START AN APPLICATION FOR HREBA APPROVAL

If using a PC - Microsoft Internet Explorer 7.0 or higher.

BROWSERS: . . . . .

If using a MAC - for Apple products, IRISS is supported in Safari 5.1 or higher.

Supported Browsers - For Optimum Results: Other browsers, such as current versions of Netscape Navigator or Mozilla Firefox, may result in some
functionality not being fully supported (i.e. date calendar, text formatting, scroll bars in pop up
windows, login issues etc).

LOGIN TO IRISS:

http://iriss.ucalgary.ca/irissprod/login

ClickCommerce

PLEASE NOTE: If you have not yet received access to

. . . User Mame: | +—
IRISS for the HREBA, please click on the following link to Ea e | -
register:
[ Lngin‘ﬁ\dT Login | [Home |
https://iriss.ucalgary.ca/HREBASelfRegistration [0 Remember Me (Autologin)
20080211

Extranat By
ClideCommerce

START AN APPLICATION FOR HREBA APPROVAL Study / Teaching Staff Page for IRISS CertP!1

| Welcome to your Personal Page for ]

Any Member of the study team can start an application
in IRISS My Roles

Study [/ Teaching Staff

Step 1: This page is the starting point for creati
Start an application for: ./irﬁo the tabs below.

To start the application, click on the REB Approval [@ REB Approval "J

activity button on your Personal Home page

m Inbox - Items appearing here red



http://iriss.ucalgary.ca/irissprod/login
https://iriss.ucalgary.ca/HREBASelfRegistration

Step 2:

In Question 1.0, choose the applicable HREBA
Committee, and click the Continue button (found on
the right hand side of the light blue navigation bar at
the top or bottom of the page). Clicking the Continue
button will automatically save the page you are on and
bring you to the next page in the application.

Note: Clicking the Back button before saving the page
will discard any changes (i.e. nothing has been created)
and will take you back to your Personal Home page.

Once the first page has been saved, the navigation bars
at the top and bottom of the page will change slightly:

e The ethics ID number is created

Edit: REB Certification - HREBA.CC-14-0401

e new options are available on the light blue navigation
bar at the top and bottom of the page

This will open the application form to create a new
certification file:

New: REB Certification

/L
IRISS

Research Ethics Board

1f your study involves disclosure of personal health information you are required to apply to either CHREB or HREBA. For University of Calgary applications, the Board of record is determined by
the faculty or affiliation of the PL

Cortinue =>

Save | | Print...

ANl questions preceded by a red asterisk (*) are required responses that map you to the application sections that are refevant to your study. All guestions within the section to which you are mapped
must be addressed.

1.0 * Select the appropriate Research Ethics Board: -
E HREBA- Health Research Ethics Board of Alberta - Cancer Committee:
cC

u The Cancer Committee mandate is to provide ethical review of cancer related studies involving human participants and/or
research requiring access to personal information in the custody or control of a data custodian defined under the Health
Information Act of Alberta.

Save | Exit | Hide/Show Errors | Print... | Jump To: - Study Identification -




Step 3:
Adding Key Personnel

The Principal Investigator can name Key Personnel who
can assist with the writing /editing of the application.
Key Personnel need to be registered in IRISS.

Key personnel may consist of:

« Co-Investigator(s)

« Student Co-Investigator(s)/Medical Resident Co-
Investigators

o A member of the team who is designated as the
‘Primary Administrative Contact.” This is normally, but
not limited to, the Research Coordinator, Research
Nurse or Research Assistant.

To add personnel to the study, click the Add button
beside the appropriate section. When the add box
opens, click on the drop down arrow beside Filter By
and choose either First or Last and in the white box
put % and a portion or all of the first or last name of
the person you want to add to the application. Click
GO or press the enter key. Put a check mark in the box
beside the appropriate name and then click OK in the
bottom right hand corner of the screen.

The name will now show underneath the appropriate
section.

5.0 Co-Investigators: can edit the application but do not receive system notifications:

Eo—

Last

First
There are no items to display

Dept E-Mail Phone Cell

Study Team: Student, Medical Resident, Post Doctoral Fellow Co-Investigators, Co-Investigator: can edit the application and will receive all system
notifications for this study:

|

Last

There are no items to display

First

Dept E-Mail Phone Cell Status

6.0 Study Coordinator(s), Research Nurse or Research Assistant(s): can edit the application and will receive all system notifications for this study:

e
Last Name First Name
There are no items to display
Select One or More Persons
- A
Filter by ‘Last [W[oss & Advanced
First
Dese\ect_
Faculty Name
Total Seld Depat,zment K4 1707 b U
First LDivision [ Last Faculty Name Department Division
TRAIN 552
O TRAIN 5520
O TRAIN 5521
] TRAIN 8522
] TRAIN 8523
] TRAIN 8524
] TRAIN 8525
Total Selected: 1 K4 1707 b U

\'@

6.0  Study Coordinator(s), Research Nurse or Research Assistant(s): can edit the application and will receive all system notifications for this study:

[

Last Name
552

First Name

oAl




Step 4
Moving Through the Application

You can move through the Application two ways:

- Continue button

You can move through the application by clicking on the
Continue button (found on the right-hand side of the
light blue navigation bar at the top or bottom of the
page). All required questions on the page (denoted by a
red *) must be completed before moving forward using
the Continue button or an error message will be
generated. Using the Continue button will automatically
save the current page.

- Jump To Menu

If you are unable to answer all the questions on a page;
however, would like to continue filling out the
application form, you can move through the application
form by using the Jump To menu (skipping over the
required questions). The Jump To menu can be found
on the light blue navigation bar at the top or bottom of
the page). Click on the drop down arrow to the right of
the Jump To menu to see the full menu. The page you
are currently on will show in red. Use the scroll bar to
move up or down the menu and click on the subheading
of the appropriate page.

CONTINUE BUTTON

Save | Exit | Hide/Shaw Errors | Print.. | JumpTo: - Study Identification »

JUMP TO MENU

| Print... |

Jump To:

- Study Identification - i‘,—

Study Staff, Funding, Location

- Research Ethics Board

- Study Identification f—

- Funding Infarmation

- Conflict of Interest

- Impact and Operational Approvals

Study Summary
- Study Objectives and Design
- Study Objectives and Design (continued)

Risks and Benefits Assessments
- Risk Assessment
- Reproductive Risk
- Benefits Analysis

3

|

Continue >




Step 6
Required Questions:

All questions denoted with a red * are required
guestions and need to be completed before you can
submit your application. However, please complete all
guestions that apply to your research as this will
provide the HREBA with complete information in order
to make an approval decision. It will also eliminate
unnecessary back and forth between the committee
and the research team requesting additional or
clarifying information.

1.0 I * Lisqthe locations where the research will be undertaken:

Step 6
Intuitive Branching

In IRISS, pages will be added or hidden in the
application depending on how certain questions are
answered.

i.e. On the Research Methods and Procedures page, if
Chart Reviews is checked; in the first screenshot, you
will note that a Chart Reviews page has been added to
the Jump To menu.

In the second screenshot, the Chart Reviews page is not
checked, however, the Use of deception or partial
disclosure page is checked. After the page is saved,
when you look at the Jump To menu, you see that the
Chart Reviews page is no longer showing and the Use
of Deception or Partial Disclosure of Information page
is now showing.

PLEASE NOTE: All additional pages must be
completed.

| == Back Save | Exit | Wde/Show Erfors | Fnt.. | Jump To: - Research Methods and Procedures -

Benefits Analysis
ry

Research Methods and Procedures

requirnad resprrme that map you b the application sections that ane relevant | - PArBSpant Information
Recruit Potentisl Partopants

Participant Information, Recruitment, and Informed Cons

ik provceded by & red astesisk (<) are

Irformed Consent Determination

Data Privacy and Confidentiality
Data Collection

Data Igentfiers W

Fista Crofidentitte and Brivace
<

O0000ooooooooooo 4

=

[ = Save | Exit | Hide/Shom Errors | Frint.. | Jump To: | - Resgarch Metheda and Procedures -

Participant Information, Recruitment, and Informed Cons:
Participant Information fa]

- Recruit Potential Participants

Research Methods and Procedures - Iridiemed Consent Detesmnatsan

A gupstives preceded by @ rod asteriak (%) ars reguired respenses that mas yeo b U apalieation sections that are relevard

LD * This study will imvalve the following: (seiect 2 that analy) Rassarch Matheds snd Procedres

(ot indluding double blind pracedures) | Research Methods and Procedures

I B use of decention ar partial dis e
Research Methods and Procedures (continued)

[ Intervews [n-persen, belephone, email, videacenterenong, chat rogms, ete.)
ne forus groups) Use of Deception or Partial Discasure gt Information

[ Forus groups (induding electranic

O Surversa Iz as)
O sehavicrsl tasks
N Data Privacy and Centidantiality
- - Data Colecton
- Data Identifiers
Data Confidentiality and Frivacy
drga of g, vlee secarding of & danes perlo

. ’ Data Storage, Retention and Dispesal
by particinants (.9, artwark, writing samales, jounals, software, ete.) o

seanch Partipation System (RPS . requines Separate registration with RPE)

[ Food, rutrition, and nutraceuticals < ]

[ ©rugs and natural health procucts




Step 7
Adding Documents to your application

For complete instructions, see user guide: Adding
Documents to your HREBA Application

Step 8:
Submitting the Application

The Pl is the only person who can submit an application
for HREBA Approval. The completion of the Submit
Application activity equals the signature of the Pl and
confirms his/her agreement with the completeness of
the information in the application and the attestations
on the Submit Application activity.

On the Study Workspace. Click on the Submit
Application button under My Activities (left hand side
of the page).

My Activities
Q Send Email to Applicant
¢ | Edit Email List
Log Comment to
Protocol Admin
2

Withdraw

=L Submit Application

The system will check to make sure there are no errors or omissions with your application. This may
take a few minutes, please do not close the window. When you see the attestions page, please read
and check the box beside I agree with the above statement. Click OK in the bottom right hand
corner.

submit Application

Submit Application
Use this form to submit your completed application to the appropnate Research Ethucs Board,

By dicking OK and submitting this form, you attest to the folowing:

 The infarmatian contaned in tis apphcation i complete and acourate,

» Participation in this study is as described in the agplcation and submitted pratocol,

» Conduct of the propased research wil not cammance until ethics appraval has heen grarted by an Albartan Resaarch Fthics Board,

» The Committee wil be advised of any revisicns ta the protacel arising before or after ethics approval is granted,

® Unless otherwise spedfied, an annual renewal farm will be filed 12 months from the date that ethics aporoval is issued.

= A closure study farm will be filed immediately upon completion or termination of research adtivity,

= Al participating co-investigators and advisars have reviewed the protocol and are in agreement with its contents as submitted,
Mote: Failure ta submit annual renewal or dosure study forms in a timely manner will be considered a breach of the Tn-Councd Policy Statement: Ethical Conduct for Research tnvalving Humans (TCPS
2), and may resul m the research being rendered invahd. Conduct of research usng human parbapants that has not receved ethics approval s 2 wolston of research integnty.

As the Principal Investigator, I agree te the following:

# To condud: the study in comphance with all relevant provnaal, national and internabional gudelnes, mdudng, but not kmied to the Tri-Counc Policy Staterment: Fthical Conduet for Ressarch
Trvetving Murmans (TCPS 2) and the Health Information At RSA 2000, ¢ H-5,

Tagree with the above statements:

If you have finished working on your application, click OK. After you click O you will no longer be able to edit the appiication. You will recefve an emadl when your comments or revisions are requined and
when final aparoval has been receved.
I you are ot revdy to subvmt your apabcation, cick Cancel.

NwEs

HOW DO | KNOW MY APPLICATION HAS BEEN
SUBMITTED?

You will know your application has been submitted
when the Current State of the application changes from
Pre Submission to Awaiting REB Assignment, you see
Application Submitted in your History Tab and you will
receive an system email indicating the submission has
been successful.

Current State

Awaiting REB Assignment Attachments Change Log Reviewer Notes |
[_D P — ] S Author = Activity Date

¥ l@ Application Submitted PI1, TRAIN 3/3/2013 12:01 PM MST

[E- Printer Version ] (®) Study Created P11, TRAIN 3/2/2013 8:24 PM MST
[E Wiew Differences ]
(T )

— If you have any, please contact the IRISS Help Desk:

email: iriss.hreba@ucalgary.ca
Toll Free: 1-855-222-2345 (select option 1)
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