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Welcome

e Introduction

e Who 1s familiar with the IRB?
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The IRB Process and
Requirements for

Loyola University
Students

LOYOLA
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IRB Requires CITI Training

All personnel engaged in research with human
subjects must obtain IRB certification by completing
an on-line training course. The course, provided by
the University of Miami, is called the Collaborative
IRB Training Initiative (CITI) course. Completion of
the CITI course quizzes with an overall score of 80
percent is required for certification. IRB certification

is valid for three years and is required for IRB
approval of a research project. LOYOLA
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Citiprogram.org

 Step I: LogIn

— Use LUC Username and Password.

— Should walk you through setup questions.
« Step 2: Complete required readings and quizzes
e Step 3: After 3-5 days check your date in CAP

e Step 4: Watch for renewal notice, must be redone at least
every 3 years.

* Contact ORS with any problems. LOYOLA
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Support of a Faculty Sponsor

All Applications by LUC students must have a
faculty sponsor who agrees to supervise the
student and bear responsibility for the

project. This applies to all projects that are
being conducted for the purpose of a degree as
well as to all independent research projects.
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Degree Requirement Research

If the purpose of the research project is towards the completion of a Masters
or Dissertation:

— The project must be approved by your committee before the project is submitted for IRB review. You
must submit a copy of your Proposal Ballot that has been signed by your committee members to the
IRB with your application for review.

— PLEASE NOTE: The Graduate School requires IRB approval before approving a Thesis or
Dissertation Proposal. After the committee members have approved the proposal, the committee
members should sign the Ballot for the Approval of a Thesis/Dissertation Proposal. A copy of this
form should be submitted both to the Graduate School and to the IRB. The IRB will notify the
Graduate School when a student's protocol has received final IRB approval. After the Graduate
School is notified that the student's protocol has received final IRB approval the Graduate School will
approve the Thesis/Dissertation proposal, provided everything else is in order.
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Applying to the IRB

The entire IRB process 1s done online, using
the CAP program.

You can access CAP from the IRB website:

www.luc.edu/irb

Should be available anytime. L7



http://www.luc.edu/irb

Step 1: Create/Update Profile

The CAP system uses your normal Loyola University ID and
password, just like you use for Outlook or LOCUS.

The first time you log 1n, you might be asked to request
permission from ORS, we will have your account opened
within 2 business days.

Once 1n CAP, use the link on the left called “Update Your
Profile”, please check to make sure all information 1s correct
(including your CITI training date).

If you experience any problems, please contact Andrew or

Pawel. Pawel is our department’s database manager and X2k
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Step 2: Create Your Project

1. Click the “Start New Project” link.

2. Complete this page and click “Save” at the
bottom.

3. Now you have created a file in the ORS
database, you still need to create, submit, and
get approval of your application to the IRB.
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Step 3: Create a New Application

* See User Guide “Creating a New Application”

Creating a New Application

Instructions for Starting a New IRB
Application in CAP

This guidance is intended to be used by investigators who intend to submita
new IRB application. Creating a project and starting a new application are two
separate steps. Before an application can be submitted, a Project must be
created in CAP. For guidance on creating a project. please see the Creating a
Project user guide.

Step 1: Login to CAP

1) Open your web browser and go to this address:
Itz iwww. luc. edufirbdCAP_html

2) Enter your "Usemame” and “Password”

3) Click the "Login” Button.

Step 2: Find the Project
1) Be sure you are at your “Welcome Page” by dicking on "Main® at tha
top menu. (see Figure 1, blue arrow)

2} Use the “Projects by PI" and "Projects by Sponsar” tabs to locate
projects that list you as the Principal Investigator or Faculty Sponsar.

3} Select the project that you want to prepare an application for by
clicking on the “View™ link (see Figure 1, yellow amow)

4) You should now be at the project information page.
Step 3: Start a New Application
1) Scroll down to Section 3 (Project Applications) at the bottom of the
project page.

2) Click on the "+ Start a New Application” link in Section 3.

3) A pop-up window will ask you to verify that you want to create an
application ("Do you want to create a new application?”). Click OK_

4) You should now be on the application page.

Institutional Review Board
Loyola University Chicago
6439 N. Sheridan Road,
Suite 400

Chicago, IL 60626-5309
Phone: 773.508.2471

irb@luc_edu
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Step 4. Have Faculty Sponsor
Review and Submit Application

Only the Faculty Sponsor can electronically
submit the application.

You can request this in CAP.

However, you should follow-up with your
Sponsor.

You will receive an email when the application
LOYOLA
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Step 5: Receive Feedback from IRB

* You may be asked to make modifications to

your proposal or provide additional
information.

* You will respond directly in the CAP
application.
— Revise the responses 1n the form.

— Provide a response 1n the Comments section:
you must enter a response to each comment.

* Your Sponsor will need to resubmit.
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Get Notification of IRB Approval

* You can start your work with human subjects!

» Use the consent forms with the IRB approval
stamp.

* IRB approval means the determination of the
IRB that the research has been reviewed and
may be conducted at an institution within the
constraints set forth by the IRB and by other

institutional and federal requirements.
(continue to follow all the LUC policies) e cncaso
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Amending Your Approved Project

Any changes need to be reported to the IRB

If the change 1s to reduce risks to subjects it
can be immediately implemented.

All other changes should be submitted to and
approved by the IRB first.

Y ou obtain approval by submitting an
“Amendment Application” in CAP.

LOYOLA
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Continuing Review

IRB Approval typically lasts 1 (up to 2)
Continuation must be approved prior to
expiration

ORS recommends submitting the

Continuing Review Application (in CAP) at
least 45 days before the expiration date.

Same process as Initial Application, but .,
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Additional Resources

*  Department of Health and Human Services has the regulations online:

http://www.hhs.gov/ohrp/humansubjects/guidance/45¢fr46.htm

*  Human Subject Regulations Decision Charts:
http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm

. FDA Guidance:

http://www.fda.gov/ScienceResearch/Special Topics/RunningClinical Trials/GuidancesInformationSheetsa
ndNotices/ucm113709.htm

http://www.accessdata.fda.gov/SCRIPTs/cdrh/cfdocs/cfcfr/CFRSearch.cfm (search for part 50)

*  Academy of Criminal Justice Sciences — “Code of Ethics”:

http://www.acjs.org/page/Code_Of Ethics

LOYOLA
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Contact Information

Andrew Ellis

Assistant Director for Research Compliance
Office of Research Services

Loyola University Chicago

Lake Shore Campus

1032 W. Sheridan Road

Chicago, IL 60660
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