IRB iRIS TRAINING MANUAL
Articlel.  NAVIGATION

Welcome to iRIS! After you log in to iRIS, this is your homepage.
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Click Submissions (red circle). The Submissions icon allows you to view and process submissions
sent to the IRB. You can also find links to the icons in the My Workspaces drop-down menu.
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Submissions are divided into tabs, including Not Assigned, Assigned, Completed, Agendas, and
Outstanding Board Tasks. iRIS automatically defaults to Not Assigned. Information pertaining to
each submission populates in sortable columns to make it easier to locate a submission.
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You may always click on the MclLaren logo in the upper left corner of the screen to return to your

homepage.
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Click Reviewer Assignment. The Reviewer Assignment area of IRB Assistant allows you to view
and open your current Incomplete and Complete reviewer assignments. By default, the Reviewer
Assignment screen opens to the Incomplete tab.

I| Incomplete I Complete | Print Friendly Display Submissions by: | IRB Number ~

Click
to IRB Number Review Process

*  Date Board | Expiration
Received Date

Principal Investigator ‘ Assigned Reviewers Assigned Analyst

open
Pre-Review Correction Test
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) Protocol
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On the Complete tab, you can enter a number in the "Reviews Completed within the last:" text
box. This will determine how far back your completed review assignments will display. Opening
an assignment will take you to your completed form.
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By clicking the ~— icon in the "Click to open" column, you will be directed to your reviewer
assignment(s). You can choose to display submissions by IRB Number or by another type of study
numbering using the "Display Submissions by:" drop-down menu.

Click on the McLaren logo in the upper left corner of the screen to return to your homepage.
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Click Reviewer Dashboard. The Reviewer Dashboard allows you to access any submission you
have been assigned to review, access internal submission routing assignments, and review
submissions for both upcoming and past committee meetings.

Article Il.  REVIEWER DASHBOARD

Within the Reviewer Dashboard, you can access any submission you have been assigned to
review, access internal submission routing assignments, and review any upcoming meetings.
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Any of your incomplete Reviewer Assignments will populate in the main page in your Task List.

At page left, you can switch screen views and view the agenda for different meeting dates. The
Switch View area contains links to the Task List and Internal Submission Routing. The Upcoming
Committee Meeting and Past Committee Meeting areas will display different meeting dates.

The closest meeting is shown in red. Click on any meeting date to open the Agenda. From this
view, you can access submissions placed on a particular meeting date. You can click on any of the
dates in the Past Committee Meetings area to open the agenda for that meeting, as well.

Section 2.01 TASK LIST

The Task List contains search and view options for you to manage your review assignments. The
search criteria at the top of the queue will allow you to search for specific assignments.
You can click the Close Search link to hide the search criteria.
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The B icon will hide the menu on the left, allowing the Task List to display on the entire page.
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icon to review or print the submission form in PDF.
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The new window allows you view the PDF version of the submission components and the
Reviewer Dashboard screen at the same time. This enables you to continue with your review or
switch back to the submission form as needed. When you are finished, click the Close button.
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1 IRIS Protocol Violation/Exception Rep

1.1 Protocol VIOLATIONS must be reported to the MHC IRB within 10 working days of the study team’s
knowledge of the occurrence.
Protocol VIOLATIONS are those that:(1) affect the rights, safety, or welfare of study subjects;(2)
change the risk/benefit ratio;(3) affect the scientific design of the study; or(4) violate an ethical

principle.

Protocol EXCEPTION is a i of an individual who does not meet current IRB
criteria fori ion in the study as outlined in the protocol. Protocol Exceptions
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the subject.
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Clicking the ;=_| icon will open additional details about the submission.
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Section 2.02 REVIEWER CHECKLIST

%

Access your Reviewer Checklist by clicking the - icon. This will open the Reviewer Checklist
form. Navigate through the form by completing the necessary questions and clicking the Save
and Continue to Next Section button on the top right of the page.

IRE Number: IRB-2020-0018

IRB IRB Reviewer Checklist - (Version 2.0)
PL: Mott, Donna
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03/25/2020

Last Continuing Approval Date:
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Items in Create PDF
List View Packet

Include in PDF Packet
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Submission Form(s)

O %l Protocol Violation /Exception Report - (Version 7.0)

Within your Reviewer Checklist, you also have the option to use the Reviewer Panel option
located at the top of the page. The Reviewer Panel lets you to navigate through the submission
components, view specific sections within each form, and make comments if necessary.

Section 2.03 REVIEWER PANEL

Click the Reviewer Panel button to open the submission review panel.

Protocol Ref 000827 IRB IRB-2020- Protocol Pre-Review Correction
Status: MNumber: Number: 00138 Title Test

‘ Close Panel o ‘

Submission Components

Submission Form(s)

Welcome to Submission Review Panel

Click on the submission components you would like to review from the left-side menu.




On the left-hand side of the screen, you will have all the submission components available for
viewing access.

Click on the different submission components link(s) to view the associated forms within each
corresponding section.

You can also view specific sections within each form by clicking on the &= icon to expand section
details. Once the sections are expanded, you can click on a specific section for review.
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Within each form, you will have the ability to make comments associated with specific questions.

To comment, click onthe ™ icon next to the corresponding question. This will populate a
comment window where you can enter comments and save them to the submission form.
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Once you are done entering comments and reviewing components, exit the review panel by
clicking the Close Panel button at the top of the page. This will bring you back into the Reviewer
Checklist.
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At the end of the form, you will be asked for your recommendation and to indicate whether you
have completed your review. When you indicate Yes and click Save and Continue to Next
Section, the system will mark your review as complete.



My Workspaces [ |WR@MNumber: IRB-2020-0018 ppg IRB Reviewer Checklist - (Version 2.0)
PI: Mott, Donna
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Section view of the Form ‘ Entire view of the Form

1.0 B IRB Reviewers Form

3.0 Reviewers Completion

2.0 B Reviewer Comments
3.1 Isyour Review complete?
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Your assignment will move from Outstanding to Complete in the Task List on your homepage,
and from Incomplete to Complete in Reviewer Assignment.

Article lll.  INTERNAL SUBMISSION ROUTING

This link contains any Internal Submission Routing tasks that you have been assigned. Click the

b

L. icon to open an assignment.

My Workspaces = IRB Reviewer Dashhoard {4}

Internal Submission Reuting 08/05/2020 [Andrea Klaver has been assigned to Administratively review the submission
| Internal Submission Routing ‘ = Signoff 11:01 AM EDT Study Title: Pre-Raview Corraction Test
Principal Investigator: Mott, Donna
Submission Typs:
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The Internal Submission Routing page lists elements of the submission that allow you to access
different areas of the study related to the submission.
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Meeting Discussion:
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Submission Outcome:
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The Reviewer Assignment List section displays any reviewers associated to the submission. If you
are assigned as the reviewer, you will be able to access your Reviewer Checklist from this
section.

=y

Reviewer Assignment List:

[ e

Click to view a
summary of all Ertane Klaver, Andrea Yes 08/05/2020 08/05/2020

reviewers

The Outcome Letters section lists any outcome letters created for the submission. If you have
been assigned to sign off on a letter for this submission, you will be able to access your signoff
task from this section. You can also create and send a letter from this section.

e

Outcome Letters:

Notification Letter: [_none-- v

Create Letter Edit/ Signature Route
ECET .. . o =
Delete Letter(s]

Mo Letters have been created for this submission.

Internal Submission Routing contains specific information about the internal submission routing
task. This is where you can view assignment notes and indicate completion of the routing task.

Internal Submission Routing:

Add Routing Remove Routing Save Routing

Routing. Assigned Analyst : Klaver, Andrea

Assignment notes :

Assignment comments

User comments

b nottied  Joompleweds

Assignment Comments:

Klaver, Andrea Klaver, Andrea 08/05/2020

=

Complete: ®ves O Mo

From this section, you can respond back to the Analyst by clicking User Comments to add
comments regarding the submission.

When you are finished with your assignment, indicate that your assignment is complete by
selecting Yes under the Completed column and click Save Routing.

If you return to the Reviewer Dashboard, the Internal Submission Routing task will no longer
appear on this page.

Article IV.  REVIEWER SPECIFIC TASKS

Section 4.01 REVIEWER ASSIGNMENT TASK



The Reviewer Assignment home screen task will populate when you have been assigned as a
reviewer. The task will stay on your home screen until the assignment has been completed.

All Tasks Outstanding Completed H
4 ™ Task List: [l |
All Tasks Protocol Tasks
5 result{s) found... 1-5

Andrea Klaver has been assigned as the Primary for a

. 08/05/2020 . N -

eviewer Assignmen ull Committee Review on on the Initia

(] Ry & t J Full C: ttee Re: 08/06/2020 on the Initial
L_1 02:059 PM EDT . .
Review Submission Packet
O = Analyst Assignment L2:09 PM EDT Andrea Klaver has been assigned as the analyst
0 N rtierell B e e iy S e 23/3?/5:2:DT Lrll;t\a’rerll—al submission routing review completed by Andrea
O |5 Analyst Assignment gi’i:’il‘?ﬂngT Lndrea Klaver has been zssigned as the analyst
. 08/04/2020 -

I BS Analyst Assignment e T Andrea Klaver has been assigned as the analyst

Opening this task will navigate you into the Reviewer Checklist where you can complete the
review for the submission round.

Section 4.02 Internal Submission Routing Signoff Task

The Internal Submission Routing Signoff home screen task will populate when you have been
routed to complete a signoff. The task will stay on your home screen until you indicate that you
are complete with your signoff task.

Opening this task will navigate you into the Submission Validation page, where you can verify the
submission components and complete the signoff.
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08/05/2020 Andrea Klaver has been assigned to Administratively
02:23 PM EDT review the submission

Internal Submission Routing Signoff




