02/2012 y
e T TooTamar Lty Tvesngater
1, Test 2
I"% Pro00000374 Oct21Test CentreApproveds ﬂ 061272010 REB Approved Provincial Expedited Principal 17110/2011
11:49 AN Coordinater Investigator
1, Test 1
% Pro00000 228 DAD3 =t 1300172011 REB Azsigned To Provincial Full Board Principal

If there are more items than can be displayed on one page, a bar at the bottom of the page will show
the total number of items in the entire list, as well as how many items are displayed on the current page

P
(N\J

1-250f52 D D ). To go to the next page, select * . Select M to go to the last page.

3.2.  Navigation Bar

The navigation bar is visible no matter where you are in the system, with links to:

1. O2 Home - takes you to the OCREB Online home page without logging you out;

2. Studies - links to a page listing all provincial and centre studies that you are associated with;

3. Centres — links to your centre profile page that includes a list of staff at your institution in the
system, a list of all of the studies your centre is participating in, and other centre-specific items;

4. Researcher Profile - links to your researcher profile (if you are a Pl), or to a list of Profiles for all
Pls that you are linked with (if you are a study coordinator). See page 7 for details;

5. Issues & Support — links to a page where you can submit questions or issues to the OCREB
Online team and access User Guides and Frequently Asked Questions (FAQS).

i N N N [ N 7

02 I-i"{:me Stu%iies Censtres Researcﬁer Profilg | Issues E.SSupp{:rt
- AN AN J - J

Ontario Cancer Research Ethics Board Page 11 of 43
OCREB Online User Guide for Study Staff (Complete) Version 1.0 (2011-Feb-21)



3.3. Studies Page

The Studies page is where you access all studies you are involved in: Provincial (top) or Centre

(bottom). This includes provincial applications where you are NOT the provincial applicant, but your

centre is participating or listed as potentially participating, even if you have not yet submitted your

centre application. The various tabs link to Provincial and to Centre studies by their current state (i.e.,
“In Progress”, “Approved”, “Closed”), or to a list of “All Studies” regardless of their current state. On the
left-hand side, you will see a menu of Other Submission Types from where you can access all post-
approval provincial and centre submissions (amendments, renewals, and reportable events) related to
all studies. Think of these as subfolders of the study.

* Reportable Events

@ ocreb Deve]opment Tast Princigal Investipater 2 | My Heme | Legofs
OCREBE @ Centres  Researcher Profile lssues & Support
Studies
i Amendments
L Renewsals Wizw zll studizs by In Progress, Approved, and Closed groupings. Uss the Wy Home' link in the top right-hand cormss craan to see the
=t of submissions relsted to you.

Create Provineial
| 22 mew Provincial Study
L_Eilr

Provincial - All Studies ]

Provincial - In Progress Provincial - Approved Provincial - Closed
o [ T E—————— 4 sl Biaccas J
In] Name SmartForm Date Created Frovincial Fl

2 Date Medified

1252011 5:3

St Review Typs

Cantrz - Clozad Cantrz -

All Studi

=3

= Lo

e

SmartForm (= Date Modified Owner

Review Typs Centre Pl rovingcial Pl

0w

3.3.1. Amendments, Renewals and Reportable Events Pages

Amendments page — displays
a list of all provincial and centre
amendment applications for all

studies you are involved in.

Tip: look for the crumb trail /
or the page title to confirm
your location.

@ ocreb Staging

OCREB Slu Cenl.res Researcher Profile  Issues

(Amencments

> Amendments

View all Amendments by In Progre:

,and Ct 1 groupings.

> Renewals

> Reportable Events

Provincial - In Progress Provincial - Completed

Centre - In Progress Centre - Completed

Reportable Events page —
displays a list of all provincial
and centre reportable event
submissions (e.g., local SAE,
protocol deviation, safety
update, DSMB report) for all
studies you are involved in.

Adv00000136 Reportable Event - DEMO_D  1/19/2011 11:26 Awaiting
AM

Investigator DSMB report, safet

1 summary report, Ii
action/Dear doctor
letter, etc.)

REB
Committee

Pro0000078% Principal  External (non-local
Investigator Adverse Event (EA
4

1D Name Date Modified State Study Pl Expiratio
REB Tenmes TeT PTOfIe  155UES & SUPPOIT
[

Reportable Events |
es
e View all events by In Progress. and Completed groupings
Renewals
Reportable GCompleted
Events

Filter by | ID || |2 Advanced

D MName (=) Date Modified State Study Pl Reportable Event T

Adv00000126 Reportable Event - DEMO_D 2/3/2011 1:566  Changes Pro00000789 Principal ~ Safety Update (e.g

PV Required by

Ontario Cancer Research Ethics Board
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3.4. Centres Page

Selecting Centres in the navigation bar will take you to a link to your Centre profile. Select the link to
open the profile. Only users at your centre and in the OCREB office will be able to view your Centre

Profile.

@ ocreb Development st Prncipsl Investigator 2

COCREB  Studies Reszearcher Frofile |ssues & Support

Subseribe | | Help

Centres

Create Centre Profile

Centre Profiles Archived Centrs Profiles

Filter by | Mame | | ==

3.4.1. Centre Profile

The centre profile page allows you to view information pertaining to your centre including, a List of
Staff at your centre who are registered in the O2 system, a place to store any relevant Centre Policies
if you so choose, a list of OCREB Approved Consent Form Changes, a list of all Studies running at
your centre, and a list of all provincial studies created by your centre (Provincial Studies Created By).
The History tab will display the history of all changes made to your centre profile, the date the changes
were made and by whom. Select the appropriate tab to view the relevant information.

Carlo Fidani Cancer Centre's Profile

Address:

List of Staff Centre Policies Approved Consent Form Changss Studis=s Prowincial Studies Craated By Histoiny

n | ka
I I e I |
Wi oo S
mih h& hh &G

AEIEIEIEIEIE RS

i

I8

wiw oo oo ol

i1}
111
wa
[
i

Are you ready to dive in and prepare a provincial submission?
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4. Initial (New) Provincial Study

4.1. Presubmission

budget, consent forms, NOL if available, other patient materials, etc). You will be directed to
upload these documents at appropriate places in the application. Clearly name and organize

' Before you begin, prepare your submission documents (protocol, IB and/or PM, study
o them in an easily-accessible area somewhere on your computer or local network.

@ Ocreb John Smith | My Home | Logoff

02Home Studies Centres Researcher Profile Issues & Support

To start a new provincial

application, select New
P H H I St d Th . Welcome to yuu‘r Personal Folder, the central resource or managing your applications. Use the following guidlines to
rovincia u y . IS IS process your applications

Dept/Div Approvers

Study Staff Page for Demo Principal Investigator

1 1 « Process all submissions in your Inbox. ltems appearing here require immediate action by you to speed your
acceSSIbIe from a Varlety L submission through the review process. Click on link to process an item. The system will automatically notify
. . you when action is required by you
Of placeS, |nC|Ud|ng [c,ga..E Provincial glnnimr(he progress of your submissions using the other tabs. ltems on these tabs do not require any action
H [ New Provincial Study R
Researcher Profile,

Studies page and My Quick Links

Consent Forms My Studies My Amendments My Renewals My Reportable Events

H 0 m e page . Displays all items which require action by the study team. Click on links for mare information

Filter by | ID ~[ | Advanced
D Name SmartForm & Date Modified Type Qwner State Last State Change
cf Pro00000094 TM.02 £ 2/9/2011 2:59 Initial Pre 2/9/2011 2:59 PM

1 Sawe || Print...

You must complete and
Save (1) the first page of
the application form before 1.1 Study Identification
the study record is
created.

When you are finished with
the current page, select
CO nt| nue (2)’ to move to 1.0 * Is this a multi-centre cancer clinical trial?: (OCREB's mandate is mulfi-centre cancer clinical tials ie, a irial

the next page.

conducted af more than one centre in Ontario using OCREB] as b ClesD

F A rlemas aomient e OOEES offic
NGO, pleaze contact the OCREE office.

QueStlonS marked Wlth a 20 * Protocol number (i.e, sponsorprotocol number- enter EXACTLY as written on the profocol e q, BR. 29 not
red asterisk (*) are ER29)
mandatory. You will not be | |

Study acronym or other unique identifier or nickname:

allowed to continue to the [ |

neXt page UnIeSS these OCREE number [please contact the OCRER office &t 416-673-6649 if you do not have an OCREE number):
guestions have been |
anSWered . HOWGVGI’, a.t 3.0 ® Full Study Title fenter exactly a5 written in protocol):

any point after the study is
created, you can Exit and
come back to work on it

. 4.0 * Prowvincial ApplicantInvestigator.
|atel’ by Se|eCtIng Test Frincipal Investigator 2
= Edit Application _ i ) o _— )
[ 5.0 Study Co-ordinator or Assistant (ihis person will have access fo and can edit this application and will receive
from the Study Workspace Iau'u' notifications for this study): T
Ontario Cancer Research Ethics Board Page 14 of 43
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Once you have created your study, new menu options will appear, and the top right-hand corner of the
screen will now display a unique identifier assigned to your application. Menu options:

1.

are not yet answered, you will not be able to save; however, you can Exit;

abrown

Exit — takes you out of the application to the study workspace;

Hide/Show Errors — will display a list of mandatory questions that have not been answered;
Jump To —is a drop down list that allows you to “jump” directly to other sections of the form;
Back or Continue — will take you to the previous page or to the next page of the application.

@ ocreb

<< Badk I

21 3 : 4 - .
Exit |Hide/Show Errors| Brint... | Jump To: - 1.2 Funding Information -

Edit: Initial Submission - Pro00000013

Continue > |

Save — saves your work and keeps you on the same page. If any mandatory questions on that page

Under Study Locations & Other Reviews, select the centres/Pls that plan to participate in
the study (obtain this information from the study sponsor). You must add your own centre
as a study location in order to be able to submit your centre application.

[ ]
3.0 * Full Study Title (enter exactly as written in protocol):
This is the title for test study DEMO_1a
4.0 icant/investigator:
If you start typing the last name, dem
first name or organization in the First Organization
fields in any application form that 5.0 Principal Investigator 1 Demo Demo Centre 1 | have access to and can edit this application and will receive
aSk yOU to Select a person’ F'rinc”:al In'-;estigatcr 10 Demo Demo Centre 10
. . . . Principal Investigator 11 Demo Demo Centre 11
ChOICeS Wlth Slmllar names WI” 6.0 Principal Investigator 12 Demo Demo Centre 12  to and ability to edit the REB materials for this study:
appear for yOU to SeIeCt from' . Principal Investigator 13 Demo Dempo Centre 13
YOU aISO may SeIeCt and Choose Principal Investigator 14 Demo Demo Centre 14
from a full drop-down list. Principal Investigator 15 Demo Demo Centre 15
Principal Investigator 16 Demo Demo Centre 16
7.0 Principal Investigator 17 Demo Demo Centre 17 DCREB approved study (e.g., is a sub-study or companion
Principal Investigator 18 Demo Demo Centre 18 |© a pilot study), provide the study title and protocol number:
Pratocal Number:
5.0 Study Co-ordinator or Assistant (this person will have access to and can edit this application and will feceiv
Select the main study coordinator e o | s
who will receive all notifications \ .
related to the provincia| Study_ 6.0 Other Study Staff at this centre requiring access to and ability to edit the REB materials for this study:
Add any other Study Staff —
members requiring access to the
provincial study, including the
ability to submit amendments,
renewals or reportable events.
These additional staff will not
receive the notifications.

Ontario Cancer Research Ethics Board
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4.1.1. Uploading Documents

At various points in the application, you will
be prompted to upload relevant documents.
Uploading a document is a two-step process.
Selecting Add will open up an Edit/Add
Document window. Enter the version date of
the document and select Add again to
upload.

Edit Add Document
Docyfffieft.
Version Date:
[2011-Jan-13 or January 13, 2011

* Required OK| OKand Add Another Cancel

This will open up another window. Enter the
title of the document and select Browse to
locate the document on your computer.
Select OK to upload the document to the
application. Select OK and Add Another to
upload other documents, or select OK until
you return to the application form.

Submit a Document

[ Title |Demn Consent Form

file will

* File IC:\Documems and Settings\pcieslak\Desktop\Ct  Browse... |

Show Advanced Opticns

* Required

If the document is password protected, you
will need to select Show Advanced Options
and write the password in the “Description”
field.

* a) Protocol Version Date (as written on protocol):

[None:

c) Amendment

Submit a Document

Title: | |

* Required

* File | H Browse

= )
Description ‘ I ‘

Edit Add Document

If not provided, the name of the
be used

ﬂl Cancel |

You should now see the uploaded document(s) and the version date(s). Select Update to correct the
version date. If you have uploaded the wrong document, select Delete and then Add to upload the
correct document. If you do not enter a document name in the Title field, the “File” name will default to
the name you gave to the original document. This means that if you have already clearly named your
documents, you can skip entering the Title field in the upload procedure.

- ~ ~
<< Back Save | Exit | Hide/Show Errors| Print...| Jump To: -4.3 Consent Forms & Other Study Participant Materials « Cantinu

4.3 Consent Forms & Other Study Participant Materials

Name

1.0  Upload all consent form(s) here (MS WORD ONLY). OCREE strongly reco ds
consent form templates (i.e., main stu

Upssi= | Main Study Consent Form
Upsate | Optional Tissue Consent Form

ing the appli
, genetic research, etc.) and modifying where necessary.

Version Date

January 13, 2011 Delstz
February 4, 2011 Delete

s

Name

Please upload any other materials that will be distributed to study participants:

There are no items fo display

Version Date

<< Badk

save | Exit | Hide/Show Errors| Print...| Jump To:

- 4.3 Consent Forms & Other Study Participant Materials -

Cantinu

Ontario Cancer Research Ethics Board
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The application forms are designed to show or hide questions as they apply to your study
(“SmartForms”). Using the Jump To menu to navigate from page to page as you work

' through the application instead of Continue will override this feature. However, using the
Jump To menu is a very good way to come back to a page that your were previously

- working on. We strongly recommend that you use the Continue button to move to the next

page when you are filling in the application.

@ Ocret) Edit: Initial Submission - Pro00000080
== Back Save | Exit | Hide/Show Errors| Print..J Jump To: -4.3 ConsentForms & Other Study Participant Materials = Continue >>

-

1.0 Study Identification, Funding &\Lacations
- 1.1 Study Identification

4.3 Cons - 1.2 Funding Information
- 1.30 Contact Information
- 1.5 Study Locations and Other Reviews
1.0  upl bplicable

conj——

Add|

2.0 Study Objectives & Design
- 2.1 Study Objectives & Design

Upd Delste

Upd Delete

3.0 Research Methods and Procedures
Pled - 3.1 Research Methods and Procedures

Add _ 3.7 Clinical Trial
N

4.0 Study Pepulation, Recruitment and Consent

4 4 Shuchs Danulatinn it

=< Back Save | Exit | Hide/Show Errors| Print... | Jump To: -4.3 ConsentForms & Other Study Participant Materials ~

Because each type of submission (e.g., initial provincial, initial centre, amendment,
reportable event) is issued a different system-generated number, a standard OCREB
number will be assigned to the overall project file. The format will remain the same as the
current numbering system — i.e., the first two numbers of the current year followed by a 3-
digit number (e.g., 11-001)

Until this process is automated, please call the OCREB office (416-673-6649) for your
OCREB number before completing your application. Enter the assigned OCREB number in
the application in the relevant question.

A column displaying the OCREB number will be added to every submission listing view.
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4.1.2. Study Workspace

When you Finish or anytime you Exit the application, you end up in the Study Workspace:

1. State — displays where your application is in the ethics review process. The state name will change
as the application is routed through the review steps. You can monitor the progress of your study by
looking at its current state;

2. Edit Application takes you back to the application to make edits any time prior to submission;

3. View Smartform Progress displays questions in the application as complete or incomplete;

4. My Activities — shows all activities that you can execute in this state (e.g., “Pre Submission”).
Activities will change as the state changes with the various steps of the review process;

o “Submit Study” is only available to the PI for initial provincial and initial centre applications;

e “Withdraw” — removes the study from REB review anytime after it has been submitted;

¢ “Edit the Email List” to add others (in addition to the Pl and main study contact) who should
receive notices;

o “Edit Guest List” to give others read access to the study;

e “Send Email to PI” sends an email from the system to the PI's regular email address;

¢ “Send Email to REB Staff” sends an email to the REB office.

5. Project Properties tab — displays information about the study. This information auto populates from
the application form and upon completion of other system activities;
Centres tab — shows a list of potential centres participating in the study

6. History tab — displays an ongoing list of study activities (some of the REB activities will not be
displayed to study staff for confidentiality reasons);

7. Attachments tab — in one location, provides a listing of and access to all documents that were
uploaded to the application.

(_ﬁ ) Ocreb John Smith | My Home | Logoff
OCREB EEH Centres Researcher Profile Issues

1 Pre Submission 5
Project Properties Centres
4 Lﬂ-u Edit Application \

Provincial Study - Demo Centre
Study:SSTM.1 (Pro00000080)

[ £, printer version

3 [lﬁ View SmartForm Progress ]

Full Title: Training materials for Study Staff
o Principal Investigator: John Smith Study Coordinator: Demo Study Coordinator
My Activities \‘Funding Sources: Review Type: /
4 7| Submit Study
=1 | Send For Sponsor Review
| 6 7

[ e ] LT Attachment: Change Log

/| Edit Email List This area shows instructions and questions and important notifications regarding this Study
[7] Edit Guest List Activity Author = Activity Date

&y Created Study Smith, John 03/02/2011 10:46 PM GMT-05:00

=1 | Send Email to PI =

(03] Send Email to REB Staf 19§ a0 b
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4.1.3. Finalizing the Provincial Application

The study will remain in My Action Items until it is submitted. Select . &1 Fdt Application — +4 gphen the

application and make edits at any time prior to submission. Once you are back in the application, select

wlto continue section by section, or use the “4MP To: =14 Sudyldenticaion = o 1o go

to a specific section or sections. These two options can be found at the top and the bottom of the
application. As you Continue from page to page, an error message will appear if any of the mandatory
guestions on that page have not been answered.

<< Badk |

Could not update the Initial Submission due to one or more errors:
Please review the page and correct any errors. .

REMEMBER that using the Jump To menu will override the SmartForm feature that shows or hides
guestions as applicable to your study. For example if the collection of biological specimens is included
in your study, selecting “Biological Specimens” in the “Research and Methods” section of the
application will result in the appearance of questions relating specifically to biological specimens. If you
are collecting biological specimens in your study and you don't see the related questions, go back to
ensure that you made the appropriate selections in the “Research and Methods” section.

Once the application is finished, double-check that it is complete before submitting it (if you are the PI),
or before contacting the PI to submit (if you are the study coordinator). Selecting

[ view SmartForm Progress |y open up a Progress window showing whether the sections are
complete or incomplete. If a section is “incomplete” it means that at least one of the mandatory
guestions was not answered. Select the item from the “Section” column to go directly to that section.

Progress

Section Description Progress

1.0 Study Identification, Funding & Locations Provincial Incomplete

2.0 Study Objectives & Design Provincial Incomplete

3.0 Research Methods and Procedures Provincial Incomplete

4.0 Study Population, Recruitment and Consent Provincial Incomplete

5.0 Risks and Benefits Assessment Provincial Incomplete

6.0 Data Privacy, Confidentiality & Security Provincial Incomplete

7.0 Data & Safety Monitoring Plan Provincial Incomplete

8.0 Budgets, Costs & Contracts Provincial \ Incomplete /

Once you have determined that the application is complete, if you are the study coordinator you can
inform the PI from within OCREB Online by pressing the | (5 5o fmail o 21 | activity button, you
can send an email outside the O2 system using your institutions email system (e.g., Outlook), or you
can simply call the PI or tell the PI in person that the study is ready for him/her to submit.

Ontario Cancer Research Ethics Board Page 19 of 43
OCREB Online User Guide for Study Staff (Complete) Version 1.0 (2011-Feb-21)



4.2. Submission (Pl Only)

Only the PI has the authority to submit an initial provincial application. The Pl must login and locate the
study in My Action Items on his/her home page and select the study “Name” to open up the provincial
study workspace. The PI can review the application by viewing the “Printer Version” or review and edit

the application by selecting (@) ediwApplication  \ypan ready, the Pl selects [£77] Subrmit Study

If the application is incomplete, an error message will list all questions that are incomplete. Selecting
the link in the Jump To column will take the PI directly to the application page in question. The PI will
not be terribly happy if this error message pops up at this stage....

ErrorWarning Messages
Meszage Field Mame ( Jump To

& This iz a required field; Funding Type 1.2 Funding Information
therefore, you must provide a
value.

& This is a required field; Investigatar Initiated Study 1.2 Funding Inforrnation
therefore, you must provide a
walue

& This is a required field; Funding fram USA DHHS 1.2 Funding Inforrnation
therefore, you rmust provide &
walue,

e This is a required field; Funding CRO Invaled? 1.2 Funding Information
therefore, you must provide a
value.

& This iz a required field; Previous REB review 1.5 Study Locations and
therefore, you must provide a \ Other Reviews j
Al

If application is complete, the Provincial Applicant/Pl Agreement window will appear. Check off the box
in the bottom left-hand corner before selecting OK to submit the study. This serves as the official
Provincial Applicant/PI signature. Once submitted, the study moves out of My Action Items and Study
Staff can no longer make any changes.

PROVINCIAL APPLICANT/INVESTIGATOR AGREEMEMNT:

+ | attest that this application as submitted is in compliance with the Tri-Council Policy Statement; ICH Good Clinical Practice
Consolidated Guidelines; Division 5, Canadian Food and Drug Regulations, and the applicable laws and regulations of
Ontario

« | attest that the information in the application is complete and accurate to the best of my knowledgte

+ | attest that this application contains the current and complete protocol, including and sub-studies

+ | am aware the the OCREB review materials (i.e_, provincial application form. correspondence between the Pl and OCREB
approval letter) will be shared with all Ontario sites participating in this study:

« As provincial applicant, | acknowledge that | am responsible for reporting to OCREB any proposed modifications or
amendmenits to the protocol. all external (non-local) SAEs, and updated Investigator Brochures or Product Monographs
unless the sponsor formally agrees to do so on my behalf

+ | will submit an OCREB Application for Approval of Centre Participation for review/approval to conduct the study at my
centre

+ | am aware that OCREB will provide the following study information to all Ontario oncology trial sites: OCREB project 1.D.#
sponsor name, sponsor protocol #, REB review status, name of provincial applicant (i.e., submitting P1), list of participating
centres

Atter you click OK you will no longer be able to edit the application. You will receive email when each approval is granted or
refused, and again when all the required approvals are received

if you are not ready to submit your application, click Cancel

| agree with the above statement: * ]

_OK| _cancel |

The principal investigator must login to officially sign-off on the initial provincial
application. This activity cannot be delegated; doing so is equivalent to forging a
mj signature.
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4.3. Contingencies

Once your study has been submitted, the Intake Coordinator at OCREB will review your application and
send it back to you to edit or assign it to an REB Coordinator, as applicable. The REB Coordinator will
review the application, set contingencies as required, and either assign it to a meeting, assign it to an
expedited reviewer or send the application back to you to edit as applicable. If the application is sent
back to the Study Staff, you and the PI will receive an email with a link to the study. The study will be
located under the My Action Items tab, which means it now requires action by you. At this point, it is
opened up for you to edit.

A contingency is an item that was not included at the time of initial submission, but must be submitted
before approval can be issued. The Health Canada authorization (e.g., NOL, ITA, NHP), the study
budget and the Clinical Trial Registration number are all possible contingencies for provincial initial
applications. To view any contingencies, from the Study workspace select the Attachments tab and
scroll down to Attached Documents - Other. Note that the Date Completed column is blank indicating
that these items must be received by OCREB before approval can be issued.

Attached Documents - Other

Type Descnl:mngg}ﬁplete:l E?&t-stecl \
View Health Canada - 1/26/2011
Contingencies: NOL, ITA, NHP
wiew Clinical Trial 1/26/2011
Registration
View Study Budget 1/26/2011
Sup MName Version IModified Description j

© There are no items to display

OCREB Recommended Consent Form MName  Version Modified Description
Changes: There are no items to display

MName Version Modified Description

Pl Response: . .
P There are no items to display

To submit these outstanding items, upload them to the application if they are available at the time of
submitting the revised application with your PI response. Alternatively, you can attach and send them in
a regular email to the REB Coordinator “Owner” of your study. If the items are sent by email, the REB
Coordinator will upload them to the contingency area and change the contingency to “completed”. This
now will allow the approval to be issued. Because the REB office cannot modify your application, this is
where you find any contingency documents it they are received separately from your application.
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4.4.

Tracking the Progress of the Application

A unique feature of the OCREB Online system is that you can easily track the progress of your
application through the entire ethics review process. If you look at the top left-hand side of the Study
workspace, highlighted in yellow is the current “State” your application is in. For example, before you
submit the study, the state of your application is called “Pre-Submission”. After you submit the study it
will change to “REB Administrative Review”, and to “REB Staff Review” once assigned to an REB

Coordinator.

Upon submission, the State changes from ...

Pre Submission

to

REB Administrative Review

You can track the progress of your application by viewing the State column on My Home page:

Filter by | D

=l

6o| clesr| Advanced

D Name SmartForm [2) Date Modified Owner State Application Type Review Type Pl Expiration Datq
D? Pro00000080 SST.01 [ 05/02/2011 4:31 REB Assigned Provincial Full Board  Smith
(TRAIN) PM Coordinator] To REB Review
2, Test Meeting

or in the State column on the Studies page....

@ ocreb

Demo Principal Investigator 1 | My Home | Logofl

OCREB m Centres Researcher Profile Issues

studies
[ Amendments
[ Renewals View all studies by In Progress, Approved, and Closed groupings. Use the "My Home' link in the top righi-hand corner of your screen to see the list of submissions
[ Reportable Events reiated o you
Provincial - In Progress  Provincial - Approved  Provincial - Closed
e Filter by [ID =l 53| sieer| Advapoagde
ID Name SmartForm &) Date Modified State Review Type Provincial P| Expiration Date
¥ Pro00000008 DEMO_2c | 27/01/2011 2:41 PM Approved fFull Board Review  Principal Investigator 2 27/01/2012
® ProDO00001E DEMO_3¢ [ 28/01/2011 256 PM]|  Approved Full Board Review  Principal Investigator 3 28/01/2012
[? Pro00000022 DEMO_dc [ 31/01/2011 10:12 Ah Approved FFull Board Review  Principal Investigator 4 31/01/2012
L’_n? Pro00000023 DEMO_5¢ [ 31/01/2011 3:24 PM Approved FFull Board Review  Principal Investigator 5 31/01/2012
[? Pro00000057 DEMO_19 ¥ 01/02/2011 1:45 PM Approved Frpedited Principal Investigator 19 31/01/2012
L’_n? Pro00000003 DEMO_1c | 03/02/2011 9:30 AM Approved frull Board Review  Principal Investigator 1 2710172012
¢® Proo0C000O1 DEMO_1a | 03/02/20112:38 PM|  Pre Submission Principal Investigator 1
¢# Pro00000002 DEMO_1b | 03/02/2011 230 PM| Pl Response Pending  [Full Board Review  Principal Investigator 1 27/01/2012
¢® Pro0000000E DEMO_2a )| 03/02/2011 2:40 PM \ Pre Submission / Principal Investigator 2

Ontario Cancer Research Ethics Board

OCREB Online User Guide for Study Staff (Complete) Version 1.0 (2011-Feb-21)

Page 22 of 43



4.5. Pending Pl Response

Once the initial application has undergone REB review (typically at a full Board meeting), the REB wiill
issue a review letter with any questions, requests for clarifications, recommendations, or concerns.
Once the review letter is issued, the state automatically changes to Pl Response Pending.

4.5.1. Accessing the OCREB Review Letter

When the REB review letter is issued, the Pl and Study Coordinator both will receive an automatic
email notice with a direct link to the study workspace. The study also shows up in the My Action Items
tab with any other items requiring action by you. Select the study from the “Name” column to open the
study workspace. The application is now open to the Study Staff to edit in response to the OCREB
review letter. Find the review letter under the Letters tab, and select View Correspondence Letter to
open the letter. To download a copy, right click on View Correspondence Letter.

@ ocreb

OCREB m Centres Researcher Profile Issues

Demo Principal Investigator 1 | My Home | Logoff

- Project Information
Pl Response Pending

(27 car Aspiication ] | Provincial Study - Demo Centre 1
DEMO_1b (Proooooooo2)
S printer Version Description: This is the full fitle for test study DEMO1D
[ £ View Differences ] | Principal Demo Principal Investigator 1 Study Coordinator:  Demo Study Coordinator 1
Investigator:
OCREB Coordinator: Test REB Coordinator 1 Review Type: Full Board Review
Expiration Date: 27/01/2012 Meeting Date & Time: 11/02/2011 - 11:00am
= Submit Changes
(o] Witharaw
History  Attachments  Contingencies  Change Log m

/| Edit Email List

Wiew
3] Send Email to REB Stafl

Assignaa To Committse Mesting
Activity
Sent Letter to PI

=0 Send Email to PI Last Issued Letter:

Review Letters

# View Correspondence Letter

Author & Activity Date

REB Chair, Tept 27/01/2011 1:50 PM GMT-05.00

4.5.2. Accessing the OCREB Recommended Changes to the Consent Form(s)

The REB recommended consent changes
will be tracked directly in the consent forms.
Download copies to your computer to review
and accept or reject the changes as agreed
with the Pl and sponsor. Change the version
date and be prepared to upload the revised
consents to the edited application to submit
with the PI response.

OCREB Recommended Consent Form Changes:
Name

Main Consent - OCREB Recommended Changes
Tissue Consent - OCREB Recommended Changes

The review letter will contain a link to the consent forms
containing the REB recommended changes.

The consent forms with the REB
recommended changes also can be
accessed in the same area as
Contingencies: from the Study workspace
select the Attachments tab and scroll down
to Attached Documents — Other.

Attached Documents - Other

Contingencies:

OCREB Recommended Consent Form  Hame
Changes: T

PlResponsa: |
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4.5.3. Preparing the Pl Response

To prepare the Pl response, create a response letter on your local letterhead. We recomment that
you copy and paste the REB questions into the response letter from the REB review letter. In addition
to responding to the letter, you must make the necessary changes directly in the application form,
which is a living document that should reflect the most current study information. To edit the application,
right click on Edit Application, and open the application for editing in a new window. Resize and
position your Pl response letter window beside the application windows so you can view them side-by-
side as you modify the application and your response. The Pl should sign the Pl response letter.

V- =o T o A JSARAAASARRRAS EARRRR L T =
INSTITUTICHAL LETTERHEAD
20 pre there oy recruitment moterials? ® Yes © No Clear
I YES, chock all that apply and attach below:
Februury 20, 2011
Dr. Jack Mollmd
Chas OCRLE
100 College Sxeet, Sute §00
it scnpts) Teeome, Outanie MIG 0AS
Dear De. Molland
" o RE OCRED » 1112 {Spoesce # FP.22) - Reapoase s OCRES Review Letner
1§ OTHER, specity: OcoEBel
ﬂ Please fnd the respomses i OCRER's pecommendanoes md concerns beow:
Pratacal
30 * List tha key inclissian exitaria in point form (La., e charscraristics that must e mat for individusls o ba anmiled 1. Tha & combaed phase ] 2 stedy, Flewss clarsdy whetber or oot phios |
ior the iyl cousplete 1f phase | m complete, plesss provide the phase ] dats
Esosce G| &1 FiALIEe w5 o=y L Bespamse: Bane § & now complene. The phase 1 dam s amached
W EECR[EExElan i @0sas
Feangt Momral * | Fart | Giow - Bv g-
Elicibility for th s by ararching Ceaent Farms:
. Thr modfind comaeat forms (mam and eptacmal Saver) m ceeloand with e Bl emipeme
Tywe r Pp——
Smorerly
E——
matin
Dr Frmopd mmtigstn ol
.
-
| . B
1] _rl_I L
= [ 5 i et e - e s v Do E A @ d - s-A-=nsad]

Editing the application usually includes uploading revised versions of documents (i.e., consent forms).
For the clean version of each consent form (i.e., with changes incorporated), select Delete beside the
appropriate consent form and upload the revised version.

4.3 Consent Forms & Other Study Participant Materials

1.0 Upload all consent form(s) here (MS WORD ONLY). OCREE strongly recommends downloading the applicable
consent form templates (i.e., main study, genetic research, etc.) and modifying where necessary.
Add

Name Version Date
Update | Main Study Consent (changes tracked) February 6, 2011 DEIEtEl
Update | Main Study Consent.doc February 6, 2011 Delete|
Update | Optional Tissue Consent Form February 4, 2011 DEIEtEl

Add the tracked change versions of the consent form(s) by uploading them in the tracked change
consent form area of the application.

1.0 Upload all consent form(s) here (M5 WORD ONLY). OCREB strongly recommends downloading the applicable
consent form templates (i.e., main study, genetic research, efc.) and modifying where necessary.

MName Version Date
There are no items to display

Upload all consent form(s) with tracked changes (MS WORD ONLY), if applicable:

sdd

INETS Moo [l-d

There are no items to disolaw
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4.5.4. Submitting the Pl Response

Now that the PI response letter has been reviewed and signed by the PI, the modifications have been
made to the application form, and the revised consent form(s) with the new version date(s) have been
uploaded directly into the application, you are ready to select Submit Changes, which sends the
updated application to OCREB. Enter any comments or information in the summary field in the pop-up
window, select Add to upload the PI response letter and select OK. The status of the study will change
to “REB Staff Modifications Review”, and Study Staff can no longer make changes to the application.

Submit Changes

Please provide any other summary information for the reviewer:
The application has been revised in response o the OCREB review lefter. Aftached is the Pl response. ;I

Please upload any other documents (e.g., Pl response
Add

/2 No Title - Windows Internet Explorer
Tere are nc B httos:/jo2-staging.oker.on.cajsty_eREB ResourceAdminitration/Document/FormForProper ty?posthack=14fo
Submit a Document
. - If not provided, the name of the
Title: [PI Response for SST.01 (Train) Study e
“File: | Browse..
ancel
Show Advanoed Cptions
* Required 0K| OKand Add Anotner | Cancel |
=
[pene [T [ [ T [&mntenet [fa~[®uw -~ 4

The REB Coordinator will guide the Pl response/revised application and consent forms through the final
review process, ensuring that the REB recommendations are adequately addressed. An approval letter
will be issued once all of the REB requirements are met, at which time the study will move to the
“Approved” state.

Access the approval letter by selecting the Letters tab of the study workspace and selecting View
Correspondence Letter under the Activity column under Study: Approved. You can also access the
letter under the History tab; however, over the life of the study, this area is likely to become very long
and busy.

History  Amendments  Continuing Reviews  Reportable Events  Aftachments |
—

Last Issued Letter:
Wiew

Activity Description Author (=) Activity Date

Study : Approved REB Chair, Test 270172011 2:40 PM GMT-05:00
{#f View Correspondence Letter

Ontario Cancer Research Ethics Board Page 25 of 43
OCREB Online User Guide for Study Staff (Complete) Version 1.0 (2011-Feb-21)



5. Post-Approval Activities

Once a study receives provincial approval, all follow-on New Reportable Event

submissions are considered post-approval activities. These [ —
=
(R

. . R New Centre Stu
include submissions of provincial amendments, reportable events v ik

and renewals, or submissions of initial centre applications,
reportable events and renewals. New activity buttons will appear
in the appropriate workspaces for relevant activities.

New Amendment

N A AT

New Continuing Review

5.1. Initial Centre Application — New Centre Study

Once a provincial application is approved, all @ ocreb  Staging

centres listed as participating are ocnes [ centres ResearcherProtie_issues

automatically notified. Select the link in the

email, or Studies in the navigation bar to | [ﬂ““mm o
open the relevant provincial study. You can s y \_Provincial Study - Dgno Centre

Protocal 1D ¥ 92701 (TRAN

View Application to view and the application
and access all attached documents.

In the provincial study workspace, select

| B3 New Centre Study to create your

initial centre application. oty Coodmter Dano Sy Courra

DCREB Coordnater T

Study Title  Training matcriats for Sucy Stan
OCREBID# Prod00od

QCREE Legacy

Study Numbar

spansor

Bl dah

Expiry Date 0502204

Initial Approval Date 05022011

Contact the OCREB office if you will be
conducting the study and your centre was not
included in the provincial application.

You must complete and Save the first page @ ocreb ) New: Initial Submission
before the study record is created and a s
unique identifier assigned. Select Continue to
move to the next page. Questions marked
with a red asterisk (*) are mandatory. You will
not be allowed to continue to the next page
unless these questions have been answered. 10 Provincial Pl Name:

Provincial Centre Name:

1.1 Study Personnel

2.0 * Centre Principal Investigator:

Add any other Study Staff members requiring
access to the application, including the ability 30 * Study Coordinator (or designated contact): _
to submit amendments, renewals or amenaments, renewal

reportable events or those who need “read

access” only. These additional staff will not
receive the notifications. Save || Print...

For initial centre applications only, you must

select a Department Approver from a drop
down list. If the Pl is the primary Department
Approver, a delegate must be selected.

Filter by |Last = 0| clear | Advanced

W d 11011 L A

If the primary Department Approver is absent, @) Last First Organization =
select the delegate Approver. Ensure that I Depariment Head Demo Demo Centre =
Approver selected is the appropriate Approver K d 1-10f1 D A
for your study.

y y OKl Cancel |
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5.1.1. Consent Principles

OCREB approval of your centre application authorizes your centre to use the provincially approved
documents. The provincial templates (e.g., consent forms, wallet cards) will appear in the provincial
documents section of the centre application. Select View to open and save the document(s) locally on
your computer. You can also access the documents directly from the Provincial Study workspace by
selecting View Application and using the Jump To menu to go to the appropriate section(s). Make
your local administrative changes to the consent (i.e., place it on institutional letterhead, add local
contact information) and include any OCREB pre-approved institutional changes. Pre-approved
consent changes will automatically populate from your Centre Profile into the centre application form
and the approval letter. No other changes except spelling or formatting are authorized without
consulting with OCREB, with the exception of the pre-approved language. The version date of the
approved centre consent form will therefore remain the same as the provincially approved consent

form.

You will not submit your localized consent form(s) with your centre application. However, OCREB may
request a copy at any time. Copies of centre consent form(s) are required at the time of renewal.

5.1.2. Finalizing the Centre Application

Double-check that the application is complete by
selecting [E# view smartForm progress |

@ ocreb  Staging

02 Home m Cuntres  Ruswascher Profile  lsues & Support

This will open up a Progress window showing
whether each section is complete or incomplete. If
a section is “incomplete” it means that at least one
of the mandatory questions was not answered.
Select the item from the “Section” column to go
directly to that section to complete it.

Note: because the Progress menu is shared
between the provincial and centre applications, you
will see both types listed. You only need to review
the progress of the centre sections when submitting
a centre application.

Fre Submission

ol e spehcanon 1

Centre Study - Demo Centre 12
.| Study:DEMO_11¢ [ProbiiiiT)

Acromym:

Actity

Progress

Section

1.0 Study Identification, Funding & Locations
2.0 Study Objectives & Design

3.0 Research Methods and Procedures

4.0 Study Population, Recruitment and Consent
5.0 Risks and Benefits Assessment

6.0 Data Privacy, Confidentiality & Security

7.0 Data & Safety Monitoring Plan

8.0 Budgets, Costs & Contracts

1.0 Study Personnel & COI - Centre

2.0 General Study Information - Centre

3.0 Recruitment & Consent - Centre

4.0 Budgets, Cost & Feasability - Centre

5.0 Data Privacy, Confidentiality & Security - Centre
6.0 Contract - Centre

Application Completed

m Attschments  Change Leg

[TA7]  Created Study Frincigal Investigater 12, Demo

Description
Provincial
Provincial
Provincial
Provincial
Provincial
Provincial

Provincial

Progress

Not Required
Not Required
Not Required
Not Required
Not Required
Not Required
Not Required

Centre
Cenire
Centre
Centre
Centre
Cenire

Provincial and Centre

el
Complete
Complete
Complete
Complete
Complete
Incomplete

Complete
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5.1.3. Submitting the Centre Application — Principal Investigator Only

Only the PI has the authority to
submit an initial centre application.
Review the application by viewing
the “Printer Version”. You may
review and edit the application by

selecting | &1 FdIt Application

When you are ready,

[;3—'-1 Submit Centre Study

@ ocreb  Staging Do Prncpsnmstgetor 1211y 4

02 Homae m Centres Rasearcher Profile  lssues & Support

Pra Subvmission

[

@) o application B

(B erveen T Centre Study - Demo Centre 12
NE—J . | Study:DEMO_11c (Proooooor1n
[ Bt view smartrorm Progress |

Acromym.
Full Thie:

Principal Investigator: Uemo Prncpal Imestigator 17 Study Coordinator hemo Study Coordinator 12

2] Withdraw
m Edit Emad List
7 Edit Guest List
[ Send Email ta Pi

Funding Sources:

m Attachments  Change Log
This area s tructsons and questions and important notifications reganding thes Study

Review Type Expedited

¥ Author

If the application is incomplete, an
error message will list all questions
that are incomplete. Selecting the
link in the Jump To column will take
the user directly to the application
page in question.

- &) Actraty Dute
[ Send Email 1o RED Staff 0 i
[G#] Submit Certre Study l
of1
Error/Warning Messages
Message Field Marme Jurmp To

& This is a required field; therefore, you must provide a value,  isParticipatinginSubstudies 2.1 General Study Infarmation

Q This is a required field; thersfore, you must provide a value.  isDifferentStandardOfCareFromProvincial - 2.1 General Study Information

Close

If the application is complete, the
Investigator Agreement window will
appear. Check off the box in the
bottom left-hand corner, then select
OK to submit the study. This serves
as the official PI signature. Once
submitted, the study moves out of
My Action Items and Study Staff
can no longer make any changes.

Submit Cantre Study

Invostigator Agreomnt

Privacy and Secusity Scknowledgement;

T P T T Ty ——
1 agree with the above statement: *

Once the PI submits the initial centre application, it is automatically routed to the selected Department

Approver.

files.

The principal investigator must login to officially sign-off on the initial centre
application. This activity cannot be delegated; doing so is equivalent to forging a
signature. Regulatory inspectors/auditors (e.g., Health Canada, FDA, OHRP) may ask
investigators to login to O2 to demonstrate how the Pl accesses his/her REB study
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5.1.4. Department Approvals/Signatories

Login and locate the initial centre
application/study in My Action Items.

@ ocreb

Demo Department Head 12 | My Home |  Logoff

Staging

02Home Studies Centres Researcher Profile Issues & Support

Ensure that you select Dept/Div
Approvers from My Roles if you have
more than one role in the system. A Pl
cannot be Department Approver for
his/her own studies.

Dept/Div Approvers

My Roles
Dept/Div Approvers

Departments | Approve For
Demo Centre 12

Select the study name to open the centre
study workspace.

Page for Demo Department Head 12

Welcome to your Personal Folder. Use the following guidelines ta pracess your Studies

« Review all submissions in your Inbox. You can Approve the submission for your department or Request Changes that
the study team

Studies

[ My Action ltems
- martForm Date Created 3 Date Modified State Pl

# DEMO_11c B 19/02/2011 556 PM 20/02/2011 221 AM  Centre Department Review Principal Investigator 12

@ ocreb

To review the application section-by-

Stag in g i st P i i

section, select “View Application”. Select
“Printer Version” to print or to review the

OCREB m Centres Researcher Profile Issues

Cantrs Dapartmant Raview

application as a single document.

[ @l view Application

[ printer version

Centre Study - Demo Centre
SS8T.01 (TRAIN) (Proonooonsz)

[FE view Differences

To approve the application, select

Description:

Principal Investigator: John Smith Study Coordinator:  Demo Study Coordinator

i iE i Issue Depa rimental Date Submitted: Review Type: Expeditza
FkDP roval 5 E:zf}u?flpamntal OCREB Coordinator:  Tesl Coordinator 2

S| Changes Requested
[ ] Department Reviewer

To return the application to the PI, select

I-:@i Changes Requested by
Department Reviewer

N/

by

m Altachments Pre Review Status

Activity
Centre Stuay Submitted for Review

Author (=) Activity Date

Smith, John 0S/32/2011 11°38 PM GMT-0500

>

— e o o

Check off the box in the bottom left-hand
corner and then select OK from the

e

DEPARTMENT/DIVISION OR INSTITUTIONAL APPROVAL:

bottom right to submit the study. This

serves as the official Department
Approver signature.

Once approved, the application is

« | am aware of this proposal and support its submission for ethics review; | consider it to be feasible and appropriate
« | attest that any internal Department requirements will be met

« | attest that the Pl is qualified and has the experience and expertise to conduct this research

» | attest that the Pl has sufficient space and resources to conduct this research

v Demo Centre

automatically routed to the REB. The

*| agree with the above statements on behalf of the following department/division or ins'citu'cion:]

state changes to “REB Staff Review”.

The PI or Study Coordinator can monitor

02 Home Stdies Contres

@ ocreb Staging

Resoarches Profile  lssues & Suppost

the progress of the application by
checking the “State” column in My
Studies tab on My Home page. The
OCREB office will run reports to identify
any submissions that have been stalled
for two weeks or more. Study Staff will be
asked to remind the department approver
to sign off on the application.

Stuity Stafl

Sty Stafl

Croate Provincial

(53 wem Peomncint sray

Guick Links

Page for Demo Study Coordinator 11

Welcams 16 yois Barssnsl Folde
o Process all submesions o youf Inbox. Rems aspemng heve sequre immedite action by you 1o speed youl submesson thiough the imies rocess  Clck on lnk 10 process

+ Monitor the progriess of your submissions wsing tha other tabs. Rems o tes tats do ot fogutn any actien by you

My Actzn B Amandmants My Renewals Wy Rapotabls Ewnts
Filter bry - 5] | Avanced
0 tame matf Cowner G Statn Apgication Type Firiew Type
'y P
o E { )
& ol

application. This activity cannot be del
signature.

The Department Approver must login to officially sign-off on the initial centre

egated; doing so is equivalent to forging a
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5.1.5. Contingencies

Once your study has been submitted, the REB Coordinator will review the application, set
contingencies as required, and assign it to an expedited reviewer or send it back to you to edit. If the
application is sent back to the Study Staff, you will receive an email with a link to the study. The study
will be located under your My Action Items tab, which means it now requires action by you. At this
point, it is opened again for you to edit.

A contingency will always be set for the Board of Record Study Agreement because the OCREB
authorized signature is always pending at the time of submission. To view the contingencies, from the
Study workspace select the Attachments tab and scroll down to Attached Documents - Other. Note
that the Date Completed column is blank until the REB Coordinator sets the contingency as

“completed”.
Attached Documents - Other
— ate Date
Type Descriplion A smpieted Created
Contingencies: view Board of Record pending 06/02/2011
Agreement at
the Centre level
. . Name Version Modified Description
ST B There are no items to display
OCREB Recommended Consent Form Name Version Modified Description
Changes: There are no items to display
Pl Response: Tame _k?rslltm . _“r‘_l._olc_iffled Description

The REB office will upload the fully executed Board of Record Study Agreement (i.e., containing the
signatures of all three parties to the Agreement) to the contingency area and change the contingency to
“completed”. This will allow approval to be issued. Because the REB office cannot modify your
application, this is where you can access a copy of the fully executed Agreement should you need to
download a copy. Alternatively, you can give your contracts office personnel access to the study.

If a provincial amendment is in progress, depending on the timing (i.e., where the
amendment is in the review process), your centre approval may include newly approved
provincial documents that were not approved at the time you submitted your application.
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5.1.6. Accessing Centre Approval Letters and Approved Documents

You will receive an email notice when your centre application is approved. The email will contain a link

to the Centre Study workspace where you can access the approval letter.

@ ocreb  Staging

02 Home  Studivs Centres  Hesearchor Profile  hsues & Support

Study Stall Page for Demo Study Coordinater 1
Access the approval Wakcorme U your Parsona] Folier, e oaiiral resoeice o anaging your apghcations 0 Crilines {n piocess yout appcations
Ietter by Selectlng My Study Sttt * Process all ubinistions  you nbax. s AppUAing ars 10y st acion by s 1 8poed youtSubisson g th s procuss. Cick on bk 1 process an . Th syt il o

Studies from My Home
page, and locating the
Approved Centre study.

Create Provincial
[ Wewm provincs Smuay

Quick Links

1

» Manitos the progress of your submissions using tha othar 13bs. Rems. on thase tabs do not Taquirs any action by you

Mylnbnx Amendments My Renewsls My Reporable Events
Filter by [10 o ] cins | Aranced

SmadForm  Date Mod

1] Hame Crner

e

2 Stale

Applcation Type  Fivew Type

Expuation Dt

Select the relevant study
to go to the Centre Study
workspace. The letter will
be under the Letters tab.

w{ e ]

4

The provincial
documents will appear in
the “provincial —
documents” section of —
the centre application.
Select View to open and
save the consents, wallet
cards, etc. on your
computer. You can also
access the documents
directly from the
Provincial Study
workspace by selecting
View Application and
using the Jump To menu
to go to the appropriate
section(s). Make any
administrative and pre-
approved changes for
use at your centre.

@ ocreb Staging

07 Honse [ESRTR Contras

Rirsaarctor Profile bsues & Soppon

m Comies  Latost Submissions  Siudy Stall

Provincial Study - Demo Centre 19

7

Mistory  Amendments  Contnung Afliews  Feporabs Events m_um

\ Attached Documents - Pravincial

N/
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5.1.7. Centre Application or Provincial Application — Where am 1?

The Provincial and the Centre Studies will have the same name, which might seem confusing at first.
Think of the Provincial Study as the parent, and the study name as the parent’s last name. Each Centre
Study becomes a child with the same last name.

NOTE: “Name” in this system is the sponsor protocol number.

There are many different ways to tell if you are in or accessing the provincial application/study or the
centre application/study:

As a provincial applicant, you will

see the same study listed more Sywers [ETRRRR M Armenceris My Rencwms My Reporati Evers
Fiter by |- = [5e] e | Agvanicea

than once in lists of studies. The

[[+] Name SmanForm & Date Moafied Owner Review T\'|'|P P
“Application Type” column will ef Proaooco0so SSTo1 (TRAN) 101
o o 92 85T 01 (TRaN) o

show which one is Provincial and
which ones are Centre.

Demo Study Coordinator | My Home | Lok

@ ocreb  Staging
OCREB m ICI:EHTI'ES Researcher Profile Issues

When you link to a Provincial
Study (through a “Provincial” tab
on the “Studies” page), you will

see “Provincial Study” in the
Provincial Study workspace
under the “Project Properties”
tab.

Approved

[l view appiication ]

& Pprinter Version

HOEEEGTEECE  Chatres Latest Submissions

Study Staff

Provincial StudyJ Demo Centre

ﬁz view Differences 1

Protocol ID# SST.01 (TRAIN)

When you link to a Centre Study
(through a “Centre” tab on the
“Studies” page), you will see
“Centre Study” in the Centre
Study workspace under the
“Project Properties” tab.

@ ocreb Staging

Demo Study Coordinator | My Home |  Log|

OCREB l:l!l: |= Centres Researcher Profile Issues

REB Staff Review

('@l view Apptication ]

Project Properties |

Centres

Centre Study - Qemo Centre
&L printer version
SST.01 (TRAIN) Jrronoonoosz)
[Zi View Differences } Decerprion:
Principal Investigator: John Smith Study Coordinator:  Demo Study Coordinator
]| e s IR R e B
== Aroco o Toct DER Conrdinatar 5

If you see the study name twice in
the crumb trail, you are in the
Centre Study workspace.

Go to the Provincial Study
workspace by taking the crumb
trail back to the “parent” from the
Centre Study workspace.

@ ocreb Staging

Demo Study Coordinator | My Home |  Log|

REB Staff Review

(@}l view Appiication )

Project Properties [

(B romerverson ) Centre Study - Demo Centre
SST.01 (TRAIN) (Proooo00092)
% View Differences Description:
Principal Investigator: John Smith Study Coordinator: Demo Study Coordinator
M Date Submitted: 05/02/2011 Review Type: Expedited
= nroco i Toct DER Conrdinatar 2

D

N

If you are the Provincial Applicant, you will see all of the Centre Studies/Applications
associated with that Provincial Study. In other words, as the parent, you get to see the
actions of all of your children....
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5.2. Amendments

Any changes to the approved ethics application are classified as amendments. A study must be in the
approved state before an amendment can be submitted. There are two types of amendments:

o Full Amendment — for changes to the consent form or consent procedures, a change in centre
PI, protocol changes, investigator brochure updates, etc.

e Administrative Amendment — to correct spelling errors, for changes in contact information, for
a change in provincial applicant, for translation of approved materials, and for changes in study
staff except for the centre PIl. Changes to centre Pl must be submitted as a full amendment.

Only one request for review of an amendment is allowed at a time. This means that one
' Amendment must be processed completely (approved, rejected, withdrawn) before another
= “New Amendment” can be created. However, one amendment can include multiple
changes. If a renewal application is open, you will not be able to create a new amendment.

From the Studies page or My Studies (7) ocreb  Staging
tab, open the approved Provincial Study 1 e e e
t a New Amendment T

and selec

Ftudy Start Page for Demo Study Coordinator

DI
Only Study Staff of the Provincial | e S i
Applicant can create and submit provincial |===w==
amendments T !\nlm-- mlmwmm Wy Renewals My Reporatee Events
e | B ey P

An amendment has 3 steps:

-

(= b Stagin .
= 00 aind ) ocreb  Staging

1. Complete a “New Amendment” form.
Select Full Amendment or
Administrative amendment (or both)
and Finish. An amendment number is
assigned.

@ ocreb Staging
2. The Study now is considered to be ocrcs [ corees mesercnerrome_wues
modified. T3 Edit Modified Study

to update the application with the
amended information. This includes
uploading new versions of any updated [—===
documents. o s

Provincial Amendment - Demo Centre
Amendment 1 for OCREB Study #85T.01 (TRAIN)

Unnistitiod

3. Submit the amendment.

Amendments are submitted from the amendment workspace.

The Study should always reflect the most current information. After a new amendment is
' created. You must Edit Modified Study to make all changes associated with the

= amendment in the application. The original and all subsequent approved versions of the
application are accessible in the Amendments tab of the Study workspace.
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To upload revised documents (e.g., protocol, consent form, IB) with your amendment (i.e.,
“modified study”), Delete the version in the application and Add to upload the revised
version. A record is always retained of the previously-submitted versions.

To add new documents (e.g., Consent Update forms, summaries of changes to the protocol
or summaries of changes to the investigator brochure, select Add to upload to the relevant
section of the application.

If you have multiple protocol amendments with one submission, you must upload each
amendment/amended protocol and protocol summary separately and clearly name each
document (per the sponsor’s assigned name/number/letter), and add the appropriate
version date of each document in order for each document to be displayed appropriately in
the approval letter.

document, because once the application is approved, this date field transfers directly into

' You must manually revise the date in the “Version Date” each time you upload a revised
— the approval letter as the version date of the approved document.

5.2.1. Opting Out of a Provincial Amendment

All previously-approved participating centres will receive approval of the amendment simultaneously
with the approval of the provincial amendment. If the amendment does not apply to your centre, your
centre can Opt Out of the approved amendment.

5.2.2. Centre-Specific Amendments

Amendments are almost always at the Provincial Study level only. However, there are occasions when
centre-specific amendments are appropriate (e.g., change in Centre PI). From the Centre Study

workspace, select

D New Amendment

and proceed with your centre amendment submission.

Access amendments from
the Amendments
submission type on the
Studies page, from the
Amendments tab in the
Provincial Study
workspace, or from the My
Amendments tab on My
Home page. Once a study
is amended, all
subsequent amendments
will be found in the
amendment workspace
along with the originally
approved application.

[ Cewtms  Latest Submissions  Study Staff
e SRR i
v pRCation 1

Provincial Study - Demo Centre 1

Luttur
History W Gontinuing Reviews  Roportabio Events  Atachmants ]mn

) Last Saste Change
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5.2.3. Amendments Involving a Change in Provincial Applicant and/or Centre PI

Amendments involving a change in the Provincial Applicant or in the Centre PI are slightly different.

If your Centre Pl is also the Provincial Applicant (PA), and you need to change both (e.g., PI
' has left your centre), you must change your Centre PI through a full Centre Amendment

first. Once the Centre Amendment is approved, submit an Administrative Provincial
Amendment to select your new centre Pl as the new provincial applicant.

5.2.3.1. Change in Provincial Applicant (PA)
A change in Provincial Applicant (PA) is considered an administrative amendment.

1. From the Provincial Study workspace, create a
Provincial New Amendment form. Select
Administrative Amendment and then select “Change
in Provincial Applicant” from the “Type of
administrative change...” options. You will almost
certainly need to select “Study Staff Changes” to
change the Study Coordinator to the Provincial
Applicant’s centre as well.

This step is the same as it is with any amendment.

1.1 Administrative Amendment - General Information

1.0 * Please select the type(s) of administrative change(s) you wish to make:
Study Staff Changes

Change in Provincial Applicant

Adding a Centre to the Provincial Application

Change in Sponsor contact information

Carrection of typographical or grammatical errors (specify below)

JOoOoOo®EO

Change in CRO contact information

2. Once you Finish the amendment form, you will exit
to the Provincial Amendment workspace. You now
must Edit Modified Study to make the changes
directly in the application form to reflect the new
Provincial Applicant (PA) and new Study Staff (if
applicable).

This step is the same as it is with any amendment.

OCRED €ntres Researcher Profile  Issues & SUpPport

Current State Provincial Amendment - Carlo Fidani
Pre Submission Amendment 1 for OCREB Study #TES

Pl: Test Principal Cot
Investigatar 2
[m] Amendment # Ame1_Pro00000879

[FE view nirferences ] | Date Created: 2/7/2011 4:26 PM Dat

———
(O Eai modified Study ] Summary of Changes
Changes made in List of Changes:
this Amendment Change in Provincial

[ View Changes ] Applicant

My Activities
[pr | Submit Amendment

(g Change Provincial

3. EXTRA STEP: select the Applicant
activity. A “Change in Provincial Applicant Window”
will appear with a list of Pls at all of the centres that
are participating in the study. Select the new PA
from the list. The new PA will receive an email
notice.

Change Provincial Applicant

Select the Centre Pl to become the Provincial Applicant:
Pl

¢ Demo Principal Investigator 20 (Demo Centre 20)
¢ John Smith (Demo Centre)
Clear
\

Reminder: Please do not submit this amendment. After making your selection here, the new applicant
will then have to accept the position and submit the amendment to complete the process

_OK|_cancel

4. EXTRA STEP: The incoming PA must login and

@  Accept Provincial
Applicant Position

% ocreb - - [ ——
T ... g T

5. DIFFERENT STEP: the incoming PA must

pr | Submit Amendment

to officially accept the role.
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5.2.3.2. Change in Centre PI

The centre amendment workspace will display an activity to “Change the Centre PI”. The process for
changing your Centre Pl is similar to changing the Provincial Applicant except that a change in Centre
Pl is done from the Centre workspace, and it is considered a full amendment. During the review
process, the REB Coordinator will need to remove the outgoing Centre Pl from the provincial list of
participating centre Pls and add the new Centre PI.

From the Centre Study workspace, create a
Centre New Amendment form. Select “Full
Amendment” then select “Change in Centre PI”
from the “Type of change...” options.

Don’t forget to select “Administrative

Amendment” as well and choose “Study Staff

Changes” if the Study Coordinator will also
change.

Amendment Type

Instructions for Amendments:

« An amendment request includes two parts: the amendment form and modifications to the study form

« Only one amendment request is allowed at any given time, i.e: amendment 1 must be approved, denied or withdrawn before
amendment 2 can be created

« Select the amendment type below (select all that may apply)

MNOTE: Ta change the provincial applicant to another investigator from the same centre, please chang
through a Centre Amendment first. Once your amendment has been approved. submit an A
here to set your new centre investigator as the new provincial applicant

our centre

Full Amendment

oA

2. Edit Modified Study to make the change to
the new PI directly in the application form.

This includes uploading a revised Board of
Record Study Agreement, signed by the new

Centre PI.

@ ocreb Development Edit: Initial Submission - MS2_Pro00000738

Save | Exit | Hide/Show Errors| Print... | Jump Te: - 1.1 Study Personnel =

1.1 Study Personnel

1.0 Provincial Pl Name: Test Principal Investigator 1
Provincial Centre Name:Credit Valley Hospital

2.0 * Centre Principal Investigator:
Test Principal Investigator 2

3.0 * Study Coordinator (or designated contact):

@&  Change Centre PI

3. EXTRA STEP: select the
activity and select the new Centre PI. The PI
will receive an email notice.

Change Centre Pl

Select the new Centre PI:

Reminder: Please do not submit this amendmeant. After making your selection here. the new investigator will have to accept the
position and submit the amendment to complete the process

4. EXTRA STEP: The incoming PI must login and

%  Accept Centre Pl Position

Accept Centre Pl Position

* Please select "Yes" if you accept to be the centre Pl for the study. Select "No" otherwise.
OYes ONo Clear

To accept the centre Pl position. please don't forget to complete these remaining steps

1. Select 'Edit Amendment and finish the application smartform
2. Select 'Submit Amendment’ from My Acfivities.

PL

5. DIFFERENT STEP: the incoming PI must

Submit Amendment

to officially accept the role!

When changing to a new Centre PI, the modified centre application must include be
' modified to reflect the change in PI. In addition, a new Board of Record Study Agreement
= signed by the incoming Pl must be uploaded.
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5.3. Reportable Events

“Reportable Events” is a broad term covering multiple safety-related submission types. Reportable

Events may include local SAEs, protocol deviations and privacy breaches at the centre level, and safety

updates, DSMB reports, IND Action letters, and external SAEs at the provincial level. Multiple
reportable events can be submitted at one time; however, only one type can be submitted per
reportable event form. The Provincial Study must be in the “Approved” state before provincial

reportable events can be submitted. The Centre Study must be in the “Approved” state before centre

reportable events can be submitted.

From the Provincial or Centre < i Staging ‘ N
workspace (as applicable), submit
centre or provincial reportable 14 Réportable Event Weomation
events by selecting
F MNew Reportable Event Sty Protoca) ter P
A “Reportable Event Information”
form will appear. Once it is saved,
the reportable event is created and a
unique number is assigned. | e |
Select Continue to complete the @ ocreb  Staging’ “
reportable event form. Different = e —
guestions will appear depending on
the type of reportable event. 1.2 Safety Update
A reportable event workspace is s
created. Access reportable events °s
from the Reportable Events e ]
submission type on the Studies .
page, from the Reportable Events oo o R
tab in the Study workspace, or... =
D Name SmartForm [2) Date Modified Owner State Study Pl Reportable Event Type
...from the My Reportable Events (D) Adv00000001 Reportable [ 06/02/2011 1:51 REB Pre Pro000000B0 Smith Safety Update (.g.. DS
tab on My Home page. SES v Sopryetor Submission e et

The local SAE form requests the system organ class (SOC) of the event and links to either
' the NCI Common Terminology Criteria for Adverse Events (CTCAE) v 3.0 or v4.0 for

= guidance on correctly naming the SAE. Upload a copy of the sponsors reporting form
signed by the PI in the appropriate section of the SAE reportable event form.

5.4. Renewals

Ethics approvals are granted for one year unless otherwise indicated. Study Staff will receive email
reminders when renewal deadlines are approaching (60, 30, 15 and 1 day in advance of the expiry
date). Centres must submit individual centre renewal applications. In addition to their centre renewal
application, the Provincial Applicant Study Staff must submit a provincial renewal application.

If renewal applications are not received by the expiry date, ethics approval will expire, a

' suspension notice will be issued, and no further activities will be available in O2. Study Staff
= will need to contact the OCREB office for further instructions regarding requirements for
initiating a re-approval for the study.
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5.5. Study Closure

The “Close Study” activity will appear when your study is approved and there are no outstanding
amendments, renewals or reportable events. All participating Centres must submit their study closure
application and be closed by the REB before the Provincial Study closure application can be submitted
and the study officially closed by the REB.

' Once OCREB acknowledges the study closure, the study/application cannot be reopened.

6. System Notifications

The 02 system automatically generates email notifications to the Study Staff (SS) at various
stages/states in the review process. Emails are automatically generated with the following activities:

¢ When the REB issues requests for changes or clarifications, the SS at the submitting centre are

notified;

o When the initial provincial study/application is approved, SS at all centres listed as participating

are notified;

¢ When provincial amendments are submitted, SS at all participating centres are notified,;
o When formal decisions are issued (e.g., approved, expired), SS at all participating centres are

notified;

o When there is a change in provincial applicant or change in Centre PI, the incoming PA or Pl is

notified so that he/she can login and officially accept the role.

1. Issues & Support

Select Issues & Support from the
navigation bar and then Ask a
Question to submit an issue.

Or, check the FAQs tab for
guestions and answers submitted by
other users.

@ ocreb Staging

Demo Principal Investigator 1 | My Home | Lc

OCREB Studies Centres Researcher Profil

Issues

Ask a Question...

Mo items to display Qur most frequently asked questions about the O2 system are answered here.

Selecting the Ask a Question
activity will open up a new issue
form. Please be as specific as
possible if you are describing an
issue (e.g., where you were in the
system and the time, what activity
you were performing or tying to
perform and what happened).

You can also upload screenshots or
documents. Screenshots are always
helpful in characterizing an issue!

@ ocreb Staging

Submit a Question or Comment

Short Question Title - enter a shor fille. &

Full Guestion Descriplion - enler a ful descnpt

Uploads . if necessal

New: Issue

o] o
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8. Application “ States”

Anyone with access to O2 can monitor the progress of an application by viewing the current state of the
application. The state changes as the application moves through the ethics review process. Below is a
table of many, but not all, of the possible states and a description of the state.

Pre Submission

The application has been created by the Study Staff but not submitted to the REB.
In this state Study Staff can continue to edit the application.

REB Administrative
Review

The application has been received by the REB office, and is under review by the
Intake Coordinator. Study Staff can no longer edit the application.

REB Staff Review

The REB Coordinator reviews the application and sends it back to the Study Staff
for changes, or assigns it to a meeting (if full Board review required), or to a
designated REB member (if it meets the criteria for expedited review) as
applicable.

Changes Requested by
REB Staff

The REB Coordinator identifies concerns during review of the application and
sends it back to the Study Staff to edit and resubmit.

REB Staff Modifications
Review

The modified application is under review by the REB Coordinator responsible for
the study (“Owner”).

Assighed to REB
Meeting

The application has been assigned to an REB meeting and is ready for review by
the REB members.

Meeting Complete
Awaiting
Correspondence

The REB meeting is finished and the study is awaiting the REB coordinator to
draft either a review letter or an approval letter, as applicable.

Pending Pl Response

If changes are required by the REB, a review letter is issued and the application is
sent back to the Study Staff to respond to, edit and resubmit.

REB Chair
Correspondence Review

Draft review or approval letters are under review by the Chair. The Chair can send
the letters back to the REBC for changes, edit the letter, or approve the letter and
issue it to the PI, which serves as the Chair’s formal signature.

Designated Reviewer
Modifications Review

The modified application/PI response is under review by a designated REB
member.

Centre Department
Review

The initial centre application has been submitted to the department head/approver
for review. The department approver can approve the application, which routes it
directly to the REB, or request changes, which routes it back to the PI/Study Staff.

In Expedited Review

The submission meets the criteria for expedited review (also referred to as
“delegated review”) and is under review by one or more REB members. Initial
centre applications default to expedited review unless concerns are identified
during the review.

Drafting Approval Letter

The REB reviews are complete and the REB Coordinator is drafting the final
approval letter, which is routed to the Chair for final review and approval.

Approved

OCREB has approved the submission.

Acknowledged

Many types of submissions are acknowledged rather than approved (e.qg.,
reportable events). The state changes to “Acknowledged” once REB review is
complete.

Ontario Cancer Research Ethics Board

Page 39 of 43

OCREB Online User Guide for Study Staff (Complete) Version 1.0 (2011-Feb-21)




9. Tips

This section contains tips to optimize the use of O2. Please forward any suggestions.

9.1. Formatting, Copying & Pasting

Whenever you see a down-facing
arrow in an application field, it means
that the field can be formatted.

Click on the arrow to open the
formatting tool bars.

7.0 —lescribe procedures, treatment, or activities that are not considered part of the diagnostic or
therppeutic routine:

You can now format the text (e.g.,
bullets, numbers). You may wish to
format the information in a Word
document first, or cut and paste into
this field from the protocol or consent
form and then format the information
directly in the application.

7.0 * Describe procedures, treatment, or activities that are not considered part of the diagnostic or
therapeutic routine:
- Elsource |3 |§’_ﬂ§|0

iB X g ax
FECrFEEaNiaaFIO-aE
alf Farrmat - | Fant m - | Size Ml ] '&' %'

9.2. Working with Multiple Windows

It can be useful to display two windows side-by-side to see O2 and another document at the same time
(e.g., O2 and this guide). Right click on links to open an item in a new window. Manually resize and
position the two windows. If you have Windows 7, the two windows will snap together automatically.

To view two windows side-by-side (e.g.,
protocol or consent form and application),
reduce the size of the windows and drag

them together.

_.xl
o |-

T

MEWS |

B fReTAGDS Ontario Institute Offers New Model of
g
o EerEEemge s IORG: Cancer Research

= L -

I====§

9.3. Windows Computer Tips

e Holding down the “CTRL" button on your computer keyboard and scrolling with a mouse wheel
allows you to change the zoom level of a page displayed on your computer screen.

e Hold “CTRL”" + “F” to search within a document.

o Use “ALT” + “TAB” to switch between windows.

9.4. Reminders:

e |If you fail to successfully login after five (5) attempts, the system will lock you out and you will need
to call O2 Help to have your password reset.
e The first page of an application must be created and saved before the study record is created.
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e Once areference number is generated, the form can be saved and modified at any time until it is
submitted. Select “Exit” to save and exit without completing all mandatory questions on a page.
Selecting “Back” or “Cancel” will allow you to exit from an activity before it is activated.

e You may copy and paste into application fields from external documents. A field with a down-facing
arrow means that the field can be formatted. Click on the arrow to open the formatting tool bars.

o Questions marked with a red asterisk (*) are mandatory
If you are the Provincial Applicant, you must add your own centre as a study location in order to be
able to submit your centre application.

e If you are the Provincial Applicant, you will see all Centre Applications associated with that
Provincial Study. In other words, as the parent, you get to see the actions of all of your children.

o A session will time out if the system is idle for 60 minutes and the user will be prompted to enter
their username and password to continue.

e Using the Jump To menu to navigate from page to page as you work through the application
instead of Continue will override the SmartForm feature that shows or hides questions as
applicable to your study. However, using the Jump To menu is a very good way to come back to a
page that your were previously working on. We strongly recommend that you use the Continue
button to move to the next page when you are filling in an application.

e Pressing Finish does not show any errors or missing items in the application. Always View
SmartForm Progress to check for incomplete sections before submitting.

e The Study should always reflect the most current information. Any changes to the Study/application
are considered amendments.

o New Amendment forms briefly describe what has changed. After the amendment is created, you
must Edit Modified Study” to make all of the changes associated with the amendment directly in
the application, which is a living document.

e The original approved submission and all subsequent approved versions are accessible in the
Amendments tab of the Study workspace.

e To upload revised documents (e.g., protocol, consent form, IB) with your amendment (i.e.,
“modified study”), Delete the version in the application and Add to upload the revised version. A
record is always retained of the previously-submitted versions.

e You must manually type in the “Version Date” each time you upload a revised document, because
once the application is approved, this date field transfers directly into the approval letter as the
version date of the approved document.

¢ Only one request for review of an amendment is allowed at a time. This means that one
amendment must be processed completely (approved, rejected, withdrawn) before another “New
Amendment” can be created. However, one amendment can include multiple changes. If a renewal
application is open, you will not be able to create a new amendment.

¢ Amendments are submitted from the amendment workspace.
You can provide your contracts office personnel with access to the study from the centre application

¢ When changing to a new Centre PI, the modified centre application must be revised to reflect the
change in PI. In addition, a new Board of Record Study Agreement must be signed by the incoming
and uploaded in the modified application.

e A PI cannot give department approval for his/her own studies.

e You can grant and remove read access to other users using the Edit Guest List activity (e.g.,
sponsor monitors) on a study-by-study basis. However, the person must first register in O2 and be
granted an O2 account before they will appear in the “guest list”.

e Select Printer Version to view the application in its entirety or to print it. You can print to *.pdf to
save a copy of the application forms locally on your computer.

¢ If renewal applications are not received by the expiry date, ethics approval will expire, a suspension
notice will be issued, and no further activities will be available in O2.

o Once OCREB acknowledges the study closure, the study/application cannot be reopened.
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9.5. Changing the Date Format:

9.5.1. Changing the Date Format in the Brower:

Date formats in browsers such as Firefox, Internet Explorer and Safari can be changed. Depending
on the browser, there are different methods for changing the date format. Safari’s date formats are
controlled by the OS X date format and language settings, which can be found in the International
Setting section of the Date Time system preference window. Firefox and Internet Explorer date
formats are controlled by the language set for each browser in the browser’s preferences. We
recommend that you change your date formats to “English (Canada)”.

To change the date format in Internet Explorer:

1. Inthe brOWSEf, choose Internet General 'Selnty Privacy | Content | Connections | Programs | Advanced
Options from the Tools menu. Hete e —
2. Click the Languages button on the @ ot e e sdie i, | ) L
General tab. e gk I TR
3. Click "Add" to add another language (o] (et (ot ]| [adtiomeico aiess ead matoeen wng s
to the list. Make sure “English Brosing history B ] .
(Canada)” is at the top of the list. BE) it orm oo, v seveipessuentts o

4. Select “OK”.

Search
5. Restart the browser. ) oot
You must also change the date format i :
on your local computer (see next =i T |
[ Da not add e’ to the beginning of typed web addresses

secC t I on fo r Wl n d OWS) ‘appestance Specify the sUFfix {For example .net} that should be added to

- [Ericish (Carada) [er-CA
Settings Englsh (Uniked States) [enus]

Suffixe:

Calors | Languages l Eors Accessibilicy typed web addresses when you press Ctrl + Shift + Enter.

. | T

To change the date format in Firefox (Mac OS X):

1.
2.
3.

4.

Choose Preferences from the Firefox menu.

Click the Languages button on the General tab.

Click "Add" to add another language to the list. Make sure the desired language is at the top
of the list.

Restart the browser.

To change the date format in Firefox (Windows):

1.
2.
3.
4.

5.

Choose Options from the Tools menu.

Click the Advanced icon and choose the General tab.

Click the Choose button to select the desired language.

Click "Add" to add another language to the list. Make sure the desired language is at the top
of the list.

Restart the browser.

To change the date format in Safari (Mac OS X):

el NS s

o

Choose System Preferences from the Apple menu and click Date and Time.

Click the Open International button.

Set the language with the desired format at the top of the languages list.

Verify that the desired format appears on the Formats tab. If it does not, switch the Region
or click the customize button to modify the format.

Restart the browser.
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9.5.2. Changing the Date Format in Windows:

& Control Panel

i Fle Edt Wew Favorites  Tools  Help

Q- Q- ¥ pSearch [{= Foders | 573

Adress | B Control Panel 8=

E Control Panel 2 Pick a category

B Switch to Classic View

L~
i Appearance and Themes Printers and Other Hardware
-

1. From the “Start” menu, go to the -~
“Control Panel". T
2. Select the “Date, Time, Language, ) fep and suzzon

€% Other Control Panel

and Regional Options” category. f& - ]
el oF ReGvs Prngine L 4 ate, Time, Language, and Regional

Vi ]

r:
"  Network and Internet Connections . User Accounts
ot

Options

\f« ) Sounds, Speech, and Audio Devices Accessibility Options
W) D y Opl

_' Performance and Maintenance | Security Center

J My Computsr

B Date, Time, Language, and Regional Options Zl

© Ele Edit Wew Favorites Tools  Help

Qe - @ - [F| PO [Froes | [~

: Address |_G’ Date, Time, Language, and Regianal Optic | [ 50

% o . .
See Also ) e Date, Time, Language, and Regional Options
[ Scheduled Tasks

Pick a task...

[3] change the date and time

3. Under “Pick a task...” select “Change
[3) change the format of numbers, dates, and times

the format of numbers, dates and : L e
times"
or pick a Control Panel icon

J -
60 Date and Time (™ ' Regional and Language Options
-

J My Computer

Regional and Language Options

Regional Options | Languages || Advanced

Standards and formats

Thiz option affects how some programs format numbers, curencies,
dates, and time.

ize to choose

Customize. ..

wour owh formats:

4. Select “English (Canada)” from the
Mumber:  [123,456,789.00 |
drop-down menu. Conens
5. Select “Apply” unency: [123,456,789.00 |
! PP1Yy". Time: [6:28:57 PM |
|
|

6. Restart the computer. Shotcae: [T/

Laong date: |Februaly 15, 2011

Location

To help services provide you with local information, such as news and
weather, select your present location:

Canada v |

[ ok ][ cence ]'[ Apply ]]
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