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All Modules - Reviewer Dashboard iRIS™ v13.01

Introduction

The Reviewer Dashboard link in the IRB Assistant Workspace menu group provides access to submissions for
which the logged-in user is assigned as a Reviewer, internal submission routing assignments, and details of any
upcoming committee meetings.

IRB Assistant Workspace

Select the Committee 4
Add a new Study

Find a Study

Submissions

Analyst Dashboard

Reviewer Assignment

Reviewer Dashboard

Meetina Management .3

Incomplete Reviewer assighnments populate in the Reviewer Dashboard page (shown below). The page includes
a left-hand sidebar menu with a Switch View section containing links to toggle between Task List and Internal
Submission Routing views. The sidebar also includes links to view the agenda for upcoming and past meeting
dates.

My Workspaces = IRB Reviewer Dashhoard n Back

Task List e T v Committee Type:
Internal Submission Routing Process Type: Status: | Incomplete v

Upcoming Committee Meeting = s Il:::(i:; :::: :xrd :)::;ﬂtion Principal Investigator i::x;sion Assigned

July 21, 2021 @ 08:30 AM

Muilti Site Test 5617-4

July 26, 2021 @ 08:30 AM
July 28, 2021 @ 03:30 AM ﬂ BI Initial Review | o o oted | 06/17/2021
uly 28, IDs: IRB-21-445 001251 Submission esignate Son3.4% AM BDT Investigator, John
August 02, 2021 @ 08:30 AM Form Reviewer 145148 AM
August 04, 2021 @ 08:30 AM NIH Demonstration
! Submission
Caorrection for P
ﬂ L IRB-21-468 001254 | Initial Review =~ DeSignated | 06/30/2021 Investigator, John Coordinator, Jane
Submission Reviewer 3:00:0% PM PDT
April 21, 2021 @ 08:00 AM Form
April 21, 2021 @ 08:30 AM Copy of NIH - TD - 11345 - Influenza vaccine ANTG2a31 elicr jon
April 26, 2021 @ 08:30 AM ﬂ e ;
. E3 Initia ew . _ R
April 28, 2021 @ 08:30 AM S (S Hello! 001329 | Submiseion Ds.,glga(:rd a:i;‘safr-lw o vestigator John Coordinator, Jane
May 03, 2021 @ 08:30 AM Form Eview $10:23 A

May 05. 2021 @ 08:20 AM

The Task List view is selected by default, displaying submissions the logged in user has been assigned to review.

Navigation in iRIS™

iRIS™ includes two standard navigation tools on all pages nested one or more levels beneath the primary
Workspace page of the module currently in use (e.g., Post Award Management, Conflict of Interest Assistant,
Animal Resource Center, etc.): a Path directory tree, and Back buttons.

Path Directory Tree

The Path item at the upper left of iRIS™ pages provides a hyperlinked menu directory tree, allowing the user to
quickly navigate back through the path they followed to get to their current location. Path appears on all pages
nested at least one level beneath the main workspace.
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NOTE: screenshots in this manual are primarily taken from the Animal Resource Center (ARC) module, but
notification functionality and features shown are the same in Post Award Management.

In the example shown the user is viewing the Broadcast Notice Add a new notice page. This page is nested three

levels beneath the main workspace page, as indicated by the three links available in the Path directory tree:
Home, board admin and broadcast notice.

Department: GH - 7543 - General Hospital

Path: Home > board admin > broadeast notice
My Workspaces = Vivarium

EszIS "‘r@‘i}ﬂedﬂls Account: Administrator

@ Help 2 My Profile ~ C+Log out

Research Information System

Broadcast Notice

[ Return To List ] [ Temp Save Nofice ]

Add a new notice.

*Subject:

Content:

I3 B I U & x x Font Family - 12 ~ & I~ 9 =E- =

q
]
a4
lil
lil

Click on broadcast notice in the Path to navigate up one level in the directory tree, to the main Broadcast Notice

page. There are now two levels in the Path directory tree: board admin and Home.

oif] Account: Administrator
b 2
‘R’im’ edRIS Department: GH - 7543 - General Hospital @ Help & myeprofile ~ G+ Log out
Raatrch Inforsation System Path: Home > board admin
My Workspaces = Vivarium Broadcast Notice

Add a New Notice

‘Edil[view Subject

Date Sent Last Modified By

Mo records have been added.

Click on board admin in the Path to navigate up one level in the directory tree, to the Board Administration
page. There is now one level in the Path: Home.

ErlR’S by iMledRIS Account: _Administrator
Integrated Path: Home ®Help - v Proftie
Research
My Workspaces & Vivarium Board Administration {4}
Copy Configurations
| System Setup ‘ ‘ List Maintenance Setup ‘ | Clean-up ‘

Review Board System Setup

® Board Definition ® Animal Health Record Setup

® Board Configuration Options ® 1nternal Transfer Originating PI Signoff Notification Setup
T R

Click on Home in the Path to navigate up one level in the directory tree, to the main Workspace page. No Path
item is displayed here because the user is now at the top-most level of the directory tree.

© 2021 iMedRIS Data Corporation
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i (3 Hello Administrator
TiRIS Bidneams A <am NO PATH @ren 2 wsome -
B staitiom Sy 09/16/2019 02:33 PM POT

My Workspaces = Vivarium

Vivarium H

Add a new Pratocol Find a Protocal Submissions

Orders Find an Order Cage Cards Material Order Charge Ticket
) 192 (e} o) 44 o, =) N |

Back Button

The second navigation tool is the Back button, which appears on all pages nested at least one level beneath the
main workspace. The Back button takes the user to the same location as the last link shown in the Path.

SiRIS v

. Account: Administrator
. edRIS Department: GH - 7543 - General Hospital @ Help 2wy erofile ~ G Log out
n":ﬂmh Information System Path: Home > board admin > broadcast notice

My Workspaces & Vivarium Broadcast Notice

[ Return To List ] [ Temp Save Notice } [ Send ]

Add a new notice.

*Subject: |

Content:

o B I u = xz x? Font Family - 12 - 4 I~ 9~ =

[
4
|
‘
fii
‘
lil
lil

In the example shown above, both the Back button and the broadcast notice link in the Path return the user to
the Broadcast Notice page:

ErJR‘S by : Account: Administrator
My edRIS Department: GH - 7543 - General Hospital @ Help
4 Path: Home > board admin

My Workspaces & Vivarium

Integs
Research Information System

g My Profile ~ -GLnguul

Broadcast Notice

‘Add a New Notice

E ‘Editlview|subim

Last Modified By
Mo records have been added.

Clicking the Back button on the Broadcast Notice page returns the user to the Board Administration page, as
indicated by the last link in the Path directory tree shown in the screenshot above.

Note that where the Back button appears on a page with editable fields or document upload controls, clicking the

button before saving changes returns the user to the same location as the last link shown in the Path without
saving changes.

Task List

The Task List page (shown below) includes search and view options.

© 2021 iMedRIS Data Corporation
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iRIS™ v13.01

My Workspaces = IRB Reviewer Dashhoard n Badk

Task List

[ Close Search ]

8

Type: | Al -

Internal Submission Routing

Upcoming Committee Meeting

July 21,2021 @ 08:30 AM
July 26, 2021 @ 08:30 AM
July 28, 2021 @ 08:30 AM

August 02, 2021 @ 08:30 AM

August 04, 2021 @ 08:30 AM

Past Committee Meeting

April 21, 2021 @ 06:00 AM
April 21, 2021 @ 08:30 AM
April 26, 2021 @ 08:30 AM
April 28, 2021 @ 08:30 AM
May 03, 2021 @ 08:30 AM

Pracess Type:

Committee Type:

Status: | Incomplete v

Review

PDF | Details
Process

IRB Number

Muiti Site Test 5617-4

£] 4 Initial Review | oo
IRB-21-445 001251 Submission esignate
Form Reviewer
NIH Demonstration
Submission
ﬂ EE I;'/ Correction for | (o ed
IRE-21-468 001294 | Initial Review S
Submission SRR
Form
Copy of NIH - TD - 11345 - Influenza vaccine ANT62a31 elicit:
B rd Initial Review
ﬂ & Ed Hello! 001325 Submssion  DEsignated

Form Reviewer

Submission Assigned
Analyst

Expiration
Date

Principal Investigator

06/17/2021

8:49:48 AM PDT Investigator, John

06/30/2021

3:00:09 PM PDT Investigator, John Coordinator, Jane

iman cell retraction and T cell prerequisite recombination

07/19/2021

SiDe23 AM BDT Investigator, John Coordinator, Jane

May 05. 2021 @ 08:20 AM

Click the Close Search link to hide the search form. The = icon hides the sidebar menu on the left, allowing the
Task List queue to expand to fill the page.

The search form includes the following filters:
Submissions Type — list of submission form types
Committee Type — list of committees to which the logged-in user belongs

Process Type — review process and category; the category dropdown list populates after the
Process Type field is set to “Assigned”; the category field default is All, but includes options
for submissions placed On Agenda, Expedited, Emergency Use, etc.

[ Close Search ]

Submissions Type: [ Al v

Process Type:

Full Committee Review
Muilti Site Test 5617
Expedite
IRB-21-445
Exempt
NIH Demonstration
Returned for Corrections

IRB-21-468 Process Administratively

Designated Reviewer

Status — allows for search by “Incomplete” or “Complete” assignment status
Enter desired search criteria and click the Search button. Results load in a table beneath the search form.

The table of results contains the columns shown in the screenshot below. Click the applicable data column
header to sort the results by that column, clicking once or twice as needed to sort in ascending or descending
alphabetic order.

© 2021 iMedRIS Data Corporation 4
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PDF | Details IRB Number Review “  Date Board Expiration

Submission Assigned

Process Received Date Principal Investigator Analyst

Multi 5ite Test 5617-4

IE , Initial Review iy
71 - - Designated 06/17/2021 o
IRB-21-445 001251 Sul;runr.;r?lon Reviewer 3:42:43 AM PDT Investigator; John

Click the icon in the PDF column to view the submission form in PDF format. When this icon is clicked, the system

converts the submission components to PDF view. This may take several moments, depending on the size of
submission component files.

Please Wait ...

The Document is being generated into a PDF file.
This operation may take a moment.

The PDF opens in a new window, as shown in the screenshot below. From here the submission can be viewed or
printed. Click the Close button at the top of the page to close it.

SLQOISUQ.pdf

IRB Change Request (Version 1.0)

REQUEST FOR MODIFICATION/AMENDMENT
Attach copies of any revised or new documents in the last section of this form.

Questions that require an answer are marked with a red asterisk.

L1 Study Information

IRB#

HUM12097

Principal Investigator

Brent Chen

Title of Project:

iMedRIS Test
L2 *Are you requesting approval for subject information?
@ ves C o

If Yes, indicate type of information.
[ Newsletter

[ Patient diaries

I Instruction sheets

[ Subject incentive

] Sponsor gifts

[T Advertisements (including fiyers, posters, etc.)
I Other

If Other, describe.

Back on the Task List page, clicking the icon in the Details column pops up with additional details about the
submission.

© 2021 iMedRIS Data Corporation
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Review “  Date Board Expiration
Process Received Date

Submission Assigned
Analyst

Principal Investigator

B . (W 4 Initial Bewiss

Submission Details

Ref Number Study Classification | Date Board Received Principal Investigator Assigned Analyst

06/17/2021
@ 001251 5:48:45 AM POT Investigator, John

SUOTSSTON
Form

stigator, John

stigator, John Coordinator, Jane

Also on the Task List page, clicking the icon in the Click to Open column opens the Reviewer Checklist (see next
manual section).

Reviewer Checklist

The Reviewer Checklist is accessed by clicking the icon in the Click to Open column for the applicable submission
in the Task List page (accessed via IRB Assistant > Reviewer Dashboard link). Navigate through the form by
completing the necessary questions and clicking the Save and Continue button on the top right of the page for
each completed section.

= TRB Number: TRB-21-468| |pp
PI: Investigator, John

Review Checklist - (Version 1.0)

My Workspaces

Protocol Ttems Miscellaneous Submission Forms

I Print Friendly ] I Reviewer Panel l [ Save Section ] [ Save and Continue to Next Section l

| Section view of the Form | | Entire view of the Form |

e cevicwer Checkdest Formn |

1.0 Reviewer Checklist Form

1.1 Please answer all of the following:

¥ The convened Board (or designated reviewer) has adeguate expertise to conduct review.
Oves Onie

¥ The assigned reviewer has & Conflict of Interest,

Oves Ono

Please review all of the submission components below.

Compare ltem(s) Items in List View Clear Viewed ltem(s) Create PDF Packet

Include in PDF Packet D'::ﬁs
Compare to View Current Submission Components
Last Approved | Separate (ANl Rounds)

Submission Form(s)

O 0 s Pre-Review Correction Form - RB - (Version
[m] [m] Initial Review Submission Form - (Version 1.0)
Application
(] O 1RB Application - (Version 1.0)

Consent Form(s)

Category : Consent

=] O [ Informed Consent (English) - (Version 1.1)

*Revision modified by the IRB.

A Reviewer Panel button is available at the top of the page. The Reviewer Panel allows for navigation through
the submission components, to drill into specific sections within each form and make comments as needed. See
the next section of this manual for more information about the Reviewer Panel.

The page also includes the following buttons:

© 2021 iMedRIS Data Corporation 6
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Print Friendly — click to view and optionally print a streamlined view of the form
Save Section — save the current section

Save and Continue to Next Section — save the current section and navigate to the next section
of the form

| Section view of the Form | | Entire view of the Form |

ARl Cluccldict Form | [

Compare Iltem(s) “ Items in List View “ Clear Viewed ltem(s) ” Creale PDF Packet I

Submission Form(s)
O 0O Ilﬁg)— Pre-Review Correction Form - RB - (Version
O O Initial Review Submission Form - (Version 1.0)
Application
O O IRB Application - (Version 1.0)
Consent Form(s)
Category : Consent
- 7 Informed Consent (English) - (Version 1.1) =
U U L. D *Revision modified by the IRB.

Click the icon in the View in Separate Window column for the applicable document to open it for viewing and
optional printing.

As progress is made through the form a navigation sidebar menu is built to the left of the form, allowing for
one-click access to all sections.

‘ Section view of the Form | [

1.0 Reviewer Checklist Form

2.0

At the end of the Reviewer Checklist, for the Is your Review Complete field select “Yes” to flag the review as
complete, “No” to keep it as incomplete, then click the Save and Continue button.

2.2 Is your Review Complete?

Yes '® No

When the review is flagged as complete, the corresponding Reviewer assignment in the Reviewer Dashboard
moves to a “Complete” Status.

Reviewer Panel

The Reviewer Panel is accessed by clicking the Reviewer Panel button on the submission review page (red box in
screenshot below).

© 2021 iMedRIS Data Corporation 7
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IRB Number: IRB-21-468 = et = r
My Workspaces & e — IRB Review Checklist - (Version 1.0) Kl Back

Protocol Ttems Miscellaneous Submission Forms

Print Friendly W [ save section | [ save and Continue to Next Section |

| Section view of the Form ‘ ‘ Entire view of the Form |

All available submission components can be accessed via links in the left-hand sidebar menu.

Submission Components

Close Panel ® ‘

Ref Number: 0012904 | | IRB Number: IRB-21-468 || Study Title NIH Demeonstration

Consent Form(s)

Welcome to Submission Review Panel

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

Click each submission component link to view its associated forms.

Submission Components

Submission Form(s)

Application

Consent Form(s)

To view the entire submission form, click on the form name.

© 2021 iMedRIS Data Corporation 8
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RN ... o corcioe

._7 1.0 Review Response Submission Form

Eulmesoniiranisy You have received this form either during the administrative pre-review process or
after formal review by the committee. This form allows you to respond to
recommendations, stipulations, or other issues identified during this review process.
Make the appropriate revisions to your submission and attach the new versions in

Ref Number: 001204 H IRE Number: IRB-21-468 |

Viewing: Pre-Review Correction Form - RB (Version 1.0) || Close Panel ® |

Submission Components

Pre-Review Correction Form - R
B (Version 1.0)

Initial Review Submission For the Revised Submission Materials section.
'm (Version 1.0) c
1.1 Principal Investigator:
Application
John Investigator 9
IRB Application (Version 1.0)
1.2 Study Title:
MIH Demonstration Y
W
1.3 Study Number:
IRB-21-468 -
W
1.4 Study Alias:
MIH D123 P
W

View specific sections within each form by clicking the icon to expand section details. Once the sections are

expanded, click on a specific section to open it for review.

Submission Components

Submission Form(s)

Pre-Review Correction Form - R
= B (Version 1.0) -

e B

Review Response Submission
Form You have rece..

Stipulations and Comments

— Initial Review Submission F
= mm{Version 1.0) SR L

TN

Transitioning to Initial Review
Submission

IRB - Initial Review Submission
Packet

Application Form

Consent Documents
Other Study Documents
Additional Special Routing

~
Within each form, comments can be entered next to questions. To comment, click on the " icon next to the

corresponding question.

© 2021 iMedRIS Data Corporation 9
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Viewing: Pre-Raeview Correction Form - RB (Version 1.0) || Close Panel ® | |

Ref Number: 001294 ||IRB Number: IRB-21-468 |

CAL ST Returned for Corrections

Submission Components

1.0 Review Response Submission Form

B e e ) You have received this form either during the administrative pre-review process or

after formal review by the committee. This form allows you to respond to |
recommendations, stipulations, or other issues identified during this review process.

Make the appropriate revisions to your submission and attach the new versions in

EE the Revised Submission Materials section.

Review Response Submission

Pre-Review Correction Form - R
= B (Version 1.0) -

Form You have rece.. 1.1 Principal Investigator:
Stipulations and Comments )
John Investigator {:
[ Initial Review Submission For
'm (Version 1.0) =
1.2 Study Title:
T .
NIH Demonstration o~
Transitioning to Initial Review W
Submission
IRE - Initial Review Submission 1.3 Study Number:
Packet
Application Form IRB-21-468 {:
Consent Documents
Other Study Documents 1.4 Study Alias:
Additional Special Routing =
NIH D123 {:
I Application

A text editor window pops up for entry of comments. Enter desired comments and format the text as desired
using provided tools above the text entry box.

Reviewer Comments Editor X
Author Comments

Mo reviewers share comments for this question.

e B I u <5 ' x? Font Family - 12 -~ & 1~

- — —
v =~ E~ E ~

= % [ Q = =

Display my comment to other reviewers

[ Cancel ][ Save Comment ]

Select the Display my comment to other reviewers checkbox (bottom left corner in screenshot above) to enable
display of the comment to other reviewers.

Click Cancel to close the popup without saving the comment.

Click Save Comment to save the comment. The background for the comment is shaded blue (see screenshot
below) to indicate shared comments at a glance.

© 2021 iMedRIS Data Corporation 10
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SRS S HE Returned for Corrections

Submission Components

Ref Number: 001294 || IRB Number: IRB-21-468 H Viewing: Pre-Review Correction Form - RB (Version 1.0) H Close Panel ® |

1.0 Review Response Submission Form
SHITTEe (s You have received this form either during the administrative pre-review process or
. after formal review by the committee. This form allows you to respond to
8 (version 1.0) (2) recommendations, stipulations, or other issues identified during this review process.
mﬁﬂ Make the appropriate revisions to your submission and attach the new versions in

the Revised Submission Materials section.

Review Response Submission

Form You have rece.. i

1.1 Principal Investigator:
Stipulations and Comments
John Investigator

L+

[ Initial Review Submission For
m (Version 1.0] L
) 1.2 Study Title:

T
NIH Demonstration
Transitioning to Initial Review

Submission

IRB - Initial Review Submission 1.3 Study Number:

Packet

Application Form IRB-21-468 £ .::.

Consent Documents

Other Study Documents 1.4 Study Alias:

Additional Special Routing =
NIH D123 ~

v

I Application

When viewing a Consent or other study document, the document displays within the panel and a Highlight
Mode feature populates at the top of the panel. By default, this mode is turned off. Click the On button to enable
it.

rT——

Ref Number: 001204 H IRB Number: IRB-21-468 || Viewing: Informed Consent (English) (Version 1.1) || Highlight Mode mHChse Panel ®|

Fax #

Submission Components

5 Pre-Review Correction Form - R ADULT RESEARCH SUBJECT INFORMATION AND CONSENT FORM
B (Version 1.0) s (If a waiver for authorization of use and disclosure of PHI is being requested or research does not involve subjects for whom protected health information is
available to the researchers) OR
[ e B
- = ADULT RESEARCH SUBJECT INFORMATION AND CONSENT FORM and AUTHORIZATION FOR USE AND DISCLOSURE OF
EeE) (s SN e 1 PROTECTED HEALTH INFORMATION
Stipulations and Comments RESEARCH PROJECT TITLE

(Capitalized and bolded, must match the title on the IRB application)
=| Initial Review Submission For

m (Version 1.0) (! Principal Investigator: I:I LMD, PhD, etc]
[ tonmeme Other Staff (identified byrole) [ | MD, PAD, etc]
Transitioning to Initial Review Contact Phone number(s): (419) l:l

Submission

(Please add the following seven bulleted items to all consent/authonzation forms that are more

IRB - Initial Review Submission N 7 - . ; B
than (4} single-sided pages long before the addition of this paragraph).

Packet
Application Form What you should know about this research study:
Consent Documents *  We give you this consent/authorization form so that you may read about the purpose, risks, and benefits of this research study. All information in this

Other Study Documents form will be communicated to you verbally by the research staff as well

Additional Special Routing «  Routine clinical care is based upon the best-known treatment and is provided with the main goal of helping the individual patient The main goal of

research studies is to gain knowledge that may help future patients.
Application

« We cannot promise that this research will benefit you. Just like routine care, this research can have side effects that can be serious or minor
IRB Application (Version 1.0) [ «  You have the right to refuse to take part in this research, or agree to take part now and change your mind later

s If you decide to take part in this research or not, or if you decide to take part now but change your mind later, your decision will not affect your routine

: Consent Form(s) care

Informed Consent (English) (Version «  Please review this form carefully. Ask any questions before you make a decision about whether or not you want to take part in this research. If you
11) = decide to take part in this research, you may ask any additional questions at any time

«  Your participation in this research is voluntary.

PURPOSE (WHY THIS RESEARCH IS BEING DONE)

You are being asked to take part in a research study of state what is being studied. The purpose of the study is to state what the sfudy is

designed to discover or test (if the study is for an investigational drug. you should indicate that the study is to test effectiveness and

safety of the drug when appropriate in addition to including the sentence: An investigational drug is one which has not been approved by the

U.S. Food and Drug Administration (FDA). -

© 2021 iMedRIS Data Corporation 1
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When Highlight Mode is enabled, the Comments Panel populates at the bottom of the page (shown in
screenshot below). Areas of the document can be highlighted and comments on the submission can be entered.

e Totarmed Conset engi) Cverson 173 [ rarams mode QB - Jctone poret ®

| Submission Components = Fax# =

\: Submissien Form(s)

Ref Number: 001294 HIIIBNumher: IRE—21—4§ﬂ|

Dre-Review Correction Form - ADULT RESEARCH SUBJECT INFORMATION AND CONSENT FORM
= RB (Version 1.0) (If a waiver for authorization of use and disclosure of PHI is being requested or research does not involve subjects for whom protected health information is
available to the researchers.) OR
3 — EE ADULT RESEARCH SUBJECT INFORMATION AND CONSENT FORM and AUTHORIZATION FOR USE AND DISCLOSURE OF
Eorsy B Sbmsen | g PROTECTED HEALTH INFORMATION
Stipulations and Comments RESEARCH PRQJECT TITLE
Bk : e fitle on the IRB application)

=] ::";m.u) ission For Principal Investigator: ] J[M.D., Ph.D, etc]

Other Staff (identified by rolel [ ] ,[M.D., Ph.D, efc.
tion wame (ISP o Senaemies ooy ! ol
Transitioning to Initial Review Contact Phone number(s): (419) I:I
Submission

5 = (H Selbaolous Lo consent/authorization forms that are more

IST?MII: s‘ ‘l;l ,;l:;l:: than (4} single-sided pages long before the addition of this paragraph).
Application Form What you should know about this research study:
Consent Documents s ‘e give you this consent/authorization form so that you may read about the purpose, risks, and benefits of this research study. All information in this
Other Study Documents form will be communicated to you verbally by the research staff as well
Additional Special Routing »  Routine clinical care is based upon the best-known treatment and is provided with the main goal of helping the individual patient. The main goal of

research studies is to gain knowladge that may help future patients.
| Application

*  We cannot promise that this research will benefit you. Just like routine care, this research can have side effects that can be serious or minor.

= TP () | b o okt ba cofiinn bn ol b i gl b io il s ol iod Lot
4 »

“mPrevious Next~ @®Reply R;Delete

Click the Reply link in the Comments Panel to open a comment box. A popup Comment box populates, as shown
below; this box can be dragged around the screen as needed to make parts of the underlying form visible. Enter
the desired comment.

Principal Investigator: | | . [M.D., Ph.D., etc]
Other Staff (identified by role): | | . [M.D., Ph.D., etc]
Contact Phone number(s): (419)| |

orization forms that are more
f this paragraph).

Please complete this section of the template

hat you should knd

= We give you this
form will be com

and benefits of this research stud,

« Routine clinical c3 goal of helping the individual patis

Click and drag the expansion handle at the bottom corner of the popup to expand the Comment box.

© 2021 iMedRIS Data Corporation 12
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Comment

Please complete this section of the template

Click Cancel to close the Comment popup without saving the comment.

Click Save to save the comment.

“mPrevious Next» @®Reply ®;Delete

Comment on text: " Principal Investigator:

[M.D., Ph.D., etc.] Other Staff (identified by role):..."”

Smith, John Please complete this section of the template Edit
07/20/2021
10:29 AM

Comments added to the document by any committee member display within the comments panel at the bottom
of the page.

Toggle between comments by clicking on the green Previous and Next arrows. In the example below the second
comment is selected.

Submission Components - Contact Phone number(s): wo -

Ref Number: 001294 Hmn Number: IRB-21-4568 H\l’iewing= Informed Consent (English) (Version 1.1) H Highlight Mode ||C|ose Panel ®|

(Please add the fo

llowing seven bulleted items to all consent/authorization forms that are more
th: I

si sided pages long before the addition of this paragraph)

E » We give you this consent/authorization form so that you may read about the purpose, risks, and benefits of this research study. All infermation in this
2 form will be communicated to you verbally by the research staff as well

Review Response Submission

Form You have rece.. »  Routine clinical care is based upon the best-known treatment and is provided with the main goal of helping the individual patient. The main goal of

research studies is to gain knowledge that may help future patients.

Stipulations and Comments

»  We cannot promise that this research will benefit you. Just like routine care, this research can have side effects that can be serious or minor
*  You have the right to refuse to take part in this research, or agree to take part now and change your mind later.

» [fyou decide to take part in this research or not, or if you decide to take part now but change your mind later, your decision will not affect your routine
care.

[ e

Transitioning to Initial Review ) . R . o
Submission =  Please review this form carefully. Ask any questions before you make a decision about whether or not you want to take part in this research. If you

decide to take part in this research, you may ask any additional questions at any time.

IRB - Initial Review

Submission]gackes »  Your participation in this research is voluntary.

Application Form

Ceonsent Documents PURPOSE (WHY THIS RESEARCH IS BEING DONE)
Other Study Documents YYou are being asked to take part in a research study of state what is being studied. The purpose of the study is to state what the study is
Additional Special Routing designed to discover or test (if the study is for an investigational drug, you should indicate that the study is to test effectiveness and

safety of the drug when appropriate in addition to including the sentence: An investigational drug is one which has not been approved by the
— U.S. Food and Drug Administration (FDA).

You were selected as someone who may want to take part in this study because state why the subject was selected and include the
: : 1 I mrrni ian Sham b =

iy mt LIT mpmed sl

Previo . Ran Dele
Comment on text: " Principal Investigator: , [M.D., Ph.D., etc.] Other Staff (identified by role):..."
Smith, John Please complete this section of the template Edit

07/20/2021
10:29 AM

Comment on text: "What you should know about this research study:"

Smith, John Please reword this to be more user friendly towards a layman. Edit
07/20/2021
10:31 AM
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The selected comment becomes active and the text within the document that the comment refers to is
highlighted yellow. If the logged in user is the author of the comment they can delete or edit the comment by
clicking the appropriate button.

If the logged in user did not author the comment, they can reply to the comment by clicking the Reply link.

Exit the Reviewer Panel by clicking the Close Panel button at the top of the page. The Reviewer Panel is closed
and the Reviewer Checklist page is loaded.

At the end of the reviewer checklist, for the Is your Review Complete field select “Yes” to flag the review as
complete, “No” to keep it as incomplete, then click the Save and Continue button.

2.2 Is your Review Complete?

Yes '® No

When the review is flagged as complete, the corresponding Reviewer assignment in the Reviewer Dashboard
moves to a “Complete” Status.

The review response form allows the reviewer to see the list of stipulations that were sent to the PI, along with
the PI's response to the item. Beginning with iRIS™ version 12.01, the review response form is now accessible
from the reviewer panel (shown in screenshot below), making all required information visible to the reviewer
from that single location.

ENLNESERN Returned for Corractions:

Submission Components

Ref Number: 001204 H[RBMumher: IRB-21-468

Viewing: Pre-Raview Correction Form - RB (Varsion 1.0) H Close Panel ® |

1.0 Stipulations and Comments

Submission Form(s)
1.1 please write your responses to each of the stipulations in the Details fields rather than at the end of
5 Pre-Review Correction Form - R the form.
B (Version 1.0) G (The system keeps a history of stipulations and responses and it doesn't work if it's not used right.)

[ e 5

Review Response Submission
Form You have rece..

e ——
Stipulation 1 out of 1:

Stipulations that must be addressed: -+
1

Initial Review Submission For 2 Description:
Bl (Version 1.0) Z)
Please make changes to the study methodology on this application
| Application
R e————N Stipulation Type: (Stipulation must be addressed)
" ) Do you
IRB Application (Version 1.0) accept this 0 N/A & Yes (O No
Stipulation?
| [ —— Provide an

explanation

on how you
ddressed Complete as requested

this
Stipulation:

C That Must Be Addressed With Follow-up Deadlines:

No Stipulation entered.

Comments:

No Stipulation entered.

Show i c s) in round: | 2 Cumrent Round ¥ Items in Folder View Create PDF Packet

Include in PDF Packet
Compare to View in All Submission Components
Last Approved | Separate Window

Y Submission Form(s)
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Internal Submission Routing

This page lists any Internal Submission Routing tasks assigned to the logged in user. These tasks also populate in
the Incomplete Tasks group on the logged in user’s homepage.

Click the Open icon to open an assignment.

My Workspaces = IRB Reviewer Dashboard n ——

Task List Internal Submission Routing Signoff 07/20/2021
S B z

30hn Smith has been assigned to Administratively review the submission, assigned by John Smith
— - 11:20 AM PDT Study Title: COVID 13 Complications in sdults 55 and clder

Internal Submission Routing
Principal Investigator: Investigatar, John
Submission Type: Study Amendment Form

e — Refarance Numbar: 001330
IRE Number: IRE-21-483

July 21, 2021 @ 08:30 AM IRB Expiration: 12/31/2021

July 26, 2021 @ 08:30 AM
July 28, 2021 @ 08:30 AM
August 02, 2021 @ 08:30 AM
August 04, 2021 @ 08:30 AM

The Internal Submission Routing area lists elements of the submission, with a tabbed menu across the top of
the page that allows for access to different areas of the study related to the submission.

My Workspaces [  [IRENumber: IRB-21-483 Submission validation
PI: Invastigster John

Protocol Items Miscellaneous Submission Forms

= Submission components: 0

Items in List View Create PDF Packet ]

Include in PDF Packet
Compare to View in Current Submission Components
Last Approved | Separate Window | (All Rounds)

Submission Form(s)

O Study Amendment Form - (Version 1.0)

Reviewer Asslgrlmerlt List:
_
Click to view a summary of all reviewers

Heetmg Discussion:

| Edit Meeting Discussion |

No Specific Discussions entered

Sections of the Internal Submission Routing area are as follows:
Submission Components — links to submission components

Reviewer Assignment List — reviewers assigned to the submission; if the logged in user is
assigned as the reviewer, they can access their Reviewer Checklist from this section

Meeting Discussion — discussion added to the submission from a meeting; meeting discussions
can be edited from this section

© 2021 iMedRIS Data Corporation 15



All Modules - Reviewer Dashboard iRIS™ v13.01

Recommendations — recommendations added to the submission; recommendations can be
added, edited, and deleted from this section

Stipulations — stipulations added to the submission; stipulations can be added, edited, and

deleted from this section

= Reviewer Assignment List:

©“n
s L = g [

Click to view a summary of all reviewers | o peviewers have been assigned to this submission.

= (¢

Meeting Discussion:

| Edit Meeting Discussion ‘

Mo Specific Discussions entered

= (1)

Recommendations:

| Edit Recommendations ‘

Mo Recommendations entered

= ()

Stipulations:

| Edit Stipulations ‘

Stipulations to be sent for Response. No Stipulations entered

Submission Outcome — outcome set for the submission in read-only format (if an outcome has been

determined).

= 0

Submission Outcome:

| Save Outcome Section ‘

Outcome
IRB of Record: = @ ves O'nio Is Ceded From:  (ves @ g

Please Select the Type of Review p -
Notification that Must be Sent: Email with Home Screen Task and Confinuing Review v

IRB Initial Appraval: 07/01/2021

Review Cycle: G [Jonths v
IRB Expiration Date:  12/31/2021 | Calculate Date
Days Prior to IRB Expiration: 60 days prior exp v

Continuing Review Due:  11/01/2021

Study Follow-up: \:l =
StudyClosure: [ | [

Temporary Closed:  ()vyes @ 1o
Temporary Closure Start: \:I [
Temporary Closure End: | | [

Outcome Letters — outcome letters created for the submission populate here. If the logged in
user is assigned to sign off on a letter for this submission, they will be able to access their
signoff task from this section. The logged in user can also create and send a letter from this
section.
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= ()

Outcome Letters:

Notification Letter: | —-none-- - ‘

Create Letier Edit/ Title Signature Route
View Required Signoff

No Letters have been created for this submission.

El Internal Submission Routing: 0

‘ Add Routing ” Remove Routing || Save Routing |

ST A T Assigned Analyst : Coordinator, Jane
Assignment notes :
Assignment Comments: Please review for accuracy!
Smith, John Smith, John 07/20/2021 Complete: Oves ® no

Internal Submission Routing — specific information about the internal submission routing task;
this is where the user can view assignment notes, respond back to the Analyst by adding
comments to a task and indicate completion of the routing task

From this section the logged in user (a Reviewer) can respond back to the Analyst by adding
comments to a task.

Additional routing tasks can be added if the submission requires review by another board
member. Click the Add Routing button. The Internal Submission Routing Assignment form
opens (shown below). Select the desired board member in the Assign Submission To field
and select that member’s role in the Role field.

Save Selections

Submission Type:  Submission Response for Initial Review Submission Form

Click Save Selections to save the routing.

If the Add Routing button is clicked by mistake, click the Remove Routing button to delete the routing task.
When changes are complete click the Save Routing button.
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Date
‘

Complete: '® Yes No
User ID:: jdoe

Password:: | F—

This Requires your electronic
Signature. If Completed, Please enter
your User ID & Password

Indicate that the assignment is complete by selecting “Yes” under the Completed column and entering required
user credentials. Click the Save Routing button and click the Back button to return to the Reviewer Dashboard.
Once completed in this manner, the Internal Submission Routing task no longer appears on the page.

Committee Meetings

The Upcoming Committee Meeting area displays upcoming meetings, with the closest meeting in red. Click on
any meeting date to open the associated Agenda. Submissions placed on a particular meeting date and the setup
for the meeting can be viewed from this page.

My Workspaces = IRB Reviewer Dashboard El Back

Switch View Ttems to be Reviewed at Committee 1 Meeting : 07/21/2021 @ 08:30 AM

[ ‘Submission Review validation I [ Save Changes ]

Task List

Internal Submission Routing B Meeting Attendance

Bl call to Order

Upcoming Committee Meeting B T ——

July 21, 2021 @ 08:30 AM Bl Mew Business
July 26,202° - : ™ Miscellaneous

[ July2s, 202 Julv 21,2021 @ 0830 AM

August 02, 2021 @ 08:30 AM |
August 04, 2021 @ 08:30 AM |

Closing Comments
B Meeting Motions

Bl Review Documents

View File  (Title

A — No documents have been associated with this agenda

Apalia1, 202110 85:00 AM Meeting Start Time: | || |[AMv] Meeting End Time: [ || |[AM~] Meeting Chair:
April 21, 2021 @ 08:30 AM

April 26, 2021 @ 08:30 AM
April 28, 2021 @ 08:30 AM
May 03, 2021 @ 08:30 AM

B 1nitial Reviews - 1 Submissions

May 05, 2021 @ 06:30 AM Principal Investigator Reviewer{s)

May 10, 2021 @ 08:30 AM — ——

May 12, 2021 @ 08:30 AM , COVID 18 Complications in adults 55 and older 07182021
MaVIT 2021 GG 4 IRB-21-483 001320 = Approved IS”'EE‘ Re“‘e‘; Investigater, John ;’-;’“55" o 5:38:25 AM
May 19, 2021 @ 08:30 AM ubmission Form iohn Smi

PDT

The Past Committee Meetings area displays the last three meetings. Click on any of these dates to open the
agenda for the associated meeting.

Reviewer Specific Tasks

The Reviewer Assignment home screen task populates when the logged in user has been assigned as a Reviewer.
The task stays on their home screen until the assignment has been completed. Additionally, the user may receive
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an email notification indicating the reviewer assignment. Opening this task navigates the user to the reviewer
form, for completion of the review checklist for the submission round.

All Tasks Outstanding Completed a
Task List : iewer Assi
All Tasks Iy Tash _ Task ? [Rewe.«er Assignment V]
Filter By = [none-- ~]
8 result(s) found... 1-5p

Click to Date -
" Recen _
John Smith has been assigned as the Primary F
. 07/15/2021 for a Designated Review on the Submission I:I
o @ Reviewer Assignment 02:56 PM PDT  |Correction for Initial Review Submission > ®

No Priorit
Form, assigned by John Smith Y

07/15/2021 John Smith has been assigned as the Full F
O E'I Reviewer Assignment 01"53’PM POT Board Primary Reviewer on the Initial Review ) > @ l:l 'l
. Submission Form, assigned by John Smith No Priority

Internal Submission Routing Signoff
The Internal Submission Routing Signoff home screen task populates when the logged in user has been included
on distribution to complete a signoff.

All Tasks Outstanding Completed a
Task List : ssi i i w
All Tasks by Task e ? [Internal Submission Routing Signoff |
Filter By : [-none-- v
20 result(s) found... 1-5p

Click to Date S =
' Recen

Admin Admin admin, B.S. Brig. Gen. has

. . 07/13/2021 been assigned to Administratively review the F I:I
| Elf Internal Submission Routing Signoff 01:24 PM PDT submission, assigned by Admin Admin > @

No Priority
admin, B.S. Brig. Gen.

Admin Admin admin, Ph.D. Brig. Gen. has

. . 02/06/2020 been assigned to Administratively review the F I:I
O I;'i Internal Submission Routing Signoff 09:58 AM PST > @ v|

submission, ass!gned by Admin Admin No Priority
admin, Ph.D. Brig. Gen.

The task stays on the user’s home screen until they indicate the signoff task is complete. Additionally, the user
may receive an email notification indicating the Internal Submission Routing Signoff task. Opening this task
navigates the user to the submission validation page, for verification of the submission components and
completion of the signoff.

Note: all tasks assigned to the logged-in user populate here under on the All Tasks tab. These can be filtered via
two dropdown menus in the upper right hand corner of the panel.
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All Tasks Outstanding Completed
Task List : [ v
All Tasks Study Tasks Project Tasks
= | -—none-—-
19 result(s) found... 1-5p
. Compistety
open
- John Smith has been assigned to review and
119/
O E'f Outcome Letter Signoff ?gig il’CV'IZF:‘lDT signoff the Initial Review Approval outcome F _ > @ l:l vl
. etter, assigned by John Smith No Priority

John Smith has been assigned as the Primary F
o 07/15/2021 for a Designated Review on the Submission I:I
o Illf Reviewsr Assignment 02:56 PM PDT Correction for Initial Review Submission > @

No Priorit
Form, assigned by John Smith v
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