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IRB Assistant — List MaintenanceiRIS ™v13.01

Introduction

The iRIS™ system provides numerous picklists on system pages and forms. Some of these lists exist to save users
the time and trouble of manually typing in frequently used data items. Other lists exist to enforce data validation
requirements.

Lists are managed on the List Maintenance Setup tab. To access this area navigate to IRB Assistant > Review
Board Administration > List Maintenance Setup tab.

My Workspaces = IRB Board Administration Kl Back

Download Board Ganfigurations | | Upload Board Configurations Gopy Selected Gonfigurations |

System Setup ‘ List Maintenance Setup ‘ Clean-up ‘

Review Board Lists

‘

Ceded - Collaborating IRB List
Ceded - Review Type List
Device Configuration List
Drug Configuration List
Internal Document Category
Internal Routing User Roles

Member Specialty Configuration List

Predefined Stipulations

Board Stipulation Actions

a Courses
Business Assaciate List

Sponsor Type

Study Documant Outcoma/Dutcome Configuration List
Study Consent Outcome; Outcome Configuration List
Study Dashbeard(s) Tab Allocation

BODOODIBIBIIDIBININIINDNIONND

Tssue Reporting Types

This manual provides details of list configuration processes and settings, and where applicable, information
about where the configured lists are employed in the iRIS™ system.

Tools for Copying Board Configuration
The iRIS™ system provides tools for duplication of an existing review board’s configuration files to serve two
different scenarios:

Download / Upload Board Configurations — create an identical board on a new server /in a
new installation of the iRIS™ software

Copy Selected Configurations — create a new board on the same server / in an existing
installation of the iRIS™ software with the same configuration settings as the source board

As shown in the screenshot below, both options are accessed via buttons on the List Maintenance Setup tab
under IRB Assistant > Review Board Administration.

©2021 iMedRIS Data Corporationl



IRB Assistant — List MaintenanceiRIS ™v13.01

My Workspaces @ [RGB Board Administration

[[ooseimsona e | | posssows Comguaors | | copy s o |

I | |

Note that these tools are only intended to be made available to full System Administrators (as opposed to those
assigned to an Administrator role within a specific iRIS™ module) to help with initial setup of iRIS™ servers and
new review boards.

Download/Upload Board Configurations

Download/Upload Board Configurations is a tool that allows full System Administrators (as opposed to those
assigned to an Administrator role within a specific iRIS™ module) to duplicate a fully configured review board
from one iRIS™ system to another, such as when setting up a new server at a new facility within the same
umbrella institution, in order to avoid errors and save the time and effort of manually keying in all the same data
for a new board.

My Workspaces @ [RGB  Board Administration

[ cotemsns | | omssows oo || ooy somcms comprmers |

I | e | I

CAUTION: Download/Upload Configurations should not be used in a live iRIS™ system. iMedRIS recommends
performing a board configuration copy to a destination review board only once.

IN THE SOURCE iRIS™ SYSTEM: Click the Download Board Configurations button to download a file containing
configuration settings for the currently selected IRB review board. A confirmation popup displays, as shown
below.

Click Confirm to download the Configuration File.

Depending on the Board configuration, this may take a moment.
Once completed, the file will be located in your Downloads folder.

CONFIRM CANCEL

Click CANCEL to close the popup without downloading the configuration file.

Click CONFIRM to complete the download. Note that as the popup indicates, the file is saved to the local
computer’s Downloads folder.

©2021 iMedRIS Data Corporation2



IRB Assistant — List MaintenanceiRIS ™v13.01

ON THE TARGET iRIS™ SYSTEM: Copy the downloaded configuration file to the computer where the target iRIS™
system is installed. Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and
click the Upload Board Configurations button.

Add Document X

Document Location: | Choose File | No file chosen

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once you have
located the document click on the 'Save selected file' button. The buttons will become disabled. If the document
is a large document the window will stay in place until the upload operation has completed

[ save selected file H Cancel |

Click Cancel to close the popup without uploading the file.

Click Save selected file and follow the prompts to locate the file and upload it. Installation completes
automatically.

Copy Configurations

Copy Configurations is a tool that allows an iRIS™ system administrator to copy pre-existing, fully configured
review board elements into a different, newly created review board within the same iRIS™ system in order to
avoid errors and save the time and effort of manually keying in all the same data for a new board.

CAUTION: Copy Configurations should not be used after setup of review boards is complete, nor in a live iRIS™
system. iMedRIS recommends performing a board configuration copy to a destination review board only once.

Note that configurations cannot be copied across review boards of different types (IRB to IBC, IRB to ARC, etc.).
Within IRB Assistant it is only possible to copy configurations across IRB review boards.

Click the Copy Configurations button to copy a pre-existing IRB review board configuration to another IRB review
board.

My Workspaces @ IRG  Board Administration

[ oosermssona e | | posssows Couaors | | copy s o |

BT | | I

Review Board Lists

The Copy Review Board Configuration page displays. The page contains links to configurations that can be
copied to another review board. Note the Destination dropdown list at the top center of the page, and the
Helpful Information button at right. The Copy Configurations button is non-functional until the Destination and
at least one configuration item are selected (details follow below).

©2021 iMedRIS Data Corporation3
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MERLS by(é.ihedgls Account: Administrator

Hel & myPprofile ~
Integrated Path: Home > board admin @uer 2 i
Research Information System

My Workspaces IRB Copy Review Board Configuration

Destination :
None ¥
B Board Definition Help K& B  Submission Netification Setup
B Board Configuration Options

Source :
IRB

[ Copy Configurations ] | Heiprul information |

Review Board System Setup - General

Continuing Review Notification Setup

B Sobun Fammittes §ick B Renewal Notification Setun

Click the Helpful Information button to view a popup containing important information and warnings about
copying review board configurations.

Review Board Copy Properties Help

Please Read the below warnings:
Review Board Copy Properties and Settings.

« This is one direction operation, you cannot rollback or delete the new values from this utility
* The wrong usage of this operation may cause redundancy problem in the database.

* The copy operation does not overwrite exisitng data . It will add the missing properties

+ Do not click multiple times on the copy button

« Do not modify the data or the settings during the copy operation.

* Take notes of the selected properties and the resulted copy output.

* Please verify the coppied data and make sure it is coppied correctly.

The colors refer to the resulted status of the copy operation on the selected properties:

Not Included
Successfully Coppied
Operation Failed

Invalid Option

Click the close window button in the upper right corner (marked with a red asterisk) to close the popup.

Back on the Copy Review Board Configuration page, select the target review board from the Destination
dropdown list at the top of the page. The configuration Source is shown at the upper left, indicating the review

board that is currently active. Only review boards of the same type will populate in the Destination dropdown
list.

Select boxes for applicable configuration items in the setup lists are now available.

©2021 iMedRIS Data Corporation4
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Board Definition Help B Submission Notification Setup
Board Configuration Options B Continuing Review Notification Setup
B Setup Committee List B Renewsl Motification Setup
B Setup Review Board Roles B Expiring Study Notification
Setup Role Access Reviewer Assignment Notification
B B i fi
B Setup Electronic Document Stamp B Reviewers Complete Notification
5| etup Study Numbering nternal Routing Cemplete Notification
Setup Stud b B Internal Routing C Notificat
] etup Agenda Categories re Review Assignment Notification
Set da Cat B Pre R t Notif
Setup Finalized Agenda Document This option will copy the master template | B Mesting Attendance Notification
Template only. B ber Attend ot
ier.copyResult{ “Setup Finalized Agenda Document Member Attendance Change Notfication
Template”,"RB_SETUP_AGENDA_TEMP B Designated Review to be placed on the Agenda Notification
B $=E:;D3‘;zfnda Revision Document 'Drllils.-:ptcm will copy the master template B Outcome Signoff Letter Notification
B Setup Expedite Report Template B Outcome Signoff Complete Notification
E] Setup Meeting Minutes Template This optian will copy the master template only, B Outcome Letter Notification
B Setup Outcome Letter Groups B Outstanding Stipulations Notification
Setup Outcome Letter Templates B Internal Documents Notification
Setup Canned Mation B Mesting Agenda And Minute Notification
X . —
Setup Template Language
B Setup Correspondence Template
B Setup Review Cycle
Review Board System Setup - List Maintenance Setup
Review Outcome/Qutcome Configuration List
Internal Document Category
Predefined Stipulations
B Review Board Stipulation Actions
B Reviewer Rank Configuration List
B Archived Location List
Internal Routing User Roles

Select the configuration item(s) to be copied to the selected destination by clicking the respective checkbox(es).
Note that the following configuration items of the Source board cannot be copied:

— Board Definition

— Setup Review Board Roles

— Role Access

— Setup Correspondence Template

— Review Cycle

— Study Status Configuration List

Click the Copy Configurations button to complete the copy process. Click the Cancel Copy button to cancel the
process without saving changes.

[coen o ] [ cos ot |

Review Board Notification Setup

When the Copy Configurations button is clicked the copy process completes, and the Copy Review Board
Configuration page refreshes.

Items where there is no data to copy, or where the corresponding field is not turned on in the destination review
board, are not copied to the Destination review board.
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Board Definition "it\;;

Board Configuration Options

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
ier.copyResult( "Setup Finalized Agenda Document Template”™,"RB_SETUP_AGENDA_TEMP")%>
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates

Review Board System Setup - General Review Board Notification Setup

Submission Notification Setup
Continuing Review Notification Setup
Renewal Notification Setup

Expiring Study Notification

Reviewer Assignment Notification
Reviewers Complete Notification
Internal Routing Complete Notification
Pre Review Assignment Notification
Meeting Attendance Notification
Member Attendance Change Notification
Designated Review to be placed on the Agenda Notification
Qutcome Signoff Letter Notification
Outcome Signoff Complete Notification
Outcome Letter Notification

Outstanding Stipulations Netification

FPPPPPP P PEPEPRPPERBE P
FEPPPPPRPRPRPPERERERRR

Setup Canned Motion Internal Documents Notification

As demonstrated above, any items successfully copied are color coded with green text. Items that did not copy
successfully are color coded with red text.

Note: When performing a review board configuration copy from one board to another, fields that were originally
pre-populated in the destination board are overwritten with data copied from the source board.

Adult Risk Assigned Configuration List

Where the property rb.use_adult_risk_assigned is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Study Board Properties, see screenshot below), the iRIS™
system allows for setup and maintenance of an Adult Risk Assigned Configuration List. The list contains current
risk ratings the review board can assign to rate potential risk to adults accrued from participation in a particular
study.

My Workspaces = IRB Setup Board Properties @
RB Properties List Downioad Properties Script | | Save After Edit |
- Board Sotup

« Submission Review Properties
+ Dacument Processing

+ Study Summary Info

+ Consent Processing

rb.use_adult_benefit_assigned

rh.use_archived_location ® ves O No

rb.use_sault_risk_zssigned

rb.use_audit_view Oves ®no

=
- Security b use_biosatety_level Oves ®hio
+ Fee tracking rb.use._ceded_revi @ves Ono
- Multi-site Setup P

+ Recommendations and Stipulations ®ves Oio

+ Study Board Properties
- Amendments
+ Submission Prereview

®ves Ono

®ves Ono

ves Ono

rb.use_controls_approved

One

n
- Internal Routing
+ Training

rb.use_dod_outcome_labels. Oves ®no

rb.use_experimental_level

Oves ® 1o

Setting the property to “Yes” populates an Adult Risk Assigned Configuration List link on the List Maintenance
Setup tab, as shown in the example below.

W | e e | [T

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranulatary Natarminatian 1 1iee

Click the link to open the Setup Adult Risk Assigned List page, shown below.
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My Workspaces ® IRB Setup Adult Risk Assigned List |
Add an Adult Risk Delete Selected Adult Risk{s)
Order " N
rger  |adutt Risk Adult Risk Description

O \ 2 minimal The research involves no more than minimal risk to subjects

2 minor increase over minimal  The research involves a minor increase over minimal risk ta subjects
O * > minor increase over minimal  The research involves more than a minor increase over minimal risk to subjects.

4 N/A N/A

The page lists all previously configured adult risk assignments and provides controls for creating, revising and
deleting adult risk assignment records.

The list defined here is used to populate the dropdown picklist for the Adult Risk Assigned field, which appears
in both the Outcome tab (shown below) and Study Summary screen (not shown).

Adult Risk Assigned: | -none— e

ADULT:

minimal
Pediatric Risk Assigned:

minor increase over minimal
Exempt:

= minor increase over minimal
-Human Subject Research

(NHSR) :
MNi&

Add Adult Risk Assigned

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Risk
Assigned Configuration List link.

| s |

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranulatary Natarminatian 1 1iet

As shown below, the Setup Adult Risk Assigned List page opens.

My Workspaces & IRB Setup Adult Risk Assigned List (4]

[Fedenaaitrisk ]| | Delete Selected Acult Fiskts) |

Adult Risk Adult Risk Description
(m} 1 minimal The research involves no more than minimal risk to subjects.
O 2 miner increase over minimal The research involves a minor increase over minimal risk to subjects.
(w} ! 3 > minor increase over minimal  The research involves more than a minor increase over minimal risk to subjects.
[m] K 4 N/A N/A

Click the Add an Adult Risk button (blue box in screenshot above). An add form opens, as shown below.
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My Workspaces & IRB Setup Adult Risk Assigned List 4]

Save Adult Risk

*Order Number: 1

*Adult Risk:

*Adult Risk Description:

Order Number defaults to “1” (one), meaning that this entry will appear at the top of the list on the Setup Adult
Risk Assigned List page when saved. The field is unlocked, allowing for entry of a different Order Number. If a
duplicate Order Number is entered here the list is automatically reordered, with the new item taking
precedence.

Enter desired text for Adult Risk and Adult Risk Description, and click the Save Adult Risk button. The add form
closes and the new Adult Risk is added to the list on the Setup Adult Risk Assigned List page.

Edit Adult Risk Assigned

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Risk
Assigned Configuration List link.

W | e | [

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List

Ceded - Review Type List

-

-

- Ceded - Collaborating IRB List

-

- Pediatric Risk Assigned Configuration List
-

Danulatar: Natarminatinn 1 1ick

As shown below, the Setup Adult Risk Assigned List page opens.

My Workspaces & IRB Setup Adult Risk Assigned List 1]

Add an Adult Risk I I Delete Selected Adult Risk(s) |

1 minimal The research involves no more than minimal risk to subjects

2 minor increase over minimal The research involves a minor increase over minimal risk to subjects

5] e |Adult Risk
[
[
C

3 > minor increase over minimal  The research involves more than a minor increase over minimal risk to subjects.

0 4 N/A N/A

Click the applicable icon in the Edit column (blue box in screenshot above). The selected record opens in an edit
form, as shown below.
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My Workspaces = IRB Setup Adult Risk Assigned List [«

Save Adult Risk

*Order Number: 1
*Adult Risk: minimal

The research involves no more than minimal risk to subjects.

*Adult Risk Description:

Make desired changes to Order Number, Adult Risk and Adult Risk Description.

If a duplicate Order Number is entered here the list is automatically reordered when changes are saved, with the
new item taking precedence.

Click the Save Adult Risk button. The edit form closes and the Adult Risk is revised in the list on the Setup Adult
Risk Assigned List page.

Delete Adult Risk Assigned

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Risk
Assigned Configuration List link.

W [ e | [

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Danulatar: Natarminatian 1 1ice

As shown below, the Setup Adult Risk Assigned List page opens.

My Workspaces IRB Setup Adult Risk Assigned List T_\

[ Add an Adult Risk | | Delete Selected Adult Risk(s) ||

Adult Risk Adult Risk Description

[ 1 minimal The research involves no mere than minimal risk to subjects.

] 1 |2 minor increase over minimal The research involves a minor increase over minimal risk to subjects.

O 3 > minor increase over minimal  The research involves more than a minor increase over minimal risk to subjects.
o 1 |4 N/A N/A

Click to select the checkboxes of the item(s) to be deleted in the far left column and click the Delete Selected
Adult Risk(s) button (blue boxes in screenshot above).

A confirmation popup window displays.
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Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the list on the Setup Adult Risk
Assigned List page.

Adult Benefit Assigned Configuration List

Where the property rb.use_adult_benefit_assigned is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Study Board Properties), the iRIS™ system allows for setup and
maintenance of an Adult Benefit Assigned Configuration List. The list contains current benefit ratings the review
board can assign to rate potential benefits to adults accrued from participation in a particular study.

My Workspaces ®  IRB  Setup Board Properties @
RB Properties List Downioad Propertes Script | | Save After Edn |

b.use_adult_benefit_assigned

« R ions and Stipulations
+ Study Board Properties
nts

Setting the property to “Yes” populates an Adult Benefit Assigned Configuration List link on the List
Maintenance Setup tab, as shown in the example below.

| s s | S

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List .—
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranulatary Natarmination 1 1iet

Click the link to open the Setup Adult Benefit Assigned List page, shown below.
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My Workspaces & IRB Setup Adult Benefit Assigned List 4]

[ Add an Adult Benefit Delete Selected Adult Benefit(s)

order

Number |Adult Benefit Adult Benefit Description
0O 1 knowledge of condition w/  The research involves no prospect of direct benefit to individual subjects but is likely to yield generalizable knowledge about the
- no direct benefit subject’s disorder or condition.
=) > societal understanding w/  The research involves no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge to further society's
4 no direct benefit understanding of the disorder or condition under study.
(] 3 prospect of direct benefit  The research involves the prospect of direct benefit.
(] 4 N/A N/A

The page lists all previously configured adult benefit assignments and provides controls for creating, revising and
deleting adult benefit assignment records.

The list defined here is used to populate the dropdown picklist for the Adult Benefit Assigned field, which
appears in both the Outcome tab (shown below) and Study Summary screen (not shown).

Recommendation
Adult Benefit Assigned:
Stipulation knowledge of condition w/ no direct benefit
Pediatric Risk Assigned: |S0Cietal understanding w/ no direct benefit
Internal Submission prospect of direct benefit
Routing MNIA

Exempt:
Expedited by

Non-H Subject R ch -
Outcome on-Human Subje (::lesa;): Oves Ono

Outcome Letter

Add Adult Benefit Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Benefit
Assigned Configuration List link.

| s s | S

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List .—
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranulatary Natarmination 1 1iet

As shown below, the Setup Adult Benefit Assigned List page opens.

My Workspaces & IRB Setup Adult Benefit Assigned List (4]

| Add an Adult Benefit | I Delete Selected Adult Benefit(s)

Order

Edit | e |Adult Benefit Adult Benefit Description
) R knowledge of candition w/  The research invalves no prospect of direct benefit to individual subjects but is likely to yield generalizable knowledge about the
- no direct benefit subject’s disorder or condition.
( 2 societal understanding w/  The research involves no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge to further society's
no direct benefit understanding of the disorder or condition under study.
a 3 prospect of direct benefit  The research involves the prospact of direct benefit
O 4 N/A N/A

Click the Add an Adult Benefit button (blue box in screenshot above). An add form opens, as shown below.
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My Workspaces = IRB Setup Adult Benefit Assigned List L'

Save Adult Benefit

*Order Number: 1

*Adult Benefit:

*Adult Benefit Description:

Order Number defaults to “1” (one), meaning that this entry will appear at the top of the list on the Setup Adult
Benefit Assigned List page when saved. The field is unlocked, allowing for entry of a different Order Number.

If a duplicate Order Number is entered here the list is automatically reordered, with the new item taking
precedence.

Enter desired text for Adult Benefit and Adult Benefit Description, and click the Save Adult Benefit button. The
add form closes and the new Adult Benefit is added to the list on the Setup Adult Benefit Assigned List page.

Edit Adult Benefit Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Benefit
Assigned Configuration List link.

W | s s | [

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List -—
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranulatary Natarminatian 1 1iet

As shown below, the Setup Adult Benefit Assigned List page opens.

My Workspaces & IRB Setup Adult Benefit Assigned List (4]

Add an Adult Benet | [ Delete Selected Adult Benefit(s)

Order
Number

Adult Benefit Adult Benefit Description

knowledge of condition w/  The research invalves no prospect of direct benefit to individual subjects but is likely to yield generalizable knowledge about the

no direct benefit subject's disorder or condition.

( N societal understanding w/  The research invalves no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge to further society's
no direct benefit understanding of the disorder or condition under study.

O ] prospect of direct benefit  The research involves the prospect of direct benefit.

O 4 N/A N/A

Click the applicable icon in the Edit column (blue box in screenshot above). The selected record opens in an edit
form, as shown below.
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My Workspaces = IRB Setup Adult Benefit Assigned List I\
Save Adult Benefit

*order Number: 1
*Adult Benefit: knowledge of condition w/ no direct benefit

The research involves no prospect of direct benefit to
individual subjects but is likely to yield generalizable

e - knowledge about the subject's disorder or condition.
*Adult Benefit Description:

Make desired changes to Order Number, Adult Benefit and Adult Benefit Description.

If a duplicate Order Number is entered here the list is automatically reordered when changes are saved, with the
new item taking precedence.

Click the Save Adult Benefit button. The edit form closes and the Adult Benefit is revised in the list on the Setup
Adult Benefit Assigned List page.

Delete Adult Benefit Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Adult Benefit
Assigned Configuration List link.

W [ e | [

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List ﬁ
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Danulatar: Natarminatian 1 1ice

As shown below, the Setup Adult Benefit Assigned List page opens.

My Workspaces & IRB Setup Adult Benefit Assigned List (4]

Add an Adult Benefit | [ Oeiete Selected Adult Bensfitis) |

Order
Number

Adult Benefit Adult Benefit Description

knowledge of condition w/  The research involves no prospect of direct benefit to individual subjects but is likely to yield generalizable knowledge about the
no direct benefit subject's disorder or condition.

0 N societal understanding w/  The research involves no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge to further society's
ne direct benefit understanding of the disorder or conditicn under study.

a 3 prospect of direct benefit  The research involves the prospect of direct benefit

O 4 N/A N/A

Click to select the checkboxes of the item(s) to be deleted in the far left columns and click the Delete Selected
Adult Benefit(s) button (blue boxes in screenshot above).

A confirmation popup window displays.
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Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the list on the Setup Adult Benefit
Assigned List page.

Ceded - Collaborating IRB List

Where the property rb.use_ceded_review_details is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Study Board Properties), the iRIS™ system allows for setup and
maintenance of a Collaborating IRB List: a dropdown list of organizations provided in the Ceded to IRB field on
the Outcome tab of a submission, as demonstrated below.

My Workspaces ® IRB Setup Board Properties 1)
RB Properties List | Download Properties Seript | | Save After Edit
+ Board setup

+ Submission Review Properties rb.use_adult_beneiit_assigned
+ Document Processing
« Study Summary Info
+ Consent Processing rb.use_archived_location
- Reviewers

+ Meeting Settings
+ Security b use_biosafety_level
+ Fee tracking o use_ced
+ Multisite Setup

+ Recommendations and Stipulations
+ Study Board Properties rb.use_common_rule_display
+ Amendments

« Submission Prereview
« Letter rb.use_continue_review_due
« Submissions
+ Notification

+ Internal Rauting rb.use_dod_outcome_labels

rb.use_adult_risk_assigned

rb.use_audit

wiew_details

.Use._Child. risK._assigned

rb.use_continue_review

rb.use_contrels_approved

* Training rb.use_experimental_level

Ceded From IRB: |--nong-- A

Ceded From IRB
Number:

IRE One
Institution Address:

Institution Contact Infor 'RE 140

This field populates in the Outcome tab when the user indicates that the study has been ceded from or to
another organization.

Setting the property to “Yes” populates a Ceded - Collaborating IRB List link on the List Maintenance Setup tab,
as shown in the example below.
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Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List «
Ceded - Review Type List

Pediatric Risk Assighed Configuration List

Rannlatary Natarminatinn 1 lict

Clicking the link opens the Setup Collaborating IRB List page, shown below.

My Workspaces = IRB Setup Collaborating IRB List {I\

Add an Organization ] [ Delete Selected Organization(s)

Edit |Organization

O IRB One

O IRB Two

The page lists all previously configured Collaborating IRB records and provides controls for creating, revising and
deleting Collaborating IRB records.

Add Collaborating IRB Organization
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded —
Collaborating IRB List link.

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List «
Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Ranaulataruy Natarminatian 1 liek

As shown below, the Setup Collaborating IRB List page opens.

My Workspaces & IRB Setup Collaborating IRB List 0

I Add an Organization I l Delete Selected Organization(s)

Edit |Organization

O IRB One

) IRB Two

Click the Add an Organization button (blue box in screenshot above). An add form opens, as shown below.
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My Workspaces = IRB Setup Collaborating IRB List 4]
Save Organization |

*Organization:

Enter the desired text for the new Organization and click the Save Organization button. The add form closes and
the new Organization is added to the list on the Setup Collaborating IRB List page.

Edit Collaborating IRB Organization
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded —
Collaborating IRB List link.

System Setup | List Maintenance Setup | m

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List «
Ceded - Review Type List

Pediatric Risk Assighed Configuration List

Rannlatary Natarminatinn 1 lict

As shown below, the Setup Collaborating IRB List page opens.

My Workspaces [ IRB Setup Collaborating IRB List v

Add an Organization I l Delete Selected Organization(s)

Edit |Organization

] IRB One

) | J1RE Two

Click the applicable icon in the Edit column (blue box in screenshot above). The applicable record is opened in an
edit form, as shown below.

My Workspaces IRB Setup Collaborating IRB List 0

Save Organization

*Organization: | IRB Ons

Revise text for the Organization as desired and click the Save Organization button. The edit form closes and the
Organization is revised in the list on the Setup Collaborating IRB List page.

Delete Collaborating IRB Organization

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded -
Collaborating IRB List link.
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Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List «
Ceded - Review Type List

Pediatric Risk Assighed Configuration List

Rannlatary Natarminatinn 1 lict

As shown below, the Setup Collaborating IRB List page opens.

My Workspaces [ IRB Setup Collaborating IRB List 1)

Add an Organization I I Delete Selected Organization(s) I

Edit |Organization

O IRB One

) | IRBTwo

Click to select the checkboxes of the item(s) to be deleted in the far left columns and click the Delete Selected
Organization(s) button (blue boxes in screenshot above).

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The Organization is deleted from the list on the Setup
Collaborating IRB List page.

Ceded - Review Type List
The iRIS™ system allows for setup and maintenance of a Type of Review List: a dropdown list of review types
provided in the Ceded to IRB Review Type field on the Outcome tab of a submission, as demonstrated below.
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Review Checkdist

and Comments Ceded to IRB: [IRE One [
— IRB of Record: (7). @i,

Review Summary - - Ceded to Expiration Date:

1010472016 M
— - - IRB Initial Approval:
Submission Discussion
Ry e E—

Recommendation
————— IRB Expiration: o Ceded to IRB Raview Type:

Stipulation l:l _I Calculate Date Escalated
—— Expedited

Internal Submission Continuing Review Due: I:l v}

Roting

Outcome Protocol Closure: ,

Dutcome | atter Clocad: ~

This field populates when the user indicates that the current IRB is not the IRB of Record and the study has been
ceded to another IRB.

The Type of Review List is maintained on the Setup Type of Review List page, which is accessed via the Ceded -
Review Type List link on the List Maintenance Setup tab, as shown in the example below.

W | e e |

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List «
Pediatric Risk Assigned Configuration List

Ranulatary Natarminatinn 1 1iet

Clicking the link opens the Setup Type of Review List page, shown below.

My Workspaces = IRB Setup Type of Review List 1]

Add an Type of Review ] [ Delete Selected Type of Review(s)

Edit [Type of Review

Entertained

Escalated

5]
0
0
0

Expedited

Multi-site Reliance Study Fee

O Outside IRB Reviewed Study Fee

The page lists all previously configured Type of Review records and provides controls for creating, revising and
deleting Type of Review records.

Add Type of Review

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded —
Review Type List link.
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W | e e |

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List «

Pediatric Risk Assigned Configuration List

As shown below, the Setup Type of Review List page opens.

My Workspaces & IRB Setup Type of Review List [

| Add an Type of Review | [ Delete Seleoted Type of Review(s) |

Edit |Type of Review

O | Entertained

[m] | Escalated

O | Expedited

(m] | Multi-site Reliance Study Fee

] | Outside IRB Reviewed Study Fee

Click the Add an Type of Review button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces = IRB Setup Type of Review List 1]
Save Type of Review

*Type of Review:

Enter the desired text for the new Type of Review and click the Save Type of Review button. The add form closes
and the new Type of Review is added to the list on the Setup Type of Review List page.

Edit Type of Review
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded —
Review Type List link.

W | e e |

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List «

Pediatric Risk Assigned Configuration List

Ranulatary Natarminatinn 1 1iet

As shown below, the Setup Type of Review List page opens.
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My Workspaces & IRB Setup Type of Review List [4]

Add an Type of Review ‘ [ Delete Selected Type of Review(s) |

Type of Review

] | JEntertained

(] 1 Escalated

0 | [|Expedited

O | JMulti-site Reliance Study Fee

O | Joutside IRB Reviewed Study Fee

Click the applicable icon in the Edit column (blue box in screenshot above). The applicable record is opened in an
edit form, as shown below.

My Workspaces = IRB Setup Type of Review List Il

*Type of Review: Entertained

Make desired changes to Type of Review text and click the Save Type of Review button. The edit form closes and
the Type of Review is revised in the list on the Setup Type of Review List page.

Delete Review Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Ceded —
Review Type List link.

B | s |

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List «

Pediatric Risk Assigned Configuration List

Danulatary Natarminatinn 1 1ict

As shown below, the Setup Type of Review List page opens.

My Workspaces © IRB Setup Type of Review List £

Add an Type of Review | | Delete Selected Type of Review(s) ||

Edit |Type of Review

| Entertained
| [Escalated
U 1 Expedited
(|} | Multi-site Reliance Study Fee

(B} Outside IRB Reviewed Study Fee
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Click to select the checkboxes of the item(s) to be deleted in the far left columns and click the Delete Selected
Type of Review(s) button (blue boxes in screenshot above).

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The Type of Review is deleted from the list on the Setup Type
of Review List page.

Pediatric Risk Assigned Configuration List

Where the property rb.use_child_risk_assigned is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Study Board Properties), the iRIS™ system allows for setup and
maintenance of a Pediatric Risk Assigned Configuration List. The list contains current risk ratings the review
board can assign to rate potential risk to minors accrued from participation in a particular study.

Setting the property to “Yes” populates a Pediatric Risk Assigned Configuration List link on the List Maintenance
Setup tab, as shown in the example below.

| s s | S

L Adult Risk Assigned Configuration List

- Adult Benefit Assigned Configuration List

- Ceded - Collaborating IRB List

- Ceded - Review Type List

L] Pediatric Risk Assigned Configuration List «
-

Ranulatary Natarmination 1 1iet

Click the link to open the Setup Pediatric Risk Assigned List page, shown below.
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@

IRB Setup Pediatric Risk Assigned List !I\

My Workspaces

Add a Pediatric Risk ] [ Delete Selected Pediatric Risk(s)

Pediatric Risk Pediatric Risk Description
O 1 minimal Research not involving greater than minimal risk.
0 5 > minimal w/ prospect Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual
i) of direct benefit subjects.
0 3 > minimal w/ NO direct Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to
— benefit yield generalizable knowledge about the subject's disorder or condition.
0 4 not otherwise Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious
= approvable problem affecting the health or welfare of children.

The page lists all previously configured adult risk assignments and provides controls for creating, revising and
deleting adult risk assignment records.

The list defined here is used to populate the dropdown picklist for the Pediatric Risk Assigned field, which
appears in both the Outcome tab (shown below) and Study Summary screen (not shown).

Outcome Adult Risk Assigned:
Outcome Letter . . minimal
Adult Benefit Assigned: |, niqima) w/ prospect of direct benefit
Submission Complete = minimal w/ NO direct benefit
Pediatric Risk Assigned: |not otherwise approvable
NIA

Exempt: LCEtEgOTy 2

Add Pediatric Risk Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Pediatric
Risk Assigned Configuration List link.

I | s s | [

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List

Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List s

Danulatar: Natarminatinn 1 1ict

As shown below, the Setup Pediatric Risk Assigned List page opens.

My Workspaces [ IRB Setup Pediatric Risk Assigned List [«

| Add a Pediatric Risk § [ Delete Selected Pediatric Risk(s)

Pediatric Risk Pediatric Risk Description

(] 1 minimal Research not involving greater than minimal risk.

0 2 > minimal w/ prospect Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual
=4 of direct benefit subjects.

O 3 > minimal w/ NO direct Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to
= benefit yield generalizable knowledge about the subject's disorder or condition.

0 4 not otherwise Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious
=d approvable problem affecting the health or welfare of children.

Click the Add a Pediatric Risk button (blue box in screenshot above). An add form opens, as shown below.
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My Workspaces & IRB Setup Pediatric Risk Assigned List o
Save Pediatic Risk |
“Order Number: 1
*Pediatric Risk:
*Pediatric Risk
Description:

Order Number defaults to “1” (one), meaning that this entry will appear at the top of the list on the Setup
Pediatric Risk Assigned List page when saved. The field is unlocked, allowing for entry of a different Order
Number. If a duplicate Order Number is entered here the list is automatically reordered, with the new item
taking precedence.

Enter desired text for Pediatric Risk and Pediatric Risk Description, and click the Save Pediatric Risk button. The
add form closes and the new Adult Risk is added to the list on the Setup Adult Risk Assigned List page.

Edit Pediatric Risk Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Pediatric
Risk Assigned Configuration List link.

W | e | [

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List

Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List -

Danulatar: Natarminatinn 1 1ick

As shown below, the Setup Pediatric Risk Assigned List page opens.

My Workspaces = IRB Setup Pediatric Risk Assigned List 4]
Add a Pediatric Risk j ‘ Delete Selected Pediatric Risk(s)
_ Order N . N .
Edit Number Pediatric Risk Pediatric Risk Description

O 1 minimal Research not involving greater than minimal risk.

0 > > minimal w/ prospect |Research invelving greater than minimal risk but presenting the prospect of direct benefit to the individual
of direct benefit subjects

D 3 > minimal w/ NO direct Research invelving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to
benefit yield generalizable knowledge about the subject's disorder or condition.

0 4 not ctherwise Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious
approvable problem affecting the health or welfare of children

Click the applicable icon in the Edit column (blue box in screenshot above). The selected record opens in an edit
form, as shown below.
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My Workspaces & IRB Setup Pediatric Risk Assigned List [4]
*Order Number: 1
*Pediatric Risk: minimal

Research not involving greater than minimal risk.

*Pediatric Risk
Description:

Make desired changes to Order Number, Pediatric Risk and Pediatric Risk Description.

If a duplicate Order Number is entered here the list is automatically reordered when changes are saved, with the
new item taking precedence.

Click the Save Pediatric Risk button. The edit form closes and the Pediatric Risk is revised in the list on the Setup
Pediatric Risk Assigned List page.

Delete Pediatric Risk Assigned
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Pediatric
Risk Assigned Configuration List link.

W | s s | [

Review Board Lists

Adult Risk Assigned Configuration List

Adult Benefit Assigned Configuration List

Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List s

Ranulatary Natarminatian 1 1iet

As shown below, the Setup Pediatric Risk Assigned List page opens.

My Workspaces [ IRB Setup Pediatric Risk Assigned List \I\

Add a Pediatric Risk ] | Delete Selected Pediatric Risk(s) |

Pediatric Risk Pediatric Risk Description
O 1 minimal Research not involving greater than minimal risk.
J
0 5 > minimal w/ prospect Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual
) of direct benefit subjects.
0 3 > minimal w/ NO direct Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to
— benefit yield generalizable knowledge about the subject's disorder or condition.
0 4 not otherwise Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious
=g approvable problem affecting the health or welfare of children.

Click to select the checkboxes of the item(s) to be deleted in the far left column and click the Delete Selected
Pediatric Risk(s) button (blue boxes in screenshot above).

A confirmation popup window displays.
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Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the list on the Setup Pediatric Risk
Assigned List page.

Regulatory Determination 1 List / Regulatory Determination 2 List

The Regulatory Determination 1 List and Regulatory Determination 2 List are used in the Outcome tab, to
provide the IRB with preconfigured dropdown picklists of up to two regulatory determinations applicable to a
given submission.

- - Regulatory Determination 1: one
Sifpu it Regulatory Determination Risk Group 1
Internal Submission Regulatory Determination 2: |-none-- R |
Routing
Expedited by
Outcome Termination Reason: |—none—-
Outcome Letter —

The configuration lists are accessed via the IRB Assistant > Review Board Administration > List Maintenance
Setup tab > Regulatory Determination 1 List and Regulatory Determination 2 List links.

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Regulatory Determination 1 List

Regulatory Determination 2 List

Archived Location List

- Navira Canfimuratinn |ict

Clicking either link opens the associated Regulatory Determination List page (example, Regulatory
Determination 1 List page, shown below).
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My Workspaces IRB Setup Regulatory Determination 1 List [I|

Add a Risk Group ] [ Delete Selected Risk Group(s)

Regulatory Determination

O 1 1 Regulatory Determination Risk Group 1

Processes for adding, revising and deleting regulatory determination items are the same for both lists, as

described in the following manual subsections.

Add Regulatory Determination
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the applicable

Regulatory Determination List link.

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assigned Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Regulatory Determination 1 List

Regulatory Determination 2 List

Archived Location List

L] Naviera Canfimnratian | ict
As shown below, the applicable Setup Regulatory Determination Assigned List page opens.

My Workspaces & IRB Setup Regulatory Determination 1 List 4]

[Add a Risk Group | I Delete Selected Risk Group(s) ]

Regulatory Determination

O 1 Regulatory Determination Risk Group 1

Click the Add a Risk Group button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces = IRB Setup Regulatory Determination 1 List <

Save Risk Group

*Order Number: 1

“Regulatory Determination:

Order Number defaults to “1” (one), meaning that this entry will appear at the top of the list on the Setup
Regulatory Determination List page when saved. The field is unlocked, allowing for entry of a different Order
Number. If a duplicate Order Number is entered here the list is automatically reordered, with the new item

taking precedence.

©2021 iMedRIS Data Corporation26



IRB Assistant — List MaintenanceiRIS ™v13.01

Enter desired text for Regulatory Determination and click the Save Risk Group button. The add form closes and
the new Regulatory Determination is added to the list on the applicable Setup Regulatory Determination List

page.

Edit Regulatory Determination
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the applicable
Regulatory Determination List link.

Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assighed Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Regulatory Determination 1 List

Regulatory Determination 2 List

Archived Location List

- Ravira Canfinnratian lics

As shown below, the applicable Setup Regulatory Determination List page opens.

My Workspaces & IRB Setup Regulatory Determination 1 List <

| Add a Risk Group | [ Delete Selected Risk Group(s) l

= . |Order Ay
n Edit Number Regulatory Determination

O 1 Regulatory Determination Risk Group 1

Click the Add a Risk Group button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces & IRB Setup Regulatory Determination 1 List L

| Save Risk Group

“Order Number: 1

Regulatary Determis Risk Graup 1

Make desired changes to Order Number and Regulatory Determination and click the Save Risk Group button.

If a duplicate Order Number is entered here the list is automatically reordered when changes are saved, with the
new item taking precedence.

The edit form closes and the Regulatory Determination is revised in the list on the applicable Setup Regulatory
Determination List page.

Delete Regulatory Determination
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the applicable
Regulatory Determination List link.
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Review Board Lists

Adult Risk Assigned Configuration List
Adult Benefit Assighed Configuration List
Ceded - Collaborating IRB List

Ceded - Review Type List

Pediatric Risk Assigned Configuration List

Regulatory Determination 1 List

Regulatory Determination 2 List

Archived Location List

- Navira Canfinnratian lick
As shown below, the applicable Setup Regulatory Determination List page opens.

My Workspaces & IRB Setup Regulatory Determination 1 List <

[ Add a Risk Group l | Delete Selected Risk Group(s) |

= . |Order Ay
n Edit Number Regulatory Determination

O | 1 Regulatory Determination Risk Group 1

Click to select the checkboxes of the item(s) to be deleted in the far left column and click the Delete Selected
Risk Group(s) button (blue boxes in screenshot above).

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the list on the applicable Setup
Regulatory Determination List page.

Archived Location List

Where the property rb.use_archived_location is set to “Yes” (under IRB Assistant > Review Board Administration
> Board Configuration Options > Study Board Properties, see screenshot below), the iRIS™ system provides a
means for tracking locations where study documentation can be archived.
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« Board Setup
+ Submission Review Properties

« Document Processing

«+ Study Summary Info

« Consent Processing

* Reviewers

+ Meeting Settings

« Security

- Fee tracking

« Multi-site Setup

+ Recommendations and Stipulations
« Study Board Properties

+ Amendments

* Submission Prereview

. Letter

* Submissions

+ Notification

« Internal Routing

« Training

My Workspaces & IRB Setup Board Properties

RB Properties List

T3}

[ Downioad Propertes Script | | Save Atter Eat |

Property Name Property Value

rb.use_adult_benefit_assigned

rb.use_adult_risk_assigned

®ves Ono

® ves O o

[ ro.use_archived_tocation

® ves O o

rb.use_audit_view
rb.use_biosafety_level
rb.use_ceded_review_details
rb.use_child_risk_assigned
rb.use_common_rule_display
rb.use_continue_review
rb.use_continue_review_due
rb.use_controls_approved
rb.use_dod_outcome_labels

rb.use_experimental_level

O Yes ®No
Oves @ o
@ ves Omo
®ves Ono
® ves Ono
@ ves Omo
®ves One
®ves Ono
OYes ®no

O Yes @ No

rb.use_expiration_date ®ves One

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Archived
Location List link.

- Stipulation Category

®  Archived Location List ‘

() Device Configuration List

Dicacica o 3 H Lics

The Setup Archived Location List page is opened.

Setup Archived Location List

My Workspaces = IRB

Add a New Location

List of Archived Locations

0 result(s) found...

Edit |Archived Location

No Archived Locations are found.

Archived Location List Implementation - Application Side
The archived location list is provided as a dropdown picklist on the Study Summary page for selection of
Archived Location when a study/submission is renewed or reactivated, as shown in the IACUC example below.

IACUC Study Summary | <

m ANTAz-156 sway e : [
/o801

IACUC Number: ANI-12-156
Alias:application
PI: _admin, Admin Admin, Ph.D. Brig. Gen.

My Workspaces

IACUC Full Renewal Expiration Date: [JLIFAEL]

smapevan cusauna.

Save Changes

Previous Protocol Number:
Archived Location: |—none— v |

—none—
Location 1

Archived Location List Implementation - Board Side
Where applicable, archive locations are specified on the application side and are not generally subject to direct
revision by the board.
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Add Archived Location
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Archived
Location List link.

Stipulation Category

Archived Location List «

Device Configuration List

[ W WG YO N NP PP oy i P 22 8 Pow

The Setup Archived Location List page is opened. Click the Add a New Location button.

My Workspaces = IRB Setup Archived Location List

Add a New Location

List of Archived Locations

0 result(s) found...

Edit |Archived Location

Mo Archived Locations are found.

Enter the desired Archived Location and click the Save Location button.

My Workspaces = IRB Setup Archived Location List

Add an Archived Location to the system.

*Archived Location: |Gaines Hall Basement, Rm 9|

The category is added on the main Setup Archived Location List page.

My Workspaces = IRB Setup Archived Location List

Add a New Location ] [ Delete Selected Location(s) ]

List of Archived Locations

1 result(s) found...

‘ Edit |Archived Location

3| Gaines Hall Basement, Rm 9

Edit Archived Location
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Archived
Location List link.
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AT S T C O T T O T O OO T CTS T

Stipulation Category

Archived Location List «

Device Configuration List

Mnctoanind Diawdon Condl 5 pios

The Setup Archived Location List page is opened. Click the icon in the Edit column for the applicable item.

My Workspaces & IRB Setup Archived Location List

[ Add a New Location } [ Delete Selected Locationis) ]

List of Archived Locations

1 result(s) found...

E Edit | Archived Location

Gaines Hall Basement, Rm 2

The record is opened for editing. Make desired changes to the Archived Location field and click the Save

Location button.

My Workspaces & IRB Setup Archived Location List | < |

Edit an Archived Location.

*Archived Location: |Gaines Hall Basement. Rm 19

The category is revised on the main Setup Archived Location List page.

My Workspaces & IRB Setup Archived Location List

Add a New Location ] [ Delete Selected Location(s) ]

List of Archived Locations

1 result(s) found...

He | Edit |Archived Location

Gaines Hall Basement, Rm 19
1

Delete Archived Location

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Archived

Location List link.

AT ST COTI T O T O OO T CT T

Stipulation Category

Archived Location List «

Device Configuration List

Docte—ind Dioeelcon FonEl £ Lice
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The Setup Archived Location List page is opened. Select the checkbox(es) for the item(s) to be deleted and click
the Delete Selected Location(s) button.

My Workspaces & IRB Setup Archived Location List

Add a New Location ] I Delete Selected Location(s) I

List of Archived Locations

1 result({s) found...

IE  edit |Archived Location

- Gaines Hall Basement, Rm 19

A confirmation popup window appears.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to delete the record and close the popup. The record is deleted from the list on the main Setup
Archived Location List page.

My Workspaces = IRB Setup Archived Location List

Add a New Location

List of Archived Locations

0 result(s) found...

Edit |Archived Location

No Archived Locations are found.

Stipulation Category
Where the property rb.use_stipulation_category is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Recommendations and Stipulations), the review board can group

stipulation items into categories.
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My Workspaces ¥ IRE  Satup Board Properties

RB Properties List

« Board Setup

eview Properties
¢t Pracessing
ummary Info

rb.updata_recommandation_by_all

rb.updata_stipulation_by_all
rb.use_bundle_stipulation

« Meeting Settings b.use_stipulation_catagory
+ Security

« Fee tracking

+ Multi-site Setup

+ Recommendations and Stipulations
Board Properties

Duse._stpLlaton. control response.

rb.use._stipulation._responses._disglay_al_boards

rbuse._stipulation_tracking

- Notification
« Internal Routing
- Training

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Stipulation
Category link.

= =

Stipulation Category «

Archived Location List

Device Configuration List

[T Uy P R JUp ey - H 1ios

The Setup Stipulation Category List page is opened.

My Workspaces & IRB Setup Stipulation Category List | 4|

[ Add a Stipulation Category ]

Stipulation Category

No stipulation categories records have been entered. |

Stipulation Category List Implementation - Application Side

Where applicable, stipulations are assigned on the board review side. This list is not employed on the application
side.

Stipulation Category List Implementation - Board Side

The stipulation category list is provided as a dropdown picklist for selection of Stipulation Type when a
stipulation is added for a submission.

Study Number: 1472532753
PIL: Investigator, Principal

Stipulation Information: * Stipulation Content

*Stipulation Type:

My Workspaces = IRB Review Stipulation

Save the Stipulation

Bl

o B I u 5 x x? Font Family > 12 - & 1~ 9~ =~ =~ =~

Stipulation must be addressed v

Select the components to be modified % ] Q - s

[with this stipulation:

' Attach Component(s) to the Stipulation

No submission components have been associated
yet. Please click on the green add button to
associate your Stipulation(s).

Add Component(s)
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Add Stipulation Category
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Stipulation
Category link.

= =

Stipulation Category «

Archived Location List

Device Configuration List

The Setup Stipulation Category List page is opened. Click the Add a Stipulation Category button.

My Workspaces & IRB Setup Stipulation Category List

I Add a Stipulation Category I

E Edit Stipulation Category
Mo stipulation categories records have been entered. |

Enter a Stipulation Category name and click the Save Stipulation Category button.

My Workspaces = IRB Setup Stipulation Category List a

I Save Stipulation Category I

*Stipulation Category: Corractions|

The category is added on the main Setup Stipulation Category List page.

My Workspaces & IRB Setup Stipulation Category List 4 |

[ Add a Stipulation Category ] [ Delste Selected Stipulation Category(s) ]

E Edit Stipulation Category
Corrections
L=

Edit Stipulation Category
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Stipulation
Category link.

= =

Stipulation Category ‘

Archived Location List

Device Configuration List

Diocteofod Mioeelon ro £ H Lios

The Setup Stipulation Category List page is opened. Click the icon in the Edit column for the applicable item.
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My Workspaces IRB Setup Stipulation Category List
[ Add a Stipulation Category ] [ Delete Selected Stipulation Category(s) ]
E Edit Stipulation Category

Corrections
=

The record is opened for editing. Make desired changes to the Stipulation Category name and click the Save
Stipulation Category button.

My Workspaces & IRB Setup Stipulation Category List [« |

I Save Stipulation Category I

*Stipulation Category: Application Form Corrections

The category is revised on the main Setup Stipulation Category List page.

My Workspaces = IRB Setup Stipulation Category List | ¢ |

[ Add a Stipulation Category } [ Delete Selected Stipulation Category(s) ]

Stipulation Category

Application Form Corrections
J

Delete Stipulation Category

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Stipulation
Category link.

= =

Stipulation Category «

Archived Location List

Device Configuration List

Dncte—ind Mowicon Foofl H [

The Setup Stipulation Category List page is opened. Select the checkbox(es) for the item(s) to be deleted and
click the Delete Select Stipulation Category(s) button.

My Workspaces © 1RB Setup Stipulation Category List 0

[ Add a Stipulation Category } I Delete Selected Stipulation Category(s) I

Stipulation Category

Application Form Corrections
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A confirmation popup window displays.

Are you sure you want to delete selected item?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the Setup Stipulation Category List
page.

My Workspaces IRB Setup Stipulation Category List

Add a Stipulation Category ]

Stipulation Category

No stipulation categories records have been entered. |

Device Configuration List

The Device Configuration List is where a list of devices approved by the institution for use in animal subject
studies is maintained in the iRIS™ system. To access the list, navigate to IRB Assistant > Review Board
Administration > List Maintenance Setup tab and click the Device Configuration List link.

ic Risk Assi d C l ation List
Regulatory Determination 1 List
Regulatory Determination 2 List
Archived Location List

Device Configuration List «

Drug Configuration List

Internal Document Cateaorv

The Setup Device List page is opened.

My Workspaces = IRB Setup Device List n

[ D Device C i ][ Upload Device Gonfiguration M Merge Device Records }[ Add a New Device ]

T pevice ame: ]

2 result(s) found...

Delete Edit ;':.t:""" Rec Device Name Device Mode Device Serial Number
5

0 SE Venous Stent Distal-to-Proximal Insertion LP-002371X

0 2 Autoclave Full Cycle KMK-M36022
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If the device list is lengthy, use the Device Browse/Find form above the list to search for records by Device
Name.

Device List Implementation - Application Side
The device list is employed in the following areas on the application side of iRIS™.

Study Application — the Device Configuration List is made available in an application via an Add
a New Device to the Study button

- Add a New Device to the Study

- A new device or a
Delete View _
Device Details Device Name FDA Approved new use of )
approved device:

Mo devices have been added to this Study

For more information about the study application, see the Study Assistant Manual.

Device List Implementation - Board Side

Devices are added on the application side where required and are not generally subject to direct revision by the
board.

Add a New Device

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Device
Configuration List link.

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List ‘

Drug Configuration List

Internal Document Categorv

The Setup Device List page is opened. Click the Add a New Device button.

My Workspaces [ IRB Setup Device List

[o Device C i ) uptoad Device Coniguration || Mergs Devics Recoras I Add a New Device I

— peviceName: [ |

2 result(s) found...

Internal Rec

Delete Edit ‘Dﬂvice LET.T Device Mode Device Serial Number
Num

o SEE Venous Stent Distal-to-Proximal Insertion LP-002371X

o ) 2 Autoclave Full Cycle KMK-M36022

An Add a new device to the system panel opens for entry of the new record.
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My Workspaces [® IRB Setup Device List | 4 |

Add a new device to the system.

*Device Namea: | |

Device Mode: | |

Device Serial Number:

Enter a Device Name, Device Mode and Device Serial Number, then click the Save Changes button.

My Workspaces (@ IRB Setup Device List 0

Save Changes

Add a new device to the system.

*Device Name: |High Temp Cautery Pen |

Device Mode: |Fine Tip |

Device Serial Number: [9560087ML |

The add panel is closed and the new record is added on the Setup Device List page.

My Workspaces & IRB Setup Device List 4]

[ Download Device Configuration Template ][ Upload Device Configuration ][ Merge Device Records H ‘Add a New Device ]

3 result(s) found...

Delete Edit :l'jt""'" Rec Device Name Device Mode Device Serial Number
o l 3| 1 Venous Stent Distal-to-Proximal Insertion LP-D02371X

o ) |3 High Temp Cautery Pen Fine Tip $560087ML

o ‘_ 3 2 Autoclave Full Cycle KMK-M96022

Download Device Configuration Template

The iRIS™ system provides a mechanism for adding a large quantity of device records at once, via population
and upload of a pre-formatted Excel template. Click the Download Device Configuration Template button to
begin. A download dialog opens at the bottom of the page.
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My Workspaces © IRB Setup Device List
Download Device Configuration Template Upload Device Configuration ][ Merge Device Records ][ ‘Add a New Device ]

3 result(s) found...

Internal Rec

Delete Edit (0

‘Devi(e MName Device Mode Device Serial Number

o 1 | Venous Stent Distal-to-Proximal Insertion LP-002371X
o 3 High Temp Cautery Pen Fine Tip 9560087ML
o 2 Autoclave Full Cycle KMK-M96022

What do you want to do with HCPPJOYZ xIs?

O ~ © | *
From: sb1.imedris.net FET Save ancel

Click the Cancel button in the download dialog popup to close it without downloading the template.

Click the Save button in the download dialog popup to save the template to the default Downloads folder on the
computer. Click the upward-pointing arrow to the right of the Save button to access Save As options, which allow
for saving the template to the user’s desired location on the computer.

The download dialog popup message changes when the download is complete, as shown below.

HCPPIOYZ.xls finished downloading. Open Open folder View downloads *

Navigate to the downloaded template file and open it.

HCPPIOYZ - Compatibility...

File Home Insert Page Layout Formulas Data Review View Help A
Q’D & Calibri i | == % % [ Conditional Formatting ¥
— EB - B I U~ AA | === v | Number @Formal as Table ¥
B R AN == o v [i7Z Cell Styles ~
Clipboard M Font [ Alignment M~ Styles
Cc7 - fe
A B C
1 Device Name Device Mode Device Sun_'al No
2 INO more than 128 characters  No more then 32 ch_aracters No more th_an 32 chiracters I
3
4

As shown in the screenshot above, field length limits are provided in the second row. Enter desired device
records to complete the template and save changes to the file.

Upload Device Configuration Template

When the Device Template has been populated with all desired data, navigate to IRB Assistant > Review Board
Administration > List Maintenance Setup tab and click the Device Configuration List link. The Setup Device List
page opens. Click the Upload Device Configuration button.
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My Workspaces IRB Setup Device List o

[ Download Device Configuration Template ]I Upload Device Configuration I[ Merge Device Records ][ ‘Add a New Device ]

3 result(s) found...

Delete Edit :::::"'a' Rec Device Name Device Mode Device Serial Number
Q Ky [ Venous Stent Distal-to-Proximal Insertion LP-002371X

o Ky s High Temp Cautery Pen Fine Tip 9560087ML

0 Ky |2 Autoclave Full Cycle KMK-MS6022

An upload dialog popup appears.

Upload Document - Microsoft Edge = m] X

& | httpsy//sb1.imedris.net/UploadDocument jsp?USER_ID=181D=-1&TYPE=&XL5=Yes

Document Location: Browse

Instruction: Uploading a document into iRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

[ save selected file | o(ancﬂ |

Click the Cancel button to close the dialog without completing the upload.

Click the Browse... button to navigate to the completed template and select it, then click the Save selected file
button to complete the upload.

Review the uploaded records in the Setup Device List page to ensure the uploaded records have correctly
populated all columns. Any records that do not meet data content requirements must be edited or deleted
promptly, to ensure they cannot be mistakenly assigned to studies.

Edit Device
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Device
Configuration List link.

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List «

Drug Configuration List

Internal Document Catedory

The Setup Device List page is opened. Click the icon in the Edit column for the applicable record.
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My Workspaces IRB Setup Device List [}

[ Download Device Configuration Template ][ Upload Device Configuration ][ Merge Device Records ][ ‘Add a New Device ]

R pevice Name: ]

3 result(s) found...

Delete Edit f.':_t::"" Rec Device Name Device Mode Device Serial Number
o 1 il B Venous Stent Distal-to-Proximal Insertion LP-002371X

o ‘_ il E High Temp Cautery Pen Fine Tip $560087ML

o ‘_ N & Autoclave Full Cycle KMK-M96022

The record is opened in an Edit a device in the system panel. Make desired changes and click the Save Changes
button.

My Workspaces IRB Setup Device List 0

Save Changes

Edit a device in the system.

*Device Name: |Fine Tip Cautery Pen |

Device Mode: [High Temp ]

Device Serial Number: [9560087ML |

The edit panel is closed and the record is revised on the Setup Device List page.

Pl

[ Download Device Configuration Template ][ Upload Device Gonfiguration ][ Merge Device Records ][ Add a New Device ]

P deviceName:[ ]

3 result(s) found...

Delete i B Device Mode Device Serial Number
0 31 1 'Venous Stent Distal-to-Preximal Insertion LP-002371X

Q 2 Autoclave Full Cydle KMK-M86022

Q 3 S iy R High Temp 9550087ML

Delete Device
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Device
Configuration List link.

ic Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List
Archived Location List

Device Configuration List «

Drug Configuration List

Internal Document Categoryv

The Setup Device List page is opened. Click the icon in the Delete column for the applicable record.
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[ Download Device Configuration Template H Upload Device Configuration M Merge Device Records H ‘Add a New Device }

A bevice Name:| ]

3 result(s) found...

Delete Edit Device Name Device Mode Device Serial Number

Internal Rec
Nuss

o SEE! Venous Stent Distal-to-Proximal Insertion LP-002371X
o ) L2 Autoclave Full Cycle KMK-M3§022
o ) A Fine Tip Cautery Pen High Temp 9560087ML

A confirmation popup window displays.

Are you sure you want to delete selected item?

CONFIRM CAMNCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record and return to the Setup Device List page.

Merge Device Records
Sometimes a duplicate or erroneous device record is created and then assigned to one or more study
applications before the mistake is caught.

In that situation, the duplicate or erroneous device record can be merged with a valid device record. The valid
device record is then substituted for the duplicate/erroneous device record previously assigned to study
applications.

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Device
Configuration List link.

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List ‘

Drug Configuration List

Internal Document Cateaorv

The Setup Device List page is opened.
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My Workspaces & IRB Setup Device List

[ ‘Download Device Configuratien Template “ Upload Device Configuration Merge Device Records | Add a New Device
et deviceName:[ |

4 result(s) found...

Intarnal Rac

Delete ‘ Edit

Device Serial Number

‘Venous Stent

0 1 Distal-to-Proximal Insertion LP-002371X
o 2 Autoclave Full Cycle KMK-MS6022
o SE Fine Tip Cautery Pen High Temp 9560087ML.
o 4 Cautery Pen High Temp 9560087ML.

In the example shown above, the second “Cautery Pen” device record in the list was created in error but may

have been assigned to one or more studies. Click the Merge Device Records button to begin. The Merge Device
Records page opens.

My Workspaces & IRB Merge Device Records 0

Select two or more records to merge.

R e R
O 2

Autoclave

Full Cycle KMK-M96022
4 Cautery Pen High Temp 9560087ML
3 Fine Tip Cautery Pen High Temp 9560087ML
] 1 Venous Stent Distal-to-Proximal Insertion LP-002371X

Select the checkboxes at far left for the device records to be merged and click the Merge Selected Records
button. A new panel opens with only the selected records listed.

Select the record you want to keep after merging.

Fine Tip Cautery Pen High Temp 9560087ML
Cautery Pen High Temp S550087ML

Click the Cancel button to close the panel without merging the records.

Note the red instruction text above the table: select the radio button at far left for the record to be KEPT, then
click the Merge button. A confirmation popup window appears.

This site says...

The following operation will remove all records on this list except
for the record selected.

Do you want to continue with the merge operation?

oK Cancel
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As the popup states, all records on the list will be deleted except for the selected record. Click Cancel to close the
popup without merging the records. Click OK to complete the merge and return to the Merge Device Records
page, where the merge can be confirmed.

My Workspaces & IRB Merge Device Records (|

Select two or more records to merge.

R = =
O 2

Autoclave Full Cycle KMK-MS6022
D 3 Fine Tip Cautery Pen High Temp 9560087ML
O 1 Venous Stent Distal-to-Proximal Insertion LP-002371X

Drug Configuration List

The Drug Configuration List is where a list of drugs approved by the institution for use in studies is maintained in
the iRIS™ system. To access the list, navigate to IRB Assistant > Review Board Administration > List Maintenance
Setup tab and click the Drug Configuration List link.

Review Board Lists

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List

Drug Configuration List «

Internal Document Cateqorv

The Setup Drug List page is opened.

My Workspaces & IRB Setup Drug List 0

[ Download Drug Configuration Template H Upload Drug Configuration ][ Merge Drug Records H Add a New Drug ]

4 result(s) found...

Internal Rec

Delete Edit | o

Trade Drug Name Generic Drug Name Investigational Drug Name

o 4 Amoxicillin Amoxicillin AL Amoxicillin A1
0 3 Benzocaine Benzocaine 20% topical gel Oral Gel

o 1 Ibuprofen Advil Ibuprofen I
0 2 Laxiom LAX001 Laxiom 00989

If the drug list is lengthy, use the Drug Browse/Find section above the list to search for records by Drug Name.

Drug List Implementation - Application Side
Where this field is in use by the institution, it appears in the study application form.
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For more information about the study application, see the Study Assistant Manual.

Drug List Implementation - Board Side

Drugs are added on the application/study side where required and are not generally subject to direct revision by
the board.

Add a New Drug

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Drug
Configuration List link.

Review Board Lists

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List

Drug Configuration List «

Internal Document Cateqorv

The Setup Drug List page is opened. Click the Add a New Drug button.

My Workspaces = IRB Setup Drug List o

[ Dovnload Drug Configuration Template ][ Upload Drug Configuration ][ Merge Drug Records || Add a New Drug

4 result(s) found...

Internal Rec

Delete Edit  [\oler Trade Drug Name Investigational Drug Name

e Amoxicillin Ameoxicillin A1 Amoxicillin A1
Benzocaine Benzocaine 20% topical gel oral Gel

Ibuprofen Aadvil Ibuprofen T

0000

Laxiom LAX001 Laxiom 00989

An Add a new drug to the system panel opens. Enter Trade Name, Generic Name and if not yet named,
Investigational Name details, then click the Save Changes button to save the record and close the add panel.

Add a new drug to the system.

Trade Name: |'u"|ulodex |

Generic Name: | Meloxicam |

If not yet named,

Investigational Name: |Me'°’“icam ER-12 |
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The new drug is added on the Setup Drug List page.

Wy vorces | I8

[ Downioad Drug Cenfiguretion Template ][~ upload Drug Configuration | Merge Drug Records || Add @ New Drug |

Drug Browse/Find: DrugName:| ] Find .
5 result(s) found...
Delete Eait  [rtemalRec g Drug Name Generic Drug Name Investigational Drug Name
0 v Amoicillin Amoricillin A1 Amoxicillin A1
o 3 Benzacaine Benzacaine 20% topical gel Oral Gel
(x] 1 Ibuprofen Aduil T
Q 2 Laxiom Lax001 Laxiom 00989
o 5 Vivlodex Meloxicam Meloxicam ER-12

Download Drug Configuration Template

The iRIS™ system provides a mechanism for adding a large quantity of drug records at once, via population and
upload of a pre-formatted Excel template. Click the Download Drug Configuration Template button to begin. A
download dialog opens at the bottom of the page.

My Workspaces [ IRB Setup Drug List 0o
I Downlozd Drug Configuration Template I[ Upload Drug Configuration || Merge Drug Records ][ Add a New Drug |

5 result(s) found...

Internal Rec

Delete Edit | Trade Drug Name Generic Drug Name Investigational Drug Name
0 3N Amoxicillin Amoxicillin A1 Amoxicillin A1

o i) 3 Benzocaine Benzocaine 20% topical gel Oral Gel

o 3| 1 Ibuprofen Adwil Ibuprofen [

o 4112 Laxiom LAX001 Laxiom 00585

0 3| 5 Vivliodex Meloxicam Meloxicam ER-12

From: sbl.imedris.net

3 ?
I What do you want to do with MNOQNMGK.xls? Cpen T ~ Cancel b4 I

Click the Cancel button in the download dialog popup to close it without downloading the template.

Click the Save button in the download dialog popup to save the template to the default Downloads folder on the
computer. Click the upward-pointing arrow to the right of the Save button to access Save As options, which allow
for saving the template to the user’s desired location on the computer.

The download dialog popup message changes when the download is complete, as shown below.

MNOQMNMGK.xls finished downloading. Open Open folder View downloads X

Navigate to the downloaded template file and open it.
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AutoSave (@ Off - MMNOQNMGK - Compatibility Mode - Excel
File Home Insert Page Layout Formulas Data Review View Help
|:| Ex° Cu Verdana ==5| %~ ab, Wrap Text
[3 Copy ~
Paste I U~ === ==
. gFormat Painter - - — — I — — [EgRElEs
Clipboard [P Font ~ Alignment
A3 = fe
A B = i
|Trade Drug Name Generic Drug Name Investigational Drug Name

1

2 |No more than 128 characters No more than 128 characters Mo more than 128 characters
2 |
a4
5

As shown in the screenshot above, field length limits are provided in the second row. Enter desired drug records
to complete the template and save changes to the file.

Upload Drug Configuration Template

When the Drug Template has been populated with all desired data, navigate to IRB Assistant > Review Board
Administration > List Maintenance Setup tab and click the Drug Configuration List link. The Setup Drug List page
opens. Click the Upload Drug Configuration button.

My Workspaces IRB Setup Drug List

[ Download Drug Configuration Template ] Upload Drug Configuration [ Merge Drug Records ]{ Add a New Drug ]

5 result(s) found...

Delete Internal Rec

Trade Drug Name Generic Drug Name Investigational Drug Name

o 1 4 Amoxicillin Amoxicillin A1 Amoxicillin A1
0 3] 3 Benzocaine Benzocaine 20% topical gel Oral Gel

o AE Tbuprofen Advil Tbuprofen I

0 3| 2 Laxiom Laxoo1 Laxiom 00989
0 5 Vivlodex Meloxicam Meloxicam ER-12

An upload dialog popup appears.

Upload Document - Microsoft Edge = m} X

& | httpsy//sb1.imedris.net/UploadDocument jsp?USER_|ID=1&10=-1&TYPE=&XLS=Yes

Document Location: Browse.

Instruction: Uploading a document into IRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file” button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

[ save selected file | o(amxl |
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Click the Cancel button to close the dialog without completing the upload.

Click the Browse... button to navigate to the completed template and select it, then click the Save selected file
button to complete the upload.

Review the uploaded records in the Setup Drug List page to ensure the uploaded records have correctly
populated all columns. Any records that do not meet data content requirements must be edited or deleted
promptly, to ensure they cannot be mistakenly assigned to studies.

Edit Drug

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Drug
Configuration List link.

Review Board Lists

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List

Drug Configuration List

Internal Document Cateaorv
The Setup Drug List page is opened. Click the icon in the Edit column for the applicable record.

My Workspaces @ IRB Setup Drug List | 4]

[ Download Drug Configuration Template ][ Upload Drug Configuration ][ Merge Drug Records ][ Add a New Drug ]

Drug Browse/Find: prugName:| | Find.
5 result(s) found.

Delete eait  [itemalRec 540 prug Name Generic Drug Name Investigational Drug Name
o 4 Amoxicillin Amoxicillin A1 Amaoxicillin A1

(%] 3 Benzocaine Benzocaine 20% topical gel oral Gel

(%] 1 Tbuprafen Advil Ibuprofen 1

(%] 2 Laxiom LAX001 Laxiom 00989

(%] 5 Vivlodex Meloxicam Meloxicam ER-12

The record is opened in an Edit a drug in the system panel.

My Workspaces & IRB Setup Drug List 0

Edit a drug in the system.

Trade Name: [Advil |

Generic Name: |Ihupmfen x |

If not yet named, |Ihu rofen | |
igati me: P
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Make desired changes and click the Save Changes button to save the record and close the edit panel. The record
is revised on the Setup Drug List page.

PR ™~

[ Download Drug Configuration Template ][ Upload Drug Configurafion ][ Merge Drug Records ][ Add a New Drug }

Drug BrowseFind: orughame:[ ] Find...
5 result(s) found...
D . D Drug Name estigational Drug
1 Advil Ibuprofen Ibuprofen I
o i 4 Amoxicillin Amaoxicillin A1 Amoxicillin A1
o 5| 3 Benzocaine Benzocaine 20% topical gel Oral Gel
o 3l 2 Laxiom LAX001 Laxiom 00989
o ‘_ 15 Vivlodex Meloxicam Meloxicam ER-12

Delete Drug

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Drug
Configuration List link.

Review Board Lists

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List

Drug Configuration List

Internal Document Cateqorv

The Setup Drug List page is opened. Click the icon in the Delete column for the applicable record.

My Workspaces [ IRB Setup Drug List o

E Drug € i ][ uptoad Brug configuration || Merge Brug Records | Add a New Drug |

5 result(s) found...

Internal Rec

Delete Edit |0 Trade Drug Name Generic Drug Name Investigational Drug Name
o 1 1 Advil Ibuprofen Ibuprofen 1
o 1 |4 Amoxicillin Amoxicillin A1 Amexicillin A1
o 1 3 Benzocaine Benzocaine 20% topical gel Oral Gel
o \_ 12 Laxiom LAX001 Laxiom 00989
o (=1 |5 Vivlodex Meloxicam Meloxicam ER-12

A confirmation popup window displays.
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Are you sure you want to delete selected item?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record and return to the Setup Drug List page.

Merge Drug Records
Sometimes a duplicate or erroneous drug record is created and then assigned to one or more study applications
before the mistake is caught.

In that situation, the duplicate or erroneous drug record can be merged with a valid drug record. The valid drug
record is then substituted for the duplicate/erroneous drug record previously assigned to study applications.

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Drug
Configuration List link.

System Setup | List Maintenance Setup | m

Review Board Lists

Pediatric Risk Assigned Configuration List
Regulatory Determination 1 List
Regulatory Determination 2 List

Archived Location List

Device Configuration List

Drug Configuration List

Internal Document Cateqgory

The Setup Drug List page is opened. Click the Merge Drug Records button.

My Workspaces & IRB Setup Drug List o
[ Download Drug Configuration Template H Upload Drug Configuration .‘WW

D o orughames | Find..
6 result(s) found...
1 Advil Tbuprofen Thuprofen I
4 Amoxicillin Amoxicillin A1 Ameoxicillin A1
3 Benzocaine Benzocaine 20% topical gel Oral Gel
4 2 Laxiom LAX001 Laxiom 00989

5 Motrin Tbuprofen Tbuprofen 1

(] % Dl ]

5 Viviodex Meloxicam Meloxicam ER-12
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In the example shown above, the “Motrin” drug record was created in error, as Motrin is another trade name for
Ibuprofen and that drug is already in the list under the Trade Drug Name “Advil”. The Motrin record may have
been assigned to one or more studies and must be merged with the “Advil” record. Click the Merge Selected
Records button to begin. The Merge Drug Records page opens.

My Workspaces & IRB Merge Drug Records

Merge Selecied Records

Select two or more records to merge.

Internal Rec Num Trade Drug Name Generic Drug Name Investigational Drug Name

Adwil Ibuprofen Ibuprofen 1
Amagicillin Amoxicillin AL Amoxicillin A1
Benzocaine Benzocaine 20% topical gel oral Gel
Laxiom LAX001 Laxiom 00989
Motrin Ibuprofen Ibuprofen I

Viviodex Meloxicam Meloxicam ER-12

Select the checkboxes at far left for the drug records to be merged and click the Merge Selected Records button.
A new panel opens with only the selected records listed.

My Workspaces & IRB Merge Drug Records [« ]

Select the record you want to keep after merging.

Adwil Ibuprofen Ibuprofen I
Motrin Ibuprofen Ibuprofen I

Click the Cancel button to close the panel without merging the records.

Note the red instruction text above the table: select the radio button at far left for the record to be KEPT, then
click the Merge button. A confirmation popup window appears.

This site says...

The following operation will remove all records on this list except
for the record selected.
Do you want to continue with the merge operation?

oK Cancel

As the popup states, all records on the list will be deleted except for the selected record. Click Cancel to close the
popup without merging the records. Click OK to complete the merge and return to the Merge Drug Records
page, where the merge can be confirmed.
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My Workspaces [

IRB Merge Drug Records 4

Select two or more records to merge.

ERETTE
[l 1

4

3

2

Ooogad

5

Advil

Amoxicillin

Benzocaine

Laxiom

Vivlodex

Ibuprofen Ibuprofen I
Amoxicillin Al Amoxicillin A1
Benzocaine 20% topical gel Oral Gel
LAXDO1 Laxiom 00989

Meloxicam Meloxicam ER-12

Internal Document Category

The Internal Document Category list is where a list of standard, internal review board documents is maintained.
To view the list, navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click
the Internal Document Category link.

d oIl CT5T

Internal Document Category «

Internal Routing User Roles

Member Specialty Configuration List

[ R R PR SRy - P JUP i gy

The Setup Board Internal Document Category List page is opened.

Edit

o

My Workspaces &

Document Category

Lab Equipment Cleaning Protocol
3]
1 Rodent Care Sheet

1 Supplier Manifest

IRB Setup Board Internal Document Category List < |

[ Add a Document Category ] [ Delete Selected Document Category(s) ]

Internal Document List Implementation - Application Side
The internal document list is employed in the following areas on the application side of iRIS™.

Animal Procurement and Maintenance Information section — any supporting document(s)
pertaining to animal subject adoption procedures can be added to an IACUC / ARC study in
the Completed Experiment section of the application form
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My Workspaces @ [ BT S RGNS 1 ciiC APPLICATION (ANIMALS) (Version 1.0)
Pr Frendy | [ Save Secion | [ Save and Gorte o et secien

Section view of Application | [ Entire view of the Application |

1.0 B Genera nformation ‘ ‘

20 @ Sete Duparimanst)

e 10.6 Completed Experiment

20 B Grant Key P ' el we

(((((( to the study.

Please note - To allow other Pl to utilize unused ani between PIs,

another AUP" applied to all AUPs of animals. **Please note - animal transfers stil need to be

4.0 B Form Information

s the Atten:
50 B project 1dentiica Picase check ol possibl fnal dispositons fo the animals after the completed experiment or dass:

60 B

R ] Animals remain under private ownership

- ] Staughter (Assure sppropriste drug withdrawal times i spplicable)
Project Description an

B [ Planned Euthanasia
] Release (field studies only)

[ Other (speciy)

Please Specify:

] Outside Agency/Institution Please Note: transfers must be coordinated through the Office of the Attending Veterinarian.

Please Specify:

—

] Adoption

Describe your adoption procedures or upload your adoption policy or form.

‘ [ I )
MM|

o Document(s) have been attached to this form.

Funding Questions — any supporting document pertaining to funding can be added to a study in
the Funding Questions section of the application form, as shown in the IACUC example
below

5.3 IACUC Funding Questions

Please indicate source of funding

[ Internal
I External
¥/ Both
[ None

Is there a grant, proposal, or scope of work associated with this AUP?
) Yes & No

Pleass upload the grant, propesal, or scope of work and any additional documentation here or when you reach the Attach Documents screen near
the end of the AUP submission process in iRIS.

No Document(s) have been attached to this form.

Name of funding source

=]

3-M Pharmaceuticals Pharmaceutical
Sponsor Name: 3-M Pharmaceuticals
Sponsor Type: Pharmaceutical

Sponser Role:

Funding Through:

Is Institution the Primary Grant Holder: No
Contract Type:

Project Number:

Award Number:

Grant Title:

PI Name:
(If PLis not the same as identified on the study.)
Explain Any Significant Discrepancy:

Please list any internal funding associated with this application.

Initial Review Submission Form — internal study documents can be attached to the application
in the Other Study Documents section

[1ACUC Number:  TACUC-2019-094] 5 "
Study Assistant Review Submission Form - (Version 1.0
My Workspaces & IR o Y § )

Fuirrnay | ([ Rotash oo | [ Savesectn | [ Soveand i oot Seton

Sccton view of the Form | [ EnGRE W theram]

1.0 @ Trnsitoning to Tt

4.0 Other Study Documents

1ACUC - il Rview
2.0 BIAC sl e 43 102 document was aready atached i the Study Application, DO NOT upload i again hre. Thiwilcreate dupliatesof docurments which will ned t be volded ntr.
In this section, you can upload and attach any other study documents (e.g. protocol, investigators brochure, recruitment materials, instruments, case report forms, study
3.0 B Application Form not been attached as part of the Study Application. Click on the Help icon (?) on the right for instructions.
RRkElote- sty pocumene- | @
[ Acosnowooumen [ Addwutepemumens

Sponsor [— View
mm Decument outcome Document

No Document(s) have been attached to this form.
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Review Board Internal Documents — Review Board Internal Documents added to a study can be
accessed on the application side via [module] > Find a Study > [study opened] > Study
Management tab > Study Summary/Profile link > Study Management tab > Review Board
Internal Documents link, as demonstrated in the IACUC example below

Vivarium Study Management
m_ m tacucaone-oos etz cffn

IACUC Number: IACUC-2019-094
PI: Weeks, Janelle K, DVM

My Workspaces =

Submissions Study Management Animal Management

Study Summary/Profile

External Study Personnel

Study Site Access

Associated projects

L]
L]
® Department Access
L]
L]
®

a
s ol »

g
w =N - IH=-EN]
g o sl o @
H HIEE ;I

2292929292552
g
g

Sponsors & Subrecipients

® Ssponsor

® subrecipients

®  Study Umbrella

Administrative Management Tooks

®  stipulation History

®  Letter Generation & Tracking

® Notebook

®  Review Board Internal Documents

Drugs and Devices

®  nrun/Riclanic/Chemical anents

For more information about the study application, see the Study Assistant manual.

Internal Document List Implementation - Board Side
The internal document list is employed in the following areas on the review board / system setup side of iRIS™,

Review Board Internal Documents add form — board members can add internal documents via
the Review Board Internal Documents add form

Internal Documsnt Attachment -
*Title:

*Version Number: 1 .0

Version Date:  (o/1772014 '

Category: Additional Documents -
--none—-

Additional Documents -
Flyers
Description: |Internal Document(s)

Load the document into iRIS: [ Upload ... ]

Save the Document to my machine: [ Download ... ]

Add Internal Document Category

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal
Document Category link.
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Internal Document Category «

Internal Routing User Roles

Member Specialty Configuration List

[ S R (RGN PR . JUPEY < JUU S-Sy [5-pa

The Setup Board Internal Document Category List page is opened. Click the Add a Document Category button.

| Aca a Document Category | [ Delete Selected Document Category(s) ]

Edit ‘Dcu:llment Category

(| Lab Equipment Cleaning Protocol
(=3

[l Rodent Care Sheet

[l g Supplier Manifest

An add panel is opened for creation of the new record. Enter the new Document Category and click the Save
Document Category button.

Save Document Category

*Document Category: USDA Audit Documenﬂ

The record is added to the list on the main Setup Board Internal Document Category List page.

[ Add a Document Category ] [ Delete Selected Document Category(s) ]

‘ Document Category

Lab Equipment Cleaning Protocol
3|

Rodent Care Sheet

O

i

O ._ 3 Supplier Manifest
] .

USDA Audit Document

Edit Internal Document Category
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal
Document Category link.

Internal Document Category «

Internal Routing User Roles

Member Specialty Configuration List

[ R R PR SRy - P JUP i gy

The Setup Board Internal Document Category List page is opened. Click the icon in the Edit column for the
applicable record.
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‘ Document Category

Lab Equipment Cleaning Protocol
Rodent Care Sheet
Supplier Manifest

USDA Audit Document

The record is opened in an edit panel. Enter desired changes and click the Save Document Category button.

My Workspaces & IRB Setup Board Internal Document Category List £

Save Document Category

*Document Catagory: USDA IRB Audit Document

The record is revised on the main list page.

My Workspaces & IRB Setup Board Internal Document Category List 0

[ Add a Document Category ] [ Delete Selected Document Category(s) ]

Edit

Document Category

-

Lab Equipment Cleaning Protocol
Rodent Care Sheet

Supplier Manifest

O
O
O
O

USDA IRB Audit Document

Delete Internal Document Category

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal
Document Category link.

dLIOIT TT5T

Internal Document Category «

Internal Routing User Roles

Member Specialty Configuration List

W m_ _om o ET_ o _m_ . wt_x

The Setup Board Internal Document Category List page is opened. Select the checkbox in the far-left column for
the applicable record and click the Delete Selected Document Category(s) button.
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My Workspaces & IRB Setup Board Internal Document Category List {4}
Add a Document Category I Delete Selected Document Category(s) I

Edit |Document Category

Lab Equipment Cleaning Protocol
4

3| Supplier Manifest

O L

O | Rodent Care Sheet
O 5

O

3! USDA IRB Audit Document

A confirmation popup window appears.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to delete the record and close the popup. The record is deleted from the list on the main Setup
Board Internal Document Category List page.

Internal Routing User Roles

Where the property rb.useReviewRouting_user_role is set to “Yes” (under IRB Assistant > Review Board
Administration > Board Configuration Options > Submission Review Properties, see screenshot below), the iRIS™
system allows for setup and maintenance of an Internal Routing User Roles list, consisting of roles involved in
study document review and signoff.
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| Download Properties Script | | Save After Edit
~

RB Properties List

Property Name Property Value
+ Board setuy T T
+ Submission Review Properties rb.use_restore_context_for_designated_reviewer ®ves Ono
+ Document Processing =
+ Study Summary Info rb.use restore context for_emergency use OvYes ®no
« Consent Processing rb.use_restore_context_for_exempt O ves ®no
* Reviewers N f dited ® A
. Meeting Settings rb.use_restore_context_for_expediter ves Ono
+ Security rb.use_restore_context_for_facilitated O Yes @ no
+ Fee tracking rb.use_restore_context_for_limited_review Oves ®No
« Multi-site Setup
« Recommendations and Stipulations rb.use_review_comments ® ves OnNo
* Study Board Properties rb.use_review_comments_ro Oves @ no
« Amendments
. Submission Prereview rb.use_review_discussion @ ves Ono
* Letter rb.use_review_recommendations ®ves Ono
« Submissions p
+ Notification rb.use_review_stipulations ® ves Ono
« Internal Routing tb.use_review_summary ®ves Ono
+ Trainin @

9 rb.use_reviewer ®ves Ono
th.use_reviewer_coi_flag Oves ®@no
rb.use_show_restore_context_on_response_for_administrative ® ves Ono
rb.use_show_restore_context_on_response_for_committea_agenda Oves ®no
rb.use_show_restore context on_response for designated reviewer ® ves Ono
rb.use_show_restore_context_on_response_for_emergency_use Oves @No
rb.use_show_restore_context_on_response_for_exempt O Yes ® o
rb.use_show_restore_context_on_response_for_expedited ® ves Ono
rb.use_show_restore_context_on_response_for_facilitated Oves @no
rb.use_show_restore_context_on_response_for_limited_review O Yes @ o
rb.use_study_followup ®ves Ono
rb.use_submission_by_committes Oves @no
rb.use_submission_letters O Yes ® No
rb.use_submission_outstanding_board_tasks ® ves OnNo
rb.use_submission_vote_summary Oves ®no
1b.use_total_award O ves @ No
rb.useReviewRouting ®ves ONo ||
tb.useReviewRouting_user_role ®ves Ono

To access the list, navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click

the Internal Routing User Roles link.

Internal Document Category

Internal Routing User Roles «

- Member Specialty Configuration List

- Daralhrzinn Anont Confinuratinn | ict

The Setup Internal Routing User Roles List page is opened.

Adda User Role | [ Dalete Selected Role(s)

Wivarium list of internal routing user roles.

Edit |User Role

O | ACORP Pre-reviewer

Internal Routing User Role List Implementation - Application Side

The internal routing user role list is employed in the following areas on the application side of iRIS™.

Study Application — the internal routing user role dropdown is employed when making internal

routing assignments for a submission
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[ Add Review Board Routing ] [ Add Non-Review Soard Routing ] [ Print Friendly ]

Assignment Comments

[ x JU Assignment Comments’

admin, Admin Admin, Ph.D. Brig. Gen v
—none—
User Comments: ACORP Pre-Reviewer

ACORP Reviewer

Study Application — the internal routing user role dropdown is employed in the Assign
Reviewers section of the Pre-review Screening tab

General Information

[ Analyst Assignment &
Submission Components

Correspondence

Submission History

Pre-review Screening

[IACUC Number: @

Submission Received
Netification Letter
TACUC Number: [ || Generale Number

Review Checklist
and Comments
[ — [ Determine Review Process O
Submission Discussion

O Neot Assigned
Recommendation
Stipulation

Internal Submission
uting

Outcome

Qutcome Letter

Submission Complete

Add Comments for All Reviewers ] [ Add Reviewer ] [ View Reviewers Workioad

Date Complated

Note that selection of an Ad Hoc reviewer role unlocks fields for selection of a named reviewer.

General Information

et View Anlyst Workioad

[ 1acuc Number: @

wcucrumbers [ | comamnumeer

Not Assigned

Full Committee Review

Recommendation Expedited

Stipulation ard to another

Intemal Submission
Routing

\ges requested

Outcome @ Process Administratively

Outcome Letter

‘Submission Complete [~ Assign Reviewers &

Add Gomments for Al Reviewers | [ Add Reviewer | ( View Reviewers Workioad

Completed ? (Has COI?

For more information about the study application, see the Study Assistant Manual.
Internal Routing User Role List Implementation - Board Side

The internal routing user role list is utilized during Pre-Review screening, as described in the previous section,
and routing assignments made at that time are not generally subject to direct revision by the board.
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Add Internal Routing User Role

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal

Routing User Roles link.

Internal Document Category

Internal Routing User Roles «

Member Specialty Configuration List

The Setup Internal Routing User Roles List page is opened. Click the Add a User Role button.

I Add a User Role I Delete Selected Role(s)

Vivarium list of internal routing user roles.

Edit |User Role

O | ACORP Pre-reviewer

An add an internal routing user role panel is opened for creation of the new record. Enter the new User Role

and click the Save User role button.

Vivarium add an internal routing user role.

“User Role: ACORP Reviewer]

Save User Role

The add panel is closed and the record is added to the list on the Setup Internal Routing User Roles List page.

[ Add a User Role ] [ Delete Selected Role(s) ]

Vivarium list of internal routing user roles.

Edit |User Role
O 1 ACORP Pre-reviewer
O ACORP Reviewer

Edit Internal Routing User Role

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal

Routing User Roles link.

Internal Document Category

Internal Routing User Roles «

Member Specialty Configuration List
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The Setup Internal Routing User Roles List page is opened. Click the icon in the Edit column for the applicable

record.

Add a User Role ] [ Delets Selecied Role(s) ]

Vivarium list of internal routing user roles.

Edit User Role

O | Jacore pre-reviewer

[} [ACORP Reviewer

ol admin Reviewer

An edit an internal routing user role panel is opened. Enter desired changes and click the Save User Role button.

I Save User Role I

Vivarium edit an internal routing user role.

“User Role: Administrative] Reviewer

The edit panel is closed, and the record is revised on the Setup Internal Routing User Roles List page.

[ Add a User Role ] [ Delete Selecied Role(s) ]

Vivarium list of internal routing user roles.

Edit |User Role

O | /ACORP Pre-reviewer

(| ACORP Reviewer

0o Administrative Reviewer

Delete Internal Routing User Role

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Internal

Routing User Roles link.

Internal Document Category

-
- Internal Routing User Roles «
-

Member Specialty Configuration List

The Setup Internal Routing User Roles List page is opened. Select the checkbox(es) in the far-left column for the

record(s) to be deleted and click the Delete Selected Role(s) button.
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Add a User Role ] | pelete Selected Role(s) |

Vivarium list of internal routing user roles.

Edit |User Role

Il | |ACORP Pre-reviewer

O | |ACORP Reviewer

O Administrative Reviewer
(=3

A confirmation popup window appears.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to delete the record and close the popup. The record is deleted from the list on the main Setup
Internal Routing User Roles List page.

Member Specialty Configuration List

The Member Specialty Configuration List is where a list of review board member academic or medical
specialties is maintained in the iRIS™ system. To access the list, navigate to IRB Assistant > Review Board
Administration > List Maintenance Setup tab and click the Member Specialty Configuration List link.

Internal Document Category

Internal Routing User Roles

Member Specialty Configuration List «

The System Administration — Member Specialty page is opened.

Add a New Record

Delete | Edit |Specialty

Administration
Anesthesiology
Biochemistry

Biostatistics

POOOO

Cardiolog

©2021 iMedRIS Data Corporation62



IRB Assistant — List MaintenanceiRIS ™v13.01

Member Specialty List Implementation - Application Side
The member specialty list is employed on the review board side only.

Member Specialty List Implementation - Board Side

Member specialties are added to review board member user profiles at the time the system administrator sets
up their iRIS™ user accounts, and the specialty configuration list is also made available as a dropdown picklist
when guests are added to the meeting attendance section for a meeting agenda (shown below).

“Guest Name:

*Specialty: —none-— =

=Affiliation: | Administration
Anesthesiology
Biochemistry
Cardiology
Dermatology
Emergency Medicine

Add Member Specialty
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Member
Specialty Configuration List link.

Internal Document Category

Internal Routing User Roles

Member Specialty Configuration List «
The System Administration — Member Specialty page is opened. Click the Add a New Record button.

I Add a New Record I

Delete| Edit Specialty

0 Administration
0 Anesthesiology
o Biochemistry

0 Biostatistics
ﬂ Cardiolog

An add panel is opened. Enter the Specialty and click the Save Record button.

* Specialty: |Genetics

The record is added to the System Administration — Member Specialty list page.
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Add a New Record

Delete | Edit (USDA Class

Edit Member Specialty

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the click the
Member Specialty Configuration List link.

Internal Document Category

Internal Routing User Roles

Member Specialty Configuration List «

The System Administration — Member Specialty page is opened. Click the icon in the Edit column for the
applicable record.

Add a New Record

Delete Edit Specialty

Endocrinology
Family Medicine
General Practitioner
Genetics

Geriatrics

DOO0O0O

The record is opened in an edit panel.

| Save Record |

* Specialty: \Genellc Engmeermg\

Make desired changes and click the Save Record button. The record is revised on the System Administration —
Member Specialty list page.

Add a New Record

Delete| Edit |Specialty

o Endocrinclogy

Family Medicine

X General Practitioner

Genetic Engineering

X Geriatrics
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Delete Member Specialty
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the click the
Member Specialty Configuration List link.

Internal Document Category

Internal Routing User Roles

Member Specialty Configuration List «

The System Administration — Member Specialty page is opened. Click the icon in the Delete column for the

applicable record.

Add a New Record

Delete| Edit (Specialty

Endocrinology
Family Medicine
General Practitioner
Genetic Engineering

Geriatrics

OOOOO

A confirmation popup window displays.

Are you sure you want to delete selected item?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record and return to the System Administration — Member Specialty
list page. The record is deleted from the list.

Add a New Record

Delete| Edit |Specialty

Endocrinology

Family Medicine
General Practitioner

Geriatrics
3]

POOOO
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Predefined Stipulations

The Predefined Stipulations list is where boilerplate stipulations approved by the institution for use in studies is
maintained in the iRIS™ system. To view the list, navigate to IRB Assistant > Review Board Administration > List
Maintenance Setup tab and click the Predefined Stipulations link.

Internal Routing User Roles

Member Specialty Configuration List
Predefined Stipulations *
Review Outcome/OQutcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type

Setup Waive Fee Reason

DDDDDDDJ

PP VT T H B

The Setup Stipulation page is opened.

Ad0 a New Stpulation | | Delete Selected Stipulation(s)

List of approved canned stipulation(s)

2 result(s) found...

Order Number |Stipulation

O 3 1 Section A: more than one species is listed in the study application. Studies are limited to one species each.

O h 1 Attach quarantine release records for all animal subjects as part of study submission packet.

Add Predefined Stipulation
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Predefined
Stipulations link.

Internal Routing User Roles

Member Specialty Configuration List
Predefined Stipulations *
Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type

Setup Waive Fee Reason

LDDDDDDJ

Saz AARoG I H D

The Setup Stipulation page is opened. Click the Add a New Stipulation button.

| A0 2 New Sipuation || [ Delete Selected Stpuiationts) |

List of approved canned stipulation(s)

2 result(s) found...

|Oﬂ‘ler Number (Stipulation

O : 1 Section A: more than one species is listed in the study application. Studies are limited to one species each.

0 h 1 Attach quarantine release records for all animal subjects as part of study submission packet.

The Add a stipulation to the system panel is opened.
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Add a stipulation to the system.

Save Stipulation

e B I u & x X Font Family -

*Stipulation Content:

“orders [

12

4
1]
4
il
]
OO

Enter desired stipulation text in the Stipulation Content area. Use the toolbar buttons to format the text, insert
links or insert images. Enter a numeric Order value to indicate routing priority order for the stipulation.

If stipulation categories are in use at the institution (property rb.use_stipulation_category set to “Yes” under IRB
Assistant > Review Board Administration > Board Configuration Options > Recommendations and Stipulations) a
Category field is also included at the top of the page, as shown below. Select the applicable Category from the

dropdown list.

Add a stipulation to the system.

* Category: | Categoryl v

< B 1 u & x x
*Stipulation Content:

iii
4
lil

% (@& Q

“order: |1

Verdana

I~ q-

In the example below, the add panel is complete
close the add panel.

. Click the Save Stipulation button to save the new record and

Add a stipulation to the system.

Save Stipulation

« B I v & x x* Verdana > n

Attach copy(ies) of USDA facilities audit inspection sign off document(s) to application.
“Stipulation Content:

“rder

M
4

lil
&

The new stipulation is added on the main Setup Stipulation list page.
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Add a Mew Stipulation ] [ Delete Selected Stipulation(s) ]

List of approved canned stipulation(s)

3 result(s) found...

‘Oﬂler Number (Stipulation

0 h 1 Section A: more than one species is listed in the study application. Studies are limited to cne species each.
3
| 1 Attach quarantine release records for all animal subjects as part of study submission packet.
3]
I 0 h 2 Attach copy(ies) of USDA facilities audit inspection sign off document(s) to application.
3|

Edit Predefined Stipulation
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Predefined
Stipulations link.

Internal Routing User Roles

Member Specialty Configuration List
Predefined Stipulations *
Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type

Setup Waive Fee Reason

LDDDDDDJ

Saz AARoG I H D

The Setup Stipulation page is opened. Click the icon in the Edit column for the applicable record.

[ Add a New Stipulation ] [ Delete Selected Stipulation(s)

List of approved canned stipulation(s)

3 result(s) found...

‘Order Number |Stipulation

0 3 1 Section A: more than one species is listed in the study application. Studies are limited to one species each.
3

0 1 Attach quarantine release records for all animal subjects as part of study submission packet.
3}

O 5 Attach copy(ies) of USDA facilities audit inspection sign off document(s) to application.

The selected record is opened in an Edit a pre-defined system stipulation panel.

I Save Stipulation I

Edit 3 pre-defined system stipulation.

- - = -

lil
&

e B I Uu S5 x x* Verdana > 11 - & it~ 9~

iT

= o x£ & 0
More than one species is listed in the study application. Studies are limited to one species each. Please make corrections and resubmit.

*Stipulation Content:

worder: [
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Note that if stipulation categories are in use at the institution (property rb.use_stipulation_category set to “Yes”
under IRB Assistant > Review Board Administration > Board Configuration Options > Recommendations and
Stipulations) a Category field is included in the edit panel.

Make desired changes and click the Save Stipulation button to save changes and close the edit panel. The record
is updated on the Setup Stipulation list page.

[ Add a New Stipulation } [ Delete Selected Stipuiation(s) ]

List of approved canned stipulation(s)

3 result(s) found...

i) o

0 a More than one species is listed in the study application. Studies are limited to one species each. Please make corrections and resubmit.
O 1 Attach quarantine release records for all animal subjects as part of study submission packet.

O 2 Attach copy(ies) of USDA facilities audit inspection sign off document(s) to application.

Delete Predefined Stipulation
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Predefined
Stipulations link.

Internal Routing User Roles

Member Specialty Configuration List
Predefined Stipulations «
Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type

Setup Waive Fee Reason

LDDDDDDJ

Cas AAE=; I i D

The Setup Stipulation page is opened. Select the checkbox(es) in the far-left column for the record(s) to be
deleted and click the Delete Selected Stipulation(s) button.

Add a New Stipulation I Delete Selected Stipulation(s) I

List of approved canned stipulation(s)

3 result(s) found...

‘Oﬂler Number |Stipulation

O Y 1 More than one species is listed in the study application. Studies are limited to one species each. Please make corrections and resubmit.
3,

O 1 Attach quarantine release records for all animal subjects as part of study submission packet.
4

0 2 Attach copy(ies) of USDA facilities audit inspection sign off document(s) to application.

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL
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Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record and return to the Setup Stipulation page. The record is
deleted from the Setup Stipulation page.

Add a New Stipulation ] [ Delete Selected Stipulation(s) ]

List of approved canned stipulation(s)

2 result(s) found...

Edit ‘Order Number |Stipulation
0O a Section Az more than one species is listed in the study application. Studies are limited to one species each.
O 4 Attach gquarantine release records for all animal subjects as part of study submission packet.

Review Outcome/Outcome Configuration List

The Review Outcome / Outcome Configuration list is where a list of predefined review outcomes is maintained in
the iRIS™ system. To view the list, navigate to IRB Assistant > Review Board Administration > List Maintenance
Setup tab and click the Review Outcome / Outcome Configuration List link.

Predefined Stipulations

Review Outcome/Outcome Configuration List «
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions

Setup Training Courses

Business Associate List

Snoncor Tuno

The Setup Board Review Outcome List page is opened.

My Workspaces & IRB Setup Board Review Outcome List [«
Add won | [0 cton
IRB list of review outcomes.
Response Required Copy Submission Indicates Approved

0 | Action Plan No No Ho No Ho
( Approved No No Yes No o
w | Approved Pending Yes No o No Ho
O | Approved reguires R&D Na No Yes No No
0 Approved requires SRS No No Yes No No

Approves requires SRS and R&D Yes No Yes No o
O Back to Gatekesper No No No No No.

Dans Outcome Yes No Yes No No
( | Deferred No No Ho No Ho
( | Denied Na No o No No
( | Holding No No Yes Yes No
O | IRB Review in Progress Mo No No No o
( | Mew Outcome Test No No Yes No Yes
0 | Pending Letter No No Yes ves No
0 Pre-Review response required Yes No No No No
O Submission Copy Mo Yes No No Ne

Testing New Outcome & Review-Outcome Mo No Ne No No
0 Withdrawn by IRB No No No Ne Ne

Review Outcome List Implementation - Application Side
Review outcomes are generally assigned by the applicable review board, making this functionality inapplicable
on the application side.
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Review Outcome List Implementation - Board Side

The review outcome list is employed in the Outcome tab within submission processing screens, as shown in the
IACUC example below.

ACUC-2018-3991] [y

Initial Review Submission Packet

My Workspaces =

Protocol Items  Miscellaneous  IACUC Items  Submissi
oits. Management, Handling, Husbandry, Medical and Surgical Techniques of Small Laboratory Animals utiizing the
W[ACUC—ZDISGQQL???'LU m”‘c“c 2018-3991 LakuisglllMouse (Mus musculus), the Rat (Rattus norvegicus), the Hamster (Mesocricelus auratus), the Guinea Pig (Cavia
BN crceius) and the Rabbit (Oryctolagus curiculas).
protocel]
Statuer

‘Save the Submission Outcome

" Internal Comments:

" Shared Comments:

Take Note:

Expedited by

Outcome

Review Cycles [Cnone 7 tacuc nitial Approval: | [F51

TACUC Expiration Date:

Add Review Outcome

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Review
Outcome / Outcome Configuration List link.

Predefined Stipulations

Review Outcome/Outcome Configuration List «
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions

Setup Training Courses

Business Associate List

T

The Setup Board Review Outcome List page is opened. Click the Add a New Action button.

My Workspaces IRB Setup Board Review Outcome List £l

[RadaRenaeion] { Delete Selacted Action(s)

IRB list of review outcomes.

Copy Submission [RTp—— Hold Approval Letter

C | Action Plan o Na No No to
[ | Asproved No No Yes Ho Ho
O Approved Pending es Mo no No Ho
[m Approved requires R&D No No Yes o No
(w | Approved requires SRS No No Yes No o
i Approves requires SRS and R&D ves No Yes o No
n Back to Gatekeane: No N No to o

The add a review outcome panel is opened. Note that all fields default to a selection of “No”.
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My Workspaces = IRB Setup Board Review Outcome List £

Save Review Outcome
IRB add a review outcome.
*Review Outcome:
*Response Required: Yes ® o

*Submission Copy required: Yes ® g

*Action indicates an Approved o
Status: ves ® o

*Hold Approval Letter: Yes ® o

*Use Sub-Workflow: Yes ® No

A selection of “Yes” for Response Required means that where this outcome is assigned, an application /
submission will be returned and held from further progress until the required response is received.

A selection of “Yes” for Submission Copy Required means that where this outcome is assigned, a copy of the
submission will be added to the Not Assigned queue. This option is typically used for tabled submissions that are
to be assigned to a future meeting.

A selection of “Yes” for Use Sub-Workflow means that where this outcome is assigned, the system will trigger a
sub-workflow that must be completed before submission for final approval.

Enter a Review Outcome and click to select “Yes” or “No” for Response Required, Submission Copy required
and Use Sub-Workflow, then click the Save Review Outcome button.

The record is added on the main Setup Board Review Outcome List page.
Edit Review Outcome

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Review
Outcome / Outcome Configuration List link.

Predefined Stipulations

Review Outcome/Outcome Configuration List «
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions

Setup Training Courses

Business Associate List

T

The Setup Board Review Outcome List page is opened. Click the icon in the Edit column for the applicable
record.
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My Workspaces B IRB Setup Board Review Outcome List 0

Add aNewAction | | Dalete Salected Actions)

Respanse Required Copy Submission SHTp— Hold Approval Letter
O Action Plan tio No No No No
0 Approved to No Yes No No
Approved Pending Yes Ne No No No
o Appraved requires R&D to Na Yes No No

] tio No Yes n; e
Ve o Yes N No
Back to Gatekeeper tio No No No No
o Dans Outcome ves No Yes No o
Deferred tio Ne Mo No No
Denied No No No No No
m] Holding to Mo Yes Yes No
IRB Review in Progress tio No No No No
Mew Outcome Test No No Yes No Yes

0 Pending Letter to N e Yes

Pre-Review response required Vs No No No No
Submission Copy No ves No No No
O Testing New Outcome & Review-Outcome No No No No No
| Jwithdrawn by 1R8 to No No No No

The record is opened in an edit a review outcome panel.
My Workspaces = IRB Setup Board Review Outcome List <]

IRB edit a review outcome.

*Review Outcome: Action Plan

*Response Required:

“Submission Copy required: Yes ® o
*Action indicates an Approved ®
Status: ves ®no

*Hold Approval Letter: Dves ®no

*use Sub-workflow: Yes ® no

A selection of “Yes” for Response Required means that where this outcome is assigned, an application /
submission will be returned and held from further progress until the required response is received.

A selection of “Yes” for Submission Copy Required means that where this outcome is assigned, a copy of the
submission will be added to the Not Assigned queue. This option is typically used for tabled submissions that are
to be assigned to a future meeting.

A selection of “Yes” for Use Sub-Workflow means that where this outcome is assigned, the system will trigger a
sub-workflow that must be completed before submission for final approval.

Make desired changes and click the Save Review Outcome button.

The edit panel is closed, and the record is updated on the Setup Board Review Outcome List page.

Delete Review Outcome
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Review
Outcome / Outcome Configuration List link.
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Predefined Stipulations

Review Outcome/Outcome Configuration List «
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions

Setup Training Courses

Business Associate List

Snoncor Tuno

The Setup Board Review Outcome List page is opened. Select the checkbox(es) in the far-left column for the
record(s) to be deleted, then click the Delete Selected Action(s) button.

My Workspaces = IRB Setup Board Review Outcome List 4]

Add a New Action | IDeIe\eSelededAcﬂon(s)I

IRB list of review outcomes.

Response Required copy Submission Indicates Approved Hold Approval Letter
(m} Action Plan Ne Na Na No No
[ Approved No No Yes No No
[ | Approved Pending Yes No Na No No
L Approved requires R&D Ne No Yes No No
[ Approved requires SRS No No Yes No No
[ | Approves requires SRS and RED Yes No Yes No No
[w} | Back to Gatakeaper No No No No No
[} Dans Qutcome Yes No Yes No No
[m} Deferred No No No No No
[ | Denied No No No No No
O Holding No. No Yes Yes No
(] | IRB Review in Progress No Na Na No No
[ New Outcome Test Mo No Yes No Yes
[ Pending Letter No No Yes Yes No
(] Pre-Review response required Yes No No No No
[ Submission Copy No Yes No No No
[ | Testing New Outcome & Review-Outcome No No No No No
[m} | Withdrawn by IRB No No No No No

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The popup closes and the record is deleted from the Setup
Board Review Outcome List page.

Reviewer Rank Configuration List

The Reviewer Rank Configuration List is where a list of predefined reviewer ranks is maintained in the iRIS™
system. To view the list, navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab
and click the Reviewer Rank Configuration List link.
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Predefined Stipulations

Review Outcome/Qutcome Configuration List
Reviewer Rank Configuration List «
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Tuna

The Setup Reviewer Rank List page is opened.

Add a New Rank ] [ Delete Selected Rank(s) ]

Edit |Reviewer Rank

O Academic Review
=4

Reviewer Rank List Implementation - Application Side
Reviewer ranks are generally assigned and tracked by the Coordinator and/or applicable review board, making
this functionality inapplicable on the application side.

Reviewer Rank List Implementation - Board Side
The reviewer rank list is employed in the following areas on the review board / system setup side of iRIS™.

Study Application — the Reviewer Rank List is employed on the Pre-review Screening tab of the
Initial Review Submission Packet, which is accessed via [module name] > Submissions >
[submission opened for editing], as shown in the IACUC example below

My Workspaces & |

IACUC Initial Review Submission Packet | <}

Protocol Ttems  Miscell ‘Submission Forms.

‘Save the Pre-Review Screening

General Information

‘Submission Components.

Correspondence Assign Anslyst:  [-none= ]| View Analyst Workioad

‘Submission History.

Pre-review Screening TACUC Number: ©

‘Submission Received
Notification Letter

Review Checklist
and Comments.

Review Summary.

‘Submission Discussion

Recommendation

Stipulation

Intemal Submission
Routing

Outcome. D Pre-Review changes requested

Outcome Letter ® Process Administratively

‘Submission Complete.

assign Reviewers O

If the reviewer rank selected in the Reviewer Role column is an Ad Hoc rank, additional fields populate in the
Reviewer column for entry of the reviewer name.
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[Study Number:  147252275]
v IACUC

gy — Initial Review Submission Packet

My Workspaces =1

Protocol Items ~ Miscellaneous  IACUC Items  Submission Forms

B [ T - auation of live Shigella sonnei vaccine candidates in a gnotobiotic piglet model
Save the Pre-Review Screening

General Information

Submission Compenents Assign Analyst: ]| View Analyst Workioad
Correspondence.
Submission History [ TAcuC Number: &

Pre-review Screening
— tacucumber: [ |[ Gonerse Number
Submission Received

Notification Letter

Foim B i e [~ Determine Review Process
and Comments

Review Summary ot Assigned

Submission Discussion Full Committee Review

Recommendation Expedited

Stipulation Pre-Review Forward to another

Board/Committee

Internal Submission

Routing Pre-Review changes requested

Outcome @ Process Administratively

Outcome Letter

Submission Complete [~ Assign Reviewers @

Add Comments for All Reviewers ] [ Add Reviewer ] [ View Reviewers Workioad

Completed ? |Has COT? Date Completed

o Admin Review ~ | known System identified User: o
—none— -

OR

First Name:
[ ]
Last Name:

Add Reviewer Rank
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Reviewer
Rank Configuration List link.

Predefined Stipulations

Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List «
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

LDDDD..

Tuna

The Setup Reviewer Rank List page is opened. Click the Add a New Rank button.

I Add a New Rank I [ Delete Selected Rank(s)

Edit |Reviewer Rank

O Academic Review
(=3}

An add panel is opened for creation of the new record.
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I Save Reviewer Rank I

*Reviewer Rank: Full Board Primary Reviewer

#Is this the label for an

O ®
Ad Hoc Reviewer: - Yes ®No

*If this is not an Ad Hoc

Reviewer plaase add

the Rank ( i.e. 1, 2, 3):

Enter a Reviewer Rank.
Click to select “Yes” or “No” for Is this the label for an Ad Hoc reviewer. Note that the field defaults to “Yes”.

In the If this is not an Ad Hoc Review please add the Rank ( e.g., 1, 2, 3) field, enter a single digit from zero (0)
through three (3). “0” indicates an Ad Hoc reviewer. “1” indicates a Primary Reviewer. “2” indicates a Secondary
Reviewer. “3” indicates any other review level. “0” indicates Ad Hoc.

Note that if no entry is made in the If this is not an Ad Hoc Review please add the Rank ( e.g., 1, 2, 3) field a
default value of “0” will be stored by the system, indicating this is an Ad Hoc Reviewer role.

Click the Save Reviewer Rank button to close the add panel. The record is added on the Setup Reviewer Rank
List page.

Add a New Rank ] [ Delete Selected Rank(s)

Heg

Il Full Board Primary Reviewer
(=]

O Academic Review

Edit Reviewer Rank
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Reviewer
Rank Configuration List link.

Predefined Stipulations

Review Outcome/Qutcome Configuration List
Reviewer Rank Configuration List «
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

lellll

Tuna

The Setup Reviewer Rank List page is opened. Click the icon in the Edit column for the applicable record.
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Add a New Rank ] [ Delete Selected Rank(s) ]

1 Full Board Primary Reviewer

|:| Academic Review

The record is opened in an edit panel. Make desired changes and click the Save Reviewer Rank button.

Save Reviewer Rank

*Reviewer Rank: Academic Reviewer

#1Is this the label for an

Ad Hoc Reviewer: @®yes Lno

#If this is not an Ad Hoc

Reviewer please add l:l

the Rank ( i.e. 1, 2, 3):

The edit panel is closed, and the record is revised on the Setup Reviewer Rank List page.

[ Add a New Rank ] [ Delete Selected Rank(s) ]

Edit |Reviewer Rank

O Full Board Primary Reviewer
=3

O 1 Academic Reviewer

Delete Reviewer Rank
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Reviewer
Rank Configuration List link.

Predefined Stipulations

Review Outcome/Qutcome Configuration List
Reviewer Rank Configuration List «
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Tuna

The Setup Reviewer Rank List page is opened. Select the checkbox(es) in the far-left column for the record(s) to
be deleted and click the Delete Selected Rank(s) button.
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Add a New Rank I Delete Selected Ranki(s) I

Edit |Reviewer Rank

O

Full Board Primary Reviewer
3]

O Academic Reviewer

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The popup closes and the record is deleted from the Setup
Reviewer Rank List page.

Invoice IRB Review Type

The iRIS™ system provides invoicing and accounting tools for use during processing of fee-based submissions.
Categories for fee based review types are configured via the Setup Invoice IRB Review Type List page, shown
below.

My Workspaces & IRB Setup Invoice IRB Review Type List (4]

Add a Type of IRB Review | | Delete Seleoted Type of IRB Review(s)

Type of IRB Review

Continuing Reviews
Designated Reviewer
Exempt

Expedited

Full Committee Review

=]
=
8]
8]
8]
8]
0

Initial Reviews

Modification

O Pre-Review changes requasted

Pre-Review Forward to another Board/Committee

Process Administratively

The configuration list is accessed via the IRB Assistant > Review Board Administration > List Maintenance Setup
tab > Invoice IRB Review Type link.
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Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type -

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type

Add Review Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice IRB
Review Type link.

Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type *

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type

As shown below, the Setup Invoice IRB Review Type List page opens.

My Workspaces & IRB Setup Invoice IRB Review Type List 0l

I Add a Type of IRB Review I Delete Selected Type of IRB Review(s) ]

Centinuing Reviews

Designated Reviewer

| Expedited
1 Full Committee Review
Initial Reviews
Modification
| Pre-Review changes requested

[

o

O Exempt
[

0

D

[

o

[ Pre-Review Forward to ancther Board/Committee
[

Process Administratively

Click the Add a Type of IRB Review button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces & IRB Setup Invoice IRB Review Type List 0

Save Type of IRB Review |

*Type of IRB Review:

Enter the desired text for the new Type of IRB Review and click the Save button. The add form closes and the
new Review Type is added to the list on the Setup Invoice IRB Review Type List page.

Edit Review Type

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice IRB
Review Type link.
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Review Outcome/Outcome Configuration List
Reviewer Rank Configuration List

Invoice IRB Review Type -

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type

As shown below, the Setup Invoice IRB Review Type List page opens.

My Workspaces &= IRB Setup Invoice IRB Review Type List 4]
Add a Type of IRB Review ] l Delete Selected Type of IRB Review(s) ]
5] Edit  [Type of IRB Review
[ Continuing Reviews
O Designated Reviewer
D | [Exemit
[ | [JExpedited

[ | [JFull Committee Review

[ | [initial Reviews

[ | [Medification

[ | [JPre-Review changes requested

[ Pre-Review Forward to anather Board/Committee

[ Process Administratively

Click the applicable icon in the Edit column (blue box in screenshot above). The selected record is opened in an
edit form, as shown below.

My Workspaces & IRB Setup Invoice IRB Review Type List 0
Save Type of IRB Review

*Type of IRB Review: Continuing Reviews

Revise the Type of IRB Review text as desired and click the Save button. The edit form closes and the Review
Type is revised in the list on the Setup Invoice IRB Review Type List page

Delete Review Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice IRB
Review Type link.

Review Qutcome/OQutcome Contiguration List
Reviewer Rank Configuration List

Invoice IRB Review Type *

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type

As shown below, the Setup Invoice IRB Review Type List page opens.
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My Workspaces = IRB Setup Invoice IRB Review Type List 4]

‘Add a Type of IRB Review ] I Delete Selected Type of IRB Review(s) I

Continuing Reviews

Designated Reviewer

| Expedited
Full Committee Review
Initial Reviews
| Modification
| Pre-Review changes requested

Pre-Revi rd to ancther Board/Committee

5
[

-

O Exempt
[

0

o

[

-

[

[

Process Administratively

Click to select the checkbox(es) of the type(s) to be deleted and click the Delete Selected Type of IRB Review(s)
button (blue boxes in screenshot above). A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The popup closes and the record is deleted from the Setup
Invoice IRB Review Type List page.

Waive Fee Option

Beginning with iRIS™ version 12.01, it is possible to waive invoice fees and maintain a configurable list of
reasons for doing so. This functionality for situations where it is useful or necessary to generate an invoice for
recordkeeping purposes, but no fee is to be charged. This feature is property based.

As shown below, six new properties have been added within the Fee tracking category under IRB Assistant >
Review Board Administration > Board Configuration (red boxes in screenshot below).
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My Workspaces & IRB Board Setup Board Properties Kl Back

RB Properties List [ Download Properties Script I [ Save After Edit ]
. Board Setup i i -
« Submission Review Properties rb.show_rb_highest_review_level_on_invoice ®) ves No
« Document Processing —

. Study Summary Info rb.use_rb_invoicing ®) ves No
« Consent Processing rb.use_rb_invoicing_journal_fields_on_invoice ®) ves No
- Reviewers R q

. Meeting Settings rb.use_rb_invoicing_review_level_on_invoice ®) yes No
« Security rb.use_rb_invoicing_review_type ® Yes No
. Fee tracking o .

. Multi-site Setup rb.use_rb_invoicing_review_type_on_invoice ®) ves No
« Recommendations and rb.use_rb_invoicing_waive_fee ® ves (INo

Stipulations

« Study Board Properties
« Amendments

- Submission Prereview
o Letter

« Submissions

« Notification

«+ Internal Routing

« Training

The new properties are:
rb.show_rb_highest_review_level_on_invoice
rb.use_rb_invoicing_journal_fields_on_invoice
rb.use_rb_invoicing_review_level on_invoice
rb.use_rb_invoicing_review_type
rb.use_rb_invoicing_review_type_on_invoice
rb.use_rb_invoicing_waive_fee

By default, “No” is selected for all of these properties. Invoicing must be enabled within the module by selecting
“Yes” for the rb.use_rb_invoicing property in order for the new fields to function, as that property turns the
entire invoicing feature off and on.

As demonstrated in the screenshot below, setting ALL SIX (6) properties to “Yes” adds a Waive Fee Y/N field,
Reason for Waiving Fee field and auto-populating Percentage Waived field on the Submission Invoice page, and
entries made there carry through to the submissions Pre-review Screening tab, below the Apply Fee for Service
field.
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Study Alias:  Test for Alrarmat= Sign 0| IRB Board
PI: Yo, Alex

My Workspaces © Submission Invoice

Frint Friendly I [ Save Changes o Invoice

Projected Invoice Number: 110

Journal Fiscal Year: [ |

Study Status:

Review Level: [—none— ~]

Protacol Ttems. Forms

. IR . TISTEUUR . EASIRRTY . . SR

IRB Review Type: [Full Gommities Review v/

Waive Fee?: @ ves Ono

Reason for Waiving Fee?: [Alumni v

Percentage Waived?: 50.00% Waived

‘Save the PreReview Screening

Waive Invoice: (yes ® no

Analyst assignment @

Pp—

I8 Number:  [IRE-18:5747

188 Review Typer FUl Commitise Reven -

Note that the Waive Fee and Reason for Waiving Fee fields remain active on the Pre-review Screening tab and
can be updated there.

With the properties enabled, new fields populate on the Submission Invoice page as follows:

Waive Fee? — select “Yes” to waive the fee; this selection populates Reason for Waiving Fee?
and Percentage Waived fields, as shown below

IRB Review Type: |-none- v
» Waive Fee?: @ vyes (U No

Reason for Waiving Fee?:

[—none-- v

Percentage Waived?: 0.00% Waived

Reason for Waiving Fee? — click in the field to open a drop down pick list of reasons; click the
desired item to select it, automatically populating the associated Percentage Waived? field

Setup Waive Fee Reason

The preconfigured list of acceptable reasons for waiving fees is maintained via the Setup Waive Fee Reason List
page. To access the page, navigate to Review Board Administration > List Maintenance Setup > Setup Waive Fee
Reason link.

BT [ s |

Review Board Lists
Review Outcome/Outcome Contiguration List

-

L] Reviewer Rank Configuration List
- Invoice IRB Review Type

- Setup Waive Fee Reason ,._
- Setup Waive Invoice Reason

-
-

Invoice Payment Type

Satun i Rnard Stinulatinn Actinne
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Click the link to open the Setup Waive Fee Reason List page, shown below.

My Workspaces = IRB Setup Waive Fee Reason List 0

‘Add a Waive Fee Reason } [ Delete Selected Waive Fee Reason(s) l

Waive Fee Reason % Waived
0 | Alumni 50.00%
0 | Complete Fee Waiver 99.99%
0 | Fee Waived 12.00%
0 | Fee Waived Reason 2 42.00%
0 | Veteran 65.00%

Previously configured Wave Fee Reasons are listed in a table. Buttons and controls are provided to add, edit or
delete Waive Fee Reasons.

Add Waive Fee Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Fee Reason link.

System Setup | List Maintenance Setup ‘ m

Review Board Lists
Review Outcome/Outcome Contiguration List

-

L] Reviewer Rank Configuration List
- Invoice IRB Review Type

- Setup Waive Fee Reason ‘
- Setup Waive Invoice Reason

-
-

Invoice Payment Type

Satun i Rnard Stinulatinn Actinne

Click the link to open the Setup Waive Fee Reason List page, shown below.

My Workspaces = IRB Setup Waive Fee Reason List 0

| Add a Waive Fee Reason || [ Delete Selected Waive Fee Reason(s) }

Waive Fee Reason % Waived
0 | Alumni 50.00%
O | Complete Fee Waiver 99.99%
0 | Fee Waived 12.00%
0 | Fee Waived Reason 2 42.00%
O | Veteran 65.00%

Click the Add a Waive Fee Reason button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces [® IRB Setup Waive Fee Reason List 0l

Save Waive Fee Reason

*Waive Fee Reason:

*Percent to Waive: 0.00 %
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Enter the desired text for the new Waive Fee Reason and the desired Percent to Waive, then click the Save
Waive Fee Reason button. The add form closes and the new Waive Fee Reason is added to the Waive Fee
Reason list.

Edit Waive Fee Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Fee Reason link.

System Setup | List Maintenance Setup ‘ m

Review Board Lists
Review Outcome/Qutcome Configuration List

=
L) Reviewer Rank Configuration List
- Invoice IRB Review Type

L] Setup Waive Fee Reason -
- Setup Waive Invoice Reason

-
-

Invoice Payment Type

Satun Rawi Raard inulatian Actiane

Click the link to open the Setup Waive Fee Reason List page, shown below.

My Workspaces = IRB Setup Waive Fee Reason List 0

Add a Waive Fee Reason ‘ [ Delete Selected Waive Fee Reason(s) l

Waive Fee Reason % Waived

O | fpumni 50.00%
O | [Jcomplete Fee Waiver 99.99%
0 | [JFee waived 12.00%
0O | JJFee Waived Reason 2 42.00%

Veteran 65.00%

Click the applicable icon in the Edit column (blue box in screenshot above) to open the corresponding Waive Fee
Reason record for editing. The record is opened in an edit panel, as shown below.

‘ My Workspaces = IRB Setup Waive Fee Reason List €]

Save Waive Fee Reason

*Waive Fee Reason: Alumni

*Percent to Waive: 50.00

Make desired changes to the text for Waive Fee Reason and Percent to Waive, then click the Save button. The
edit form closes and the Waive Fee Reason is revised in the Waive Fee Reason list.

Delete Waive Fee Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Fee Reason link.
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System Setup | List Maintenance Setup ‘ m

Review Board Lists
Review Outcome/Outcome Configuration List

—
- Reviewer Rank Configuration List
- Invoice IRB Review Type

- Setup Waive Fee Reason «
- Setup Waive Invoice Reason

-
-

Invoice Payment Type

Satun Ravi, Raard Stinulatian Actiane

Click the link to open the Setup Waive Fee Reason List page, shown below.

My Workspaces IRB Setup Waive Fee Reason List «

Add a Waive Fee Reason l | Delete Selected Waive Fee Reason(s) |

Waive Fee Reason

( | Alumni 50.00%
(m] Complete Fee Waiver 99.99%
O | Fee Waived 12.00%
(m] | Fee Waived Reason 2 42.00%
0 | Veteran 65.00%

Click to select the applicable checkbox(es) in the far left column (blue box in screenshot above) for the Waive Fee
Reason record(s) to be deleted and click the Delete Selected Waive Fee Reason(s) button. A confirmation popup
window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The popup closes and the record is deleted from the Setup
Waive Fee Reason List page.

Waive Invoice Option
Beginning with iRIS™ version 12.01, it is possible to waive the issuance of an invoice while still capturing fee
data, and maintain a configurable list of reasons for waiving the issuance of the invoice.

Setup Waive Invoice Reason

The preconfigured list of acceptable reasons for waiving invoices is maintained via the Setup Waive Invoice
Reason List page. To access the page, navigate to Review Board Administration > List Maintenance Setup > Setup
Waive Invoice Reason link.
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eview Board Lists
Review Outcome,/Qutcome Conhiguration List

Reviewer Rank Configuration List
Inveice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason s
Inveice Payment Type

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

Shidy Nncimant Mutrama Iutrams Fanfl o 1ict

Click the link to open the Setup Waive Invoice Reason List page, shown below.

My Workspaces = IRB Setup Waive Invoice Reason List \Z|

Add a Waive Invoice Reason \ l Delete Selected Waive Invoice Reason(s)

‘Waive Invoice Reason

O Waive Invoice Reason 1
( Waive Invoice Reason 2

Waive Invoice Reason 3

Previously configured Wave Invoice Reasons are listed in a table. Buttons and controls are provided to add, edit
or delete Waive Invoice Reasons.

Add Waive Invoice Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Invoice Reason link.

eview Board Lists
Review Outcome,/ Outcome Configuration List

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason -y
Invice Payment Type

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

Souidu Rinrimans Autenma foutrams Canfl inn i ies

Click the link to open the Setup Waive Invoice Reason List page, shown below.

My Workspaces & IRB Setup Waive Invoice Reason List A

Add a Waive Invoice Reason l Delete Selected Waive Invoice Reason(s)

Waive Invoice Reason

O Waive Invoice Reason 1
( Waive Invoice Reason 2

( Waive Invoice Reason 3

Click the Add a Waive Invoice Reason button (blue box in screenshot above). An add form opens, as shown
below.
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My Workspaces = IRB Setup Waive Invoice Reason List (4]

‘Save Waive Invoice Reason

*Waive Invoice Reason:

Enter the desired text for the new Waive Invoice Reason and click the Save Waive Invoice Reason button. The
add form closes and the new Waive Invoice Reason is added to the Waive Invoice Reason list.

Edit Waive Invoice Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Invoice Reason link.

eview Board Lists
Review Outcome,/ Outcome Configuration List

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason i
Invoice Payment Type

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

(EEEEREERER RN

Shuidu Ninriimant Aubenma Iubrams Fanfl inn 1 ies

Click the link to open the Setup Waive Invoice Reason List page, shown below.

My Workspaces = IRB Setup Waive Invoice Reason List Ei

Add a Waive Invoice Reason \ l Delete Selected Waive Invoice Reason(s) ‘

Waive Invoice Reason

( Waive Invoice Reason 1
[ Waive Invoice Reason 2

( Waive Invoice Reason 3

Click the applicable icon in the Edit column (blue box in screenshot above) to open the corresponding Waive
Invoice Reason record for editing. The record is opened in an edit panel, as shown below.

My Workspaces [ IRB Setup Waive Invoice Reason List 0
‘Save Waive Invoice Reason |

*Walve Invoice Reason: Waive Invoice Reason 1

Make desired changes to the text for Waive Invoice Reason and click the Save button. The edit form closes and
the Waive Invoice Reason is revised in the Waive Invoice Reason list.

Delete Waive Invoice Reason
Navigate to Review Board Administration > List Maintenance Setup > Setup Waive Invoice Reason link.
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eview Board Lists
Review Outcome,/Qutcome Conhiguration List

Reviewer Rank Configuration List
Inveice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason s
Inveice Payment Type

Setup Review Board Stipulation Actions

Click the link to open the Setup Waive Invoice Reason List page, shown below.

My Workspaces = IRB Setup Waive Invoice Reason List \Z|

Add a Waive Invoice Reason \ | Delete Selected Waive Invoice Reason(s) ||

‘Waive Invoice Reason

[ Waive Invoice Reason 1
( Waive Invoice Reason 2
(

Waive Invoice Reason 3

Click to select the applicable checkbox(es) in the far left column (blue box in screenshot above) for the Waive
Invoice Reason record(s) to be deleted and click the Delete Selected Waive Invoice Reason(s) button. A
confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The popup closes and the record is deleted from the Setup
Waive Invoice Reason List page.

Invoice Payment Type

A predefined list of invoice payment methods (e.g., cash, credit card, etc.) is maintained via the invoice payment
type list, which is maintained via the Setup Board Invoice Payment Type List page. To access the page, navigate
to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice Payment Type
link.
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s s | [

leview Board Lists
Review Outcome/OQutcome Configuration LISt

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type -—<ifjmmm

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

St . n 10 Fonfi, ian liet

As shown below, the Setup Board Invoice Payment Type List page opens.

My Workspaces & IRB Setup Board Invoice Payment Type List (4]

Add a New Payment Type ‘ l Delete Payment Type(s)

3 result(s) found...

Edit |Payment Type

) Cash
0 Credit
O

i Internet Banking

Previously configured Payment Types are listed in a table. Buttons and controls are provided to add, edit or
delete Payment Types.

Add Invoice Payment Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice

Payment Type link.

s son | [

leview Board Lists
Review Outcome/Outcome Configuration List

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type «

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

Shirdus . n 10 Fanfi imn ik

As shown below, the Setup Board Invoice Payment Type List page opens.
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My Workspaces & IRB Setup Board Invoice Payment Type List 4]

Add a New Payment Type ‘ Delete Payment Type(s) ‘

3 result(s) found...

=] | Edit |Payment Type

Cash

Credit

Internet Banking

Click the Add a New Payment Type button (blue box in screenshot above). An add form opens, as shown below.

My Workspaces = IRB Setup Board Invoice Payment Type List (4]

Save

*Payment Type:

Enter the desired text for the new Payment Type and click the Save button. The add form closes and the new
Payment Type is added to the invoice Payment Type list.

Edit Invoice Payment Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice
Payment Type link.

leview Board Lists
Review Outcome/OQutcome Configuration LISt

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type «

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

Study Raciimant Nuteama /Nuteama Canfimuration |iet

As shown below, the Setup Board Invoice Payment Type List page opens.

My Workspaces & IRB Setup Board Invoice Payment Type List 4]

| Add a New Payment Type } ‘ Delete Payment Type(s) ‘

3 result(s) found...

Edit Payment Type

Internet Banking

Click the applicable icon in the Edit column (blue box in screenshot above) to open the corresponding Payment
Type record for editing. The record is opened in an edit panel, as shown below.
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]

My Workspaces = IRB Setup Board Invoice Payment Type List

*Payment Type: Cash

Make desired changes to the Payment Type text and click the Save button. The edit form closes and the
Payment Type is revised in the invoice Payment Type list.

Delete Invoice Payment Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Invoice
Payment Type link.

| s s | [

leview Board Lists
Review Outcome/OQutcome Configuration LISt

Reviewer Rank Configuration List
Invoice IRB Review Type

Setup Waive Fee Reason

Setup Waive Invoice Reason

Invoice Payment Type ﬁ

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List

St . n 10 Fonfi, ian liet

As shown below, the Setup Board Invoice Payment Type List page opens.

(4]

My Workspaces & IRB Setup Board Invoice Payment Type List

| Add a New Payment Type ‘ I Delete Payment Type(s) I

3 result(s) found...

FE  edit |Payment Type

Cash

Credit

O 0|0

i} Internet Banking

Click to select the applicable checkbox(es) in the far left column (blue box in screenshot above) for the Payment
Type record(s) to be deleted. A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL
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Click CANCEL to close the popup without deleting the record and return to the Setup Protocol Document

Outcome page.

Click CONFIRM to complete deletion of the record. The Payment Type is deleted from the Setup Board Invoice
Payment Type List page.

Setup Review Board Stipulation Actions
The Review Board Stipulation Actions List is where a list of boilerplate review board stipulation actions approved

for use in studies is maintained in the iRIS™ system.

These actions are applied to stipulations when a study submits its response to the review board. Review board
stipulation actions determine if the incoming stipulation can be closed as complete or must be retained as an

outstanding item to the study.

To view the list, navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click
the Setup Review Board Stipulation Actions link.

Copy Configurations
System Setup ‘ List Maintenance Setup ‘ ‘ Clean-up |
Review Board Lists -
- Paralyzing Agent Lontiguration LISt
L] predefined Stipulations
L] Review Outcome/Outcome Configuration List
L] Reviewer Rank Configuration List
L] Setup Review Board Stipulation Actions «
- Setup Training Courses
L] Business Associate List
s T
The Setup Stipulation Review Board Actions page is opened.
[ Add a Stipulation Action } [ Delete Selected Stipulation Action(s)

Copy to Current - . .
Submission  |Review Board Stipulation Action Default SIIPSul:thn Review Outclotme when the
Stipulation(s) ubmission is Complete
(| No Accepted No
O No Approved No

Add Review Board Stipulation
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Setup

Review Board Stipulation Actions link.

Review Outcome/Outcome Configuration List

Reviewer Rank Configuration List

Setup Review Board Stipulation Actions ﬁ

Setup Training Courses

Business Associate List

Tunao

The Setup Stipulation Review Board Actions page is opened. Click the Add a Stipulation Action button.
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| 244 a Stiuiation Action | | Delete Selected Stipulation Acionts)

Copy to Current

Edit Submission  |Review Board Stipulation Action Default S“F'sulzli?" Review Oﬂt(lﬂt"- when the
Stipulation(s) ubmission is Complete

[} Mo Accepted No

O Mo Approved

An add panel is opened for creation of the new record.

Save Stipulation Action

*Automatically Copy
Stipulation from Ovee @
Previous Submission to - Yes '®/Ho
Current Submission :

*Default Stipulation

Review Outcome when O
the Submission is
Complete:

The Automatically Copy Stipulation from Previous Submission to Current Submission setting controls whether
the stipulation is to be closed as completed or copied to the current submission and remain as an outstanding

item to the study. “No” indicates the stipulation is to be closed. “Yes” indicates the stipulation will remain as an
outstanding item to the study.

The Default Stipulation Review Outcome when the Submission is Complete selection dictates whether a closed

status is to be automatically assigned to the stipulation. Click the Save Stipulation Action button to add the
record to the list.

Complete the form as desired and click the Save Stipulation Action button.

I Save Stipulation Action I

*Action: Rejected

* A

ically Copy Stipulation _ _
from Previous Submission to Jves (® yg
Current Submission :

*Default Stipulation Review
Outcome when the Submission O
is Complete:

The record is added to the Setup Stipulation Review Board Actions list page.
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[ Add a Stipulation Action ] [ Delete Selected Stipulation Action(s)

Copy to
R Onfauk Soustion v Oscome whon
Stipulation(s)
[l ‘_ 5 Mo Accepted No
O ._ 4 Mo Approved No
I [l B3] Yes Rejected No

Edit Review Board Stipulation

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Setup
Review Board Stipulation Actions link.

Review Outcome/Outcome Configuration List

Reviewer Rank Configuration List

Setup Review Board Stipulation Actions ﬁ

Setup Training Courses

Business Associate List

Tunao

The Setup Stipulation Review Board Actions page is opened. Click the icon in the Edit column for the applicable
record.

Add a Stipulation Action ] [ Delete Selected Stipulation Action(s)

Copy to
G, R o spuiston Acton pefait Stgulation Seview Outcorne hen
Stipulation(s)

O \_ 3| No Accepted No

O .7 i No Approved No

(| \_ No Rejected No

The record is opened in an edit panel. Make desired changes and click the Save Stipulation Action button.

I Save Sfipulation Action I

*Action: Rejected

*Automatically Copy
Stipulation from @vee O
Previous Submission to ®ves L No
Current Submission :

*Default Stipulation

Review Outcome when D
the Submission is
Complete:

The edit panel is closed, and the record is revised on the Setup Stipulation Review Board Actions list page.

©2021 iMedRIS Data Corporation96



IRB Assistant — List MaintenanceiRIS ™v13.01

Copy to
Current
Submission
Stipulation(s)

Review Board Stipulation Action

Add a Stipulation Action ] [ Delete Selected Stipulation Action(s)

Default Stipulation Review Outcome when
e Submission is Complete

O 1 No Accepted No
O No Approved No

3]
I | 3| Yes Rejected No

Delete Review Board Stipulation
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Setup
Review Board Stipulation Actions link.

Review Outcome/Qutcome Configuration List
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions «
Setup Training Courses

Business Associate List

Tuno

The Setup Stipulation Review Board Actions page is opened. Select the checkbox(es) in the far-left column for
the record(s) to be deleted and click the Delete Selected Stipulation Action(s) button.

| Add a Stipulation Action | | Delete Selected Stipulation Actions) |

Copy to
Current
Submission
Stipulation(s)

Default Stipulation Review Outcome when
the Submission is Complete

Review Board Stipulation Action

O 1 Mo Accepted No
O No Approved No
O Yes Rejected No

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

CANCEL

Click CANCEL to close the popup without deleting the record and return to the Setup Stipulation Review Board
Actions page.

Click CONFIRM to complete deletion of the record and return to the Setup Stipulation Review Board Actions
page. The record is deleted from the Setup Stipulation Review Board Actions page.
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Setup Training Courses

Direct access to the Define Training Courses area under iRIS™ System Administration > List Configuration and
Maintenance > System Setup tab > User Training Setup section is provided for the review board under IRB
Assistant > Review Board Administration > List Maintenance Setup tab > Setup Training Courses link.

Copy Configurations

System Setup ‘ List Maintenance Setup ‘ ‘ Clean-up ‘

eview Board Lists
Paralyzing Agent LONTIgUration LISt

‘

Predefined Stipulations

Review Outcome/Qutcome Configuration List
Reviewer Rank Configuration List

Setup Review Board Stipulation Actions

Setup Training Courses «

Business Associate List

Tuna

See the List Configuration and Maintenance section of the System Administration — User Training Manual for
more information about configuring and tracking iRIS™ user training.

Business Associate List
The Business Associate List link is used to access system functions related to business associates. In this context,
a business associate is an institution or business which interacts with the institution where iRIS™ is in use.

Within the iRIS™ system, business associate entities can be added as a study sponsor, vendor or subrecipient, or

as a third party in a conflict of interest.

For more information about business associate list management activities, see the Business Associate List

manual.

Sponsor Type
The Sponsor Type configuration list is where a list of predefined sponsor types is maintained in the iRIS™ system.
To view the list, navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click

the Sponsor Type link.

System Setup | List Maintenance Setup | | Clean-up

SELUP KEVIEW BOdIU SUPUIdUUI ALLIUNS

Setup Training Courses

Business Associate List

Sponsor Type ‘

Study Document Outcome/Outcome Configuration List

PODDI

The Setup Sponsor Type page is opened.
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Add a New Category

12

13 result(s) found..

ponsor Type rt Order Number | Include

01 - Federal 1 Yes Federal Government: Departments, agencies, etc. of the United States government.

02 - State 2 Yes State Government: Departments, agencies, etc. of the State of California

Other Government Agency: Other governmental agencies, including: cities; counties; other states; foreign
03 - Other Government 3 Yes or g agendies; multi-national izations such as the United Nations; or, quasi-
governmental agencies or special districts, such as a water or pest control district.

04 - Business/Profit Entity a Yes Business/Profit Entity: Business or other entity engaged in activities for profit.
Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities
05 - Non-profit s Yes engaged in activities for profit, including: corporate foundations, industry or trade assodiations; and
- professional, union, or lobbying izati

Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation

96 - Foundation/ Charitable Trust s Yes Directory; excluding corporate foundations; and, induding funds or endowments designated by the Internal

0000000 ©0 000 OO

o Revenue Service as private grant-mak community ione, family
charitable trusts.
_ . Higher Education: Higher education institution or association such as: Harvard Institution/Association
(7 = i E g = University, University of Michigan, or the American Association of Colleges of Pharmacy.
Related i -1 rganization, i i

95 - Campus Organization . s c ed Organization: Campus-related org . including student groups, University support
25} groups, alumni associations, etc

03 - Individual s Yes Individual: Individuals, excluding incorporated professionals who should be coded 'Business/Profit Entity".

10 - Marketing Orders 10 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards

11 - Unfunded 1 No

12 - Departmental o o Carried out with either actual funding from Departmental funding source or by faculty and staff who receive
S| salary support from Departmental funding

99 - Unassigned 99 Yes Unassigned: Sponsor not yet assigned to one of the above categories

Sponsor Type Implementation: Application Side

The sponsor type list is employed when a sponsor is added to the study application via the Add a New Sponsor
to the Study button. As shown below, any sponsor listed in the table beneath the add button includes the
Sponsor Type designation selected when the sponsor is added to the application.

I vAddaNewSpmlsnrhoMeStuﬂy I
View
Details

Mo Sponsor has been added to this Study

5 - Award Number
Funding Fhrosah

Sponsor Type Implementation: Board Side
The sponsor type list is employed in the System Setup of Business Associate List page, as shown below.

Associate Abrv: APharm Strel
*Associate Name: Abbott Pharmaceutical Stre

Short Name: | Abbott Pharmacsutical

Status: Active County /P
Competitor 5|
Vendor Animal Vendor
Purchaser Prov|
Associate Group: Supporter Lab Supply Vendor

Research Affiliate

n % Subrecipient ¥ Vet Supply Vendor Coul
Sponsor
Zip/Postal (

Sponsor ID:
Website Add|

*— *Associate Type Coded Pharmaceutical v i
“hone— Foreign E|
Associate Type Descriptiond 01 - Federal
02 - State.
03 - Other Government
04 - Business/Profit Entity
05 - Mon-profit Reports to Spensor Nur
06 - Foundation/Charitable Trust
07 - Higher Education Reports to Sponsor N|
Legal Named} 08 - Campus Crganization
09 - Individual
Organization Name3 10 - Marketing Orders
NIH Employer Identification] || - Unfunded 1
Number(NIH EIN)§ 12 - Deparimental
99 - Unassigned

B Pharmaceutical

Level (

UCOP Sponsor Code:
Level Descrif

Principal Business of Entity:

Familiar Name:

When “Sponsor” is selected from among the Associate Group options (large red arrow in screenshot above),
new fields populate for selection of the sponsor type (small red arrow and red box in screenshot above) and
entity details.
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Add Sponsor Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Sponsor
Type link.

Copy Configurations

System Setup | List Maintenance Setup | | Clean-up

SELUP KEVIEW BOdIU SUPUIdUUI ALLIUNS

Setup Training Courses

Business Associate List

Sponsor Type «

Study Document Qutcome/Outcome Configuration List

The Setup Sponsor Type page is opened. Click the Add a New Category button.

I Add a New Category I

13 result(s) found 1-13

Delete Edit Sponsor Type Sort Order Number Include in Disclosure Search Description
Q 01 - Federal 1 Yes i ST BT, SRS, S0 @ T S C T
Q 02 - State 2 Yes State Government: Departments, agencies, etc. of the State of California
Other Government Agency: Other governmental agencies, including: cities; counties; other states; foreign
° 03 - Other Government 3 Yes governments or governmental agencies; multi-national organizations such as the United Nations; or, quasi-
governmental agencies or special districts, such as a water or pest control district.
o 04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other entity engaged in activities for profit
Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities
o 05 - Non-profit 5 Yes engaged in activities for profit, including: corporate foundations, industry or trade associations; and
professional, union, or lobbying organizations
Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation
(%) 06 - Foundation/Charitable Truct 5 ves Directory; excluding corporate foundations; and, including funds or endowments designated by the Internal

An add panel is opened for creation of the new record.

Save Category

“*Sponsor Type:
*Sort Order Number: 1
“Include Sponsors of

this group in ® ves (o
Disclosure Search:

Description:

Enter a Sponsor Type name. At some institutions a numeric code is included in the name, as shown in the
previous screenshot. The name should be distinct from any pre-existing items in the configuration list.

Enter the desired Sort Order Number. This number specifies the order in which sponsors appear in the
configuration list and dropdown picklist of sponsors.

Note: If a number that is already in use is selected, when this record is saved its Sort Order Number overrides any
pre-existing item with the same sort order. The overridden item and all items that follow it in the list are
incremented by one (1) and moved down one (1) position in the configuration list.

Select “Yes” or “No” for Include Sponsors of this group in Disclosure Search field.
Enter a Description of the sponsor to assist system users in distinguishing it from other sponsors in the list.

An example of the filled add panel is shown below. Click the Save Category button.
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nal Association

*Sponsor Type: |13 - Profes:
*Sort Order Number: |13
*Include Sponsors of

t

group in ® veg No
Disclosure Search:

Professional Association: medical / scientific professional association
such as the American Medical Association

Description:
P
The record is added on the Setup Sponsor Type page.
Add a New Category
14 result(s) found. 1-14

01 - Federal 1 Yes Federal Government: Departments, agencies, etc. of the United States government.

()
(x]
(<]
(]
(x]
(x]
(%) | o
(x]
(x]
(<]
(x]
(x]
(%]

02 - state 2 Yes State Government: Departments, agencies, etc. of the State of California

Other Government Agency: Other governmental agencies, including: cities; counties; other states; foreign governments
I such as the United Nations; or, quasi-governmental agencies or

03 - Other Government 3 Yes or agencies;
special districts, such as a water or pest control district.

04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other e

engaged in activities for profit.

Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities engaged in
05 - Non-profit 5 Yes activities for profit, including: corporate foundations, industry or trade associations; and professional, union, or lobbying
organizations.

Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation Directory;

06 - Foundation/Charitable Trust 6 Yes excluding corporate foundations; and, including funds or endowments designated by the Internal Revenue Service as
private grant-making foundations, community foundations, family foundations, and charitable trusts.

Higher Education: Higher education jon or association such as: Harvard Institution/Association University,

(e e 7 Yes University of Michigan, or the American Association of Colleges of Pharmacy.
05 - Camous Organization . s Campus-Related Organization: Campus-related organization, including student groups, University support groups, alumni
1 associations, etc.
9 Yes Individual: Individuals, excluding incorporated professionals who should be coded ‘Business/Profit Entity'.
10 - Marketing Orders 10 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards
11 - Unfunded 1 No

Carried out with either actual funding from Departmental funding source or by faculty and staff who receive salary
I

12 - Departmental 12 No
adice

13 - Professional Association 13 Yes Professional Association: medical / scientific professional association such as the American Medical Association

99 - Unassigned o9 Yes Unassigned: Sponsor not yet assigned to one of the above categories

Edit Sponsor Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Sponsor
Type link.

Copy Configurations

System Setup | List Maintenance Setup | | Clean-up

SELUP KEVIEW BOdIU SUPUIdUUI ALLIUNS

Setup Training Courses

Business Associate List

Sponsor Type ‘

Study Document Outcome/Outcome Configural

The Setup Sponsor Type page is opened. Click the icon in the Edit column for the applicable record.
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Add a New Category

14 result(s) found. 1-14

01 - Federal 1 Yes Federal Government: Departments, agencies, etc. of the United States government.

(<)
(<]
(]
(<]
(]
(]
() o
(<]
(<]
(<]
(<]
(<]
(]
(]

=y Bz 7 ves University of Michigan, or the American Association of Colleges of Pharmacy.

08 - Compus Organization N Ve Campus-Related Organization: Campus-related organization, including student groups, University support groups, alumni
associations, etc.

09 - Individual 9 Yes Individual: Individuals, excluding incorporated professionals who should be coded "Business/Profit Entity".

10 - Marketing Orders 0 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards

11 - Unfunded 11 No

12 - Deparmental - o Carred out with either actual funding from Departmental funding source o by faculty and staff who recelve salary
support from Departmental funding.

13 - professional Association 13 Ves Professional Association: medical / scientific professional association such as the American Medical Association

99 - Unassigned o Yes Unassigned: Sponsor not vet assigned to one of the above categories

02 - State 2 Yes State Government: Departments, agencies, etc. of the State of California

Other Government Agency: Other governmental agencies, including: cities; counties; other states; foreign governments

03 - Other Government: 3 Yes such as the United Nations; or, quasi-governmental agencies or

or agencies;
special districts, such as a water or pest control district.
04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other entity engaged in activities for profit

Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities engaged in
05 - Non-profit 5 Yes activities for profit, including: corporate foundations, industry or trade associations; and professional, union, or lobbying
organizations.

Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation Directory;

06 - Foundation/ Charitable Trust 6 Yes excluding corporate foundations; and, including funds or endowments designated by the Internal Revenue Service as
private grant-making foundations, community foundations, family foundations, and charitable trusts.

Higher Education: Higher education institution or association such as: Harvard Institution/Association University,

The selected record is opened in an edit panel. Make desired changes to the fields in the panel.

Save Category

“Sponsor Type: |13 - Scientific Professional Association

“Sort Order [
Number:
“Include
Sponsors of this
group in % yeg No
Disclosure
Search:

Scientific Professional Asscciation: medical / scientific prefessional

association such as the American Medical Association
Description:

At some institutions a numeric code is included in the Sponsor Type name, as shown above. The name should be
distinct from any pre-existing items in the configuration list.

The Sort Order Number specifies the order in which sponsors appear in the configuration list and dropdown
picklist of sponsors.

Note: If a number that is already in use is selected, when this record is saved its Sort Order Number overrides any
pre-existing item with the same sort order. The overridden item and all items that follow it in the list are
incremented by one (1) and moved down one (1) position in the configuration list.

Select “Yes” or “No” for Include Sponsors of this group in Disclosure Search field.
Enter a Description of the sponsor to assist system users in distinguishing it from other sponsors in the list.
Click the Save Category button to save changes.

The record is revised on the Setup Sponsor Type page.
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Add a New Category

14 result(s) found 1-14

01 - Federal 1 Yes Federal Government: Departments, agencies, etc. of the United States government.

02 - state 2 Yes State Government: Departments, agencies, etc. of the State of California

Other Government Agency: Other governmental agencies, including: cites; counties; other states; foreign governments
03 - Other Government 3 Yes or agencies; such as the United Nations; or, quasi-governmental agencies or
special districts, such as a water or pest control district.

04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other entity engaged in activities for profi

Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities engaged in

05 - Non-profit 5 Yes activities for profit, including: corporate foundations, industry or trade associations; and professional, union, or lobbying
organizations
Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation Directory;

06 - Foundation/Charitable Trust 6 Yes excluding corporate foundations; and, including funds or endowments designated by the Internal Revenue Service as
private grant-making foundations, community foundations, family foundations, and charitable trusts.

e — Higher Education: Higher education institution or association such as: Harvard Institution/Association University,

=3 University of Michigan, or the American Association of Colleges of Pharmacy.

Campus-Related Organization: Campus-related organization, including student groups, University support groups, alumni

OlOOO0OO0O0 O ©0 0 00

08 - Campus Organization 8 Yes
=] associations, etc

09 - Individual o Yes Individual: Individuals, excluding incorporated professionals who should be coded ‘Business/Profit Entity".

10 - Marketing Orders 10 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards

11 - Unfunded 11 No

1 - Departmental " o Carried out with either actual funding from Departmental funding source or by faculty and staff who receive salary

13 - Professional Association 13 Yes Professional Association: medical / scientific professional association such as the American Medical Association

99 - Unassigned 99 Yes Unassigned: Sponsor not yet assigned to one of the above categories

Delete Sponsor Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Sponsor
Type link.

Copy Configurations

System Setup | List Maintenance Setup | | Clean-up

SELUP KEVIEW BOAIU SUPUIdUUI ACLIUIS

Setup Training Courses

Business Associate List

Sponsor Type «

Study Document Outcome/Outcome Configuration List

The Setup Sponsor Type page is opened. Click the icon in the Delete column for the applicable record.

Add a New Category

14 result(s) found 1-14

01 - Federal 1 Yes Federal Government:

Departments, agencies, etc. of the United States government.

02 - State 2 Yes State Government: Departments, agencies, etc. of the State of California

(T R T L B R ) ST I i Gelniay i skl (el
03 - Other Government 3 Yes agendies; mul such as the United Nations; or, quasi-
Govermmental agences o specal distrcts, Sch a2 3 water o pest control detict.

04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other entity engaged in activities for profit.

Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities

05 - Non-profit 5 Yes engaged i activiies for proft including: coporate foundations, ISty of tiade acsoGations: and profeesional,
union, or lobbying organizations.
Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundation Directory;

00000000 O 00 0 00

06 - Foundation/Charitable Trust 6 Yes exclucing corporate foundations; and, including funds or endowments designated by the Internal Revenue
— Service as private tions, community foundations, family foundations, and charitable trusts.

. 7 . Higher Education: Higher education institution or association such as: Harvard Institution/Association University,
2 University of Michigan, or the American Association of Colleges of Pharmacy.

08 - Campus Organization s Yes Campus-Related Organization: Campus-related organization, including student groups, University support
a5 aroups, alumni associations, et

09 - Individual 9 Yes Individual: Individuals, excluding incorporated professionals who should be coded *Business/Profit Entit

10 - Marketing Orders 10 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards

11 - Unfunded 1 No

12 - Departmental - o Carried out with either actual funding from Departmental funding source or by faculty and staff who receive
23] salary support from Departmental funding

) = S B e T A - . Scientific Professional Association: medical / scientific professional association such as the American Medical
2 Association

99 - Unassigned 99 Yes Unassigned: Sponsor not et assigned to one of the above categories

A confirmation popup window displays.
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Are you sure you want to delete selected item?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The record is deleted from the list on the Setup Sponsor Type
page.

Add a New Categery

13 result(s) found 1-13

Sponsor Type rt Order Number

01 - Federal 1 Yes Federal Government: Departments, agencies, etc. of the United States government.

02 - State 2 Yes State Government: Departments, agencies, etc. of the State of California

Other Government Agency: Other governmental agencies, including: cities; counties; other states; foreign
03 - Other Government 3 Yes governments or governmental agencies; multi-national organizations such as the United Nations; or, quasi-
governmental agencies or special districts, such as a water or pest control district.

04 - Business/Profit Entity 4 Yes Business/Profit Entity: Business or other entity engaged in activities for profit.

Non-Profit, Business Related: Non-profit organization sponsored by one or more business or other entities
05 - Non-profit 5 Yes engaged in activities for profit, including: corporate foundations, industry or trade associations; and

professional, union, or lobbying organizations.

Foundation/Charitable Trust: Non-profit foundations or charitable trusts, as defined in The Foundatien
06 - Foundation/Charitable Trust 5 Yes Directory; excllud\ng cwporate foundat_mns; and, [nu\udmg fund_s or endcw_ments de.slgnated by the Internal
=i Revenue Service as private grant-making foundations, community foundations, family foundations, and
charitable trusts.

Higher Education: Higher education institution or association such as: Harvard Institution/Association

0000000 © OOOOO

07 - Higher Education g ez University, University of Michigan, or the American Association of Colleges of Pharmacy.

08 - Campus Organization s ves Campus-Related Organization: Campus-related organization, including student groups, University support
— groups, alumni associations, etc.

02 - Individual 9 Yes Individual: Individuals, excluding incorporated professionals who should be coded *Business/Profit Entity’.

10 - Marketing Orders 10 Yes Marketing Orders: Regulated Agricultural Marketing Order Boards

11 - Unfunded 11 No

12 - Departmental 5 No Carried out with either actual funding f(em Departmental funding source or by faculty and staff who receive
=) salary support from Departmental funding.

99 - Unassigned 99 Yes Unassigned: Sponsor not yet assigned to one of the above categories

Risk Assigned Configuration List

Where the property rb.use_risk_assigned is set to “Yes” (under IRB Assistant > Review Board Administration >
Board Configuration Options > Study Board Properties, see screenshot below), the iRIS™ system allows for setup
and maintenance of a Risk Assigned Configuration List. The list contains current risk ratings the review board can
assign to studies.
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My Workspaces & IRB Setu

RB Properties List

p Board Properties

]

Download Properties Script Save After Edit

Property Name Property Value -

« Board Setup
« Submission Review Properties rb.use_irb_expedited_category @ ves O No
« Document Processing o -
« Study Summary Info rb.use_irb_hipaa @ ves O no
+ Consent Processing rb.use_irb_investigational_device_use ®ves O No
+ Reviewers N d ® —
+ Meeting Settings rb.use_irb_investigational_drug_use ves O No
s Security rb.use_irb_minor_risk_assessment ®ves O No
+ Fee tracking — ~
. Multi-site Setup rb.use_irb_risk_level ®ves O no
« Recommendations and Stipulations rb.use_irb_waiver_of_consent ® ves O No
+ Study Board Properties rb.use_last_continue_review_approved OYes @ no
+ Amendments . -
+ Submission Prereview rb.use_parental_permission ®@ves Ono
o Letter rb.use_pregnant_women ® ves O No
+ Submissions =
« Notification rb.use_prisoners ® ves O no
« Internal Routing rb.use_problem_deviation_noncompliance ® ves O No
+ Training rb.use_regulatory_determinationl ®ves O No
rb.use_regulatory_determination2 ®ves O no
=
[ |rb.use_risk_assigned ® ves O No 1
—
rb.use_risk_group O Yes @ no
rb.use_room_by_cage ®ves O No
rb.use_srb_continuing_review_expedited_category ® ves O no
rb.use_srb_exempt_category @ves O No

Setting the property to “Yes” populates a Risk Assigned Configuration List link on the List Maintenance Setup

tab, as shown in the example below.

Invoice Payment 1ype

Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List «

Sty D Pay in £ o

The list defined here is available for assigning risk to a study within the Outcome tab of the submission

processing screens, as shown below.

Save the Submission Outcome

General Informatien

Continuing Review Due:

Submission Components

Study Follow-up:

Correspondence

Protocol Closure:

Submission History

Pre-review Screening

Temporary Closed: Yes ® No

Review Checklist
and Comments

Temporary Closure Start:

Review Summary

Temporary Closure End:

Submission Discussion

Risk Assigned: [-none—

Add Risk

Recommendation Adult Risk Assigned: Exempt
— Greater than Minimal Risk under 45 CFR 46/ 21 CFR

stipulation High

Adult Benefit Assigned: | inima
Internal Submission
i Moderate

2 Pediatric Risk Assigned: | Test Review
Bz by Test Review1232
Exempt:

Outcome

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Risk

Assigned Configuration List link.
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1nvoice Fayment Iype
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List ‘

Ciuacdhs N + N I fané

i

As shown below, the Review Board Risk Assigned page opens.

My Workspaces = IRB

Delete | Edit |Risk Assigned

Exempt

High
Minimal
Moderate

Test Review

0000000

Test Review1232

Greater than Minimal Risk under 45 CFR 46 / 21 CFR

System Administration - Review Board Risk Assigned

Add a New Record

Click the Add a New Record button. An add form opens, as shown below.

My Workspaces & IRB

* Risk Assigned:

System Administration - Review Board Risk Assigned

Save Record

Enter desired text for Risk Assigned and click the Save Record button. The add form closes and the new Risk is
added to the list on the Review Board Risk Assigned page.

Edit Risk

Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Risk

Assigned Configuration List link.

1nvoice Payment Iype
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List «

Cvacdus T - N I P

As shown below, the Review Board Risk Assigned page opens.
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My Workspaces = IRB System Administration - Review Board Risk Assigned

Add a New Record

Delete | Edit |Risk Assigned

Exempt

Greater than Minimal Risk under 45 CFR 46 [/ 21 CFR
High

Miniral

Moderate

Test Review

0000000

Test Review1232

Click the applicable icon in the Edit column. The applicable record is opened in an edit form, as shown below.

My Workspaces & IRB System Administration - Review Board Risk Assigned

Save Record

* Risk Assigned: |Exempt

Revised the Risk Assigned text as desired and click the Save Record button. The edit form closes and the new
Risk is revised in the list on the Review Board Risk Assigned page.

Delete Risk
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Risk
Assigned Configuration List link.

1nvoice Fayment Iype
Setup Review Board Stipulation Actions
Setup Training Courses

Business Associate List

Sponsor Type

Risk Assigned Configuration List '_

Stuacd D Tt i L anf i 1ise

As shown below, the Setup Adult Risk Assigned List page opens.

My Workspaces & IRB System Administration - Review Board Risk Assigned

Add a New Record

Delete | Edit |Risk Assigned

Exempt

Greater than Minimal Risk under 45 CFR 46 / 21 CFR
High

Minimal

Moderate

Test Review

Test Review1232

0000000
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Click the Delete column icon for the item to be deleted.

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The item is deleted from the list on the Review Board Risk
Assigned page.

Study Document Outcome/Outcome Configuration List

The Document Outcome/Outcome Configuration List is where a list of boilerplate outcome statuses approved for
use in studies is maintained in the iRIS™ system. To view the list, navigate to IRB Assistant > Review Board
Administration > List Maintenance Setup tab and click the Study Document Outcome / Outcome Configuration
List link.

Copy Configurations

System Setup | List Maintenance Setup | ‘ Clean-up

DELUP KEVIEW DUAIU U PUIdLIUN ACLIBIS

Setup Training Courses

Business Associate List

Sponsor Type

Study Document Qutcome/Outcome Configuration List ‘

LR N R R

The Setup Protocol Document Outcome page is opened.

Note that at some institutions, the term “Study” is substituted for “Protocol”. These terms may be used

interchangeably in manual text and screenshots.

[ Add a New Status ] [ Delete Selected Status(s)

IACUC list of study document outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ StartDI::cnI:-'l“g:'tginal
O ._ 3 Approval Withheld Yes Mo No Yes
O ._ il Approved Yes Yes No Yes
O ._ 3| Refer for Committee Review No Mo No Mo
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Study Document Outcome List Implementation - Application Side
Study document outcomes are assigned by the applicable review board, making this functionality inapplicable on
the application side.

Study Document Outcome List Implementation - Board Side
The study document outcome list is employed in the following areas on the review board / system setup side of
iRIS™,

Submission processing — the Study Document Outcome list is employed as a dropdown picklist
in the Outcome field when approving a study document within submission processing
screens, as shown in the IACUC example below

IACUC Number: A12-020
My WOTKSDGCGS = Alias: VA Merit: Arrestin Regulation o ... IACUC |

PI: Hauger, Richard L

12-82@ Figure 1

“Document Title:

* Category: |ACORF Diagram v
Comments:
Description: ACORF Section C2 Figure 1
Version Date: 07/26/2012
*Version Number: 1.0

Sponsor Version:

Outcome:

Approval Date: | Approval Withheld
Approved
Expiration Date: | Modifications Required to Secure Approval with DMR
Modifications Required to Secure Approval with FCR
Refer to Full Committee Review
Void

Add Study Document Outcome
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Study
Document Outcome / Outcome Configuration List link.

Copy Configurations

System Setup | List Maintenance Setup | ‘ Clean-up

DELUP KEVIEW DUAIU U PUIdLIUN ACLIBIS

Setup Training Courses

Business Associate List

Sponsor Type

Study Document Outcome/Qutcome Configuration List ‘

The Setup Protocol Document Outcome page is opened. Click the Add a New Status button.
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| Add a New Staius ] [ Delete Selected Status(s)

IACUC list of study document outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ StarlDI::)I:“l::;ginal
O ._ 3| Approval Withheld Yes Mo No Yes
O ._ | approved Yes Yes No Yes
O ._ 3| Refer for Committee Review No Mo No Mo

An add a review outcome panel is opened for creation of the new record. Below, the blank form is shown with
the default selection of “No” in place for Create PDF.

[ Save Protocol Document Qutcome ]

IACUC add a review outcome.

*Dutcome Status:

*Create PDF: (_)ves ® g

When “Yes” is selected for Create PDF, indicating that the document given this outcome is to be converted to a
PDF, three additional fields pertaining PDF settings are unlocked with default selections set to “No”.

Note that Create PDF must be set to “Yes” for any document to which an electronic document stamp will be
applied.

[ Save Protocol Document Outcome ]

IACUC add a review outcome.

*Dutcome Status:

#Create PDF: ':E:' Yes '::::' Mo

*Use Approved Stamp: Cyes ® g
#Use Void Stamp: () Yes ® g
#*Start From Original Document: Oves ®ng

Use Approved Stamp — This option is only available where the review board property “rb.stamp_study_doc”

(under IRB Assistant > Review Board Administration > Board Configuration Options > Document Processing) is
turned on. When this option is set to “Yes”, the study document PDF with this outcome assigned will have an

electronic approval stamp applied.
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Use Void Stamp — When this option is set to “Yes”, the study document PDF with this outcome assigned will have
an electronic VOID watermark applied.

Start From Original Document - When this option is set to “Yes”, the assigned outcome is applied to the original
document. When this option is set to “No”, the assigned outcome is applied to a PDF of the original document
that was previously created as part of a prior outcome.

This setting is useful in cases where the review board needs to revisit a study document and assign a different
outcome. For example, when a PDF document with a VOID watermark is subsequently approved, Start from
Original Document must be set to “Yes” to ensure the VOID watermark is removed from the document.

Fill the form as desired and click the Save Study Document Outcome button.

Save Protocol Document Qutcome

IACUC add a review outcome.

*Outcome Status: |Modifications Required to Secure Approval with DMR

*Create PDF: ® ves (o

*Use Approved Stamp: '::::' Yes '::.::' Mo

*Use Void Stamp: '::::' Yes '::.::' Mo

“Start From Original Document: ':§:' Yes '::::' MNo

The outcome is added on the Setup Protocol Document Outcome list page.

[ Add 3 New Staius ] [ Delste Selacted Status(s) ]

IACUC list of study document outcomes.

Start From Original

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ ——
(| i Approval Withheld Yes No No Yes
1 Approved Yes Yes Mo Yes
—

. Modifications Required to Secure
] L) Approval with DMR e o L =

- —
O Refer for Committee Review No No Mo Mo

Edit Study Document Outcome
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Study
Document Outcome / Outcome Configuration List link.
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Copy Configurations

System Setup | List Maintenance Setup | ‘ Clean-up

SELUP KEVIEW BUAIU SUPUIdUUH ACLUNS

Setup Training Courses

Business Associate List

Sponsor Type

Study Document Outcome/Outcome Configuration List «

The Setup Protocol Document Outcome page is opened. Click the icon in the Edit column for the applicable

record.

[ Add a New Status ] [ Delete Selected Status(s) ]

IACUC list of study document outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ S"“Dl::::::;ginal
| 1 Approval Withheld Yes No Mo Yes
O Approved Yes Yes Mo Yes
Modifications Required to Secure
d = Approval with DMR RES i L LE
O Refer for Committee Review No No Mo Mo

The record is opened in an edit a review outcome panel.

I Save Protocol Document Qutcome I

IACUC edit a review outcome.

*Outcome Status: |Refer for Full Committee Review

#Create PDF: () Yes ® g

When “Yes” is selected for Create PDF, indicating that the document given this outcome is to be converted to a
PDF, three additional fields pertaining PDF settings are unlocked with default selections set to “No”.

Note that Create PDF must be set to “Yes” for any document to which an electronic document stamp will be

applied.

©2021 iMedRIS Data Corporation112



IRB Assistant — List MaintenanceiRIS ™v13.01

Save Protocol Document Outcome

IACUC add a review outcome.

#*Dutcome Status:

*Create PDF: ':E:' Yes '::::' No

*Use Approved Stamp: ':::3' Yes 'Z§Z' Mo
*Use Void Stamp: ) Yes ® 1o
*#Start From Original Document: _) Yes ® 1o

Use Approved Stamp — This option is only available where the Review Board Property “rb.stamp_study_doc”
(under IRB Assistant > Review Board Administration > Board Configuration Options > Document Processing) is
turned on. When this option is set to “Yes”, the study document PDF with this outcome assigned will have an
electronic approval stamp applied.

Use Void Stamp — When this option is set to “Yes”, the study document PDF with this outcome assigned will have
an electronic VOID watermark applied.

Start From Original Document - When this option is set to “Yes”, the assigned outcome is applied to the original
document. When this option is set to “No”, the assigned outcome is applied to a PDF of the original document
that was previously created as part of a prior outcome.

This setting is useful in cases where the review board needs to revisit a study document and assign a different
outcome. For example, when a PDF document with a VOID watermark is subsequently approved, Start from
Original Document must be set to “Yes” to ensure the VOID watermark is removed from the document.

Edit the record as desired and click the Save Protocol Document Outcome button. The edit panel is closed, and
the record is revised on the Setup Protocol Document Outcome list page.

[ Add a New Status } [ Delete Selected Status(s) ]

IACUC list of study document outcomes.
i - _ Start From Original
Edit Status Name Create PDF Use Approved Stamp Use Void Stamp Decument
| 1 Approval Withheld fes Mo Mo fes
O Approved Yes Yes Mo Yes

. Modifications Required to Secure
O = Approval with DMR i H o =
O Refer for Full Committee Review No Mo Mo Mo
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Delete Study Document Outcome
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Study
Document Outcome / Outcome Configuration List link.

Copy Configurations

System Setup | List Maintenance Setup | ‘ Clean-up

DELUP KEVIEW BUAIU SUPUIdLIUN ACLIBIS

Setup Training Courses

Business Associate List

Sponsor Type

Study Document Outcome/Qutcome Configuration List «

PO

The Setup Protocol Document Outcome page is opened. Select the checkbox(es) in the far-left column for the
record(s) to be deleted and click the Delete Selected Status(s) button.

[ Add a New Status ] | Delete Selected Status(s) |

IACUC list of study decument outcomes.

Start From Original

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ Document
O 3| Approval Withheld Yes No Mo Yes
[l il Approved Yes Yes Mo Yes
Modifications Required to Secure
O =i Approval with DMR REs iz i =
O Refer for Full Committee Review No No Mo No

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The record is deleted from the Setup Protocol Document
Outcome page.

Study Consent Outcome/Outcome Configuration List

A list of preconfigured Consent outcomes is maintained on the Setup Study Consent Outcome page. To access
the page, navigate to Review Board Administration > [List Maintenance Setup tab] > Study Consent
Outcome/Outcome Configuration List link.
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Review Board Lists
Business Associate List

Sponsor Type
Study Document Outcome/Outcome Configuration List
Study Consent Outcome/Outcome Configuration List

Study Dashboard(s) Tab Allocation

Issue Reporting Types

Click the link to open the Setup Study Consent Outcome page, shown below.

My Workspaces = IRB Setup Study Consent Outcome Kl Back

| AddaNewsStatus | | Delete Seiacted Status(s) |

IRB list of study consent cutcomes

151 | Edit | Status Name Create PDF Use Approved Stamp Usa Void Stamp | Start From Original Consent
Approved Yes Yes No Yes
Not Valid No No No No
Weid Yes No Yas Yes
Changes Requested No No No No
See Modifications No No No L]

All previously configured Consent outcomes are listed on the page.

Notice that outcomes of “Approved”, “Not Valid”, “Void”, “Changes Requested” and “See Modifications” are
pre-populated in the list by default. These outcomes are reserved, and cannot be revised or deleted.

Add Study Consent Outcome
Navigate to Review Board Administration > [List Maintenance Setup tab] > Study Consent Outcome/Outcome

Configuration List link.

Review Board Lists
Business Associate List

Sponsor Type
Study Document Outcome/Outcome Configuration List
Study Consent Outcome/Outcome Configuration List

Study Dashboard(s) Tab Allocation

Issue Reporting Types

Click the link to open the Setup Study Consent Outcome page, shown below.
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My Workspaces = IRE Setup Study Consent Outcome Kl Back

I Add a New Status I Delste Selectad Status(s)

IRB list of study consent cutcomes.

=] | Edit | Status Name Creates PDF Use Approved Stamp Usa Vaid Stamp | Start From Original Consent
Approved Yes Yes Mo Yes
Not Valid No No Mo No
Void Yas No Yas Yes
Changes Requested Mo No Na No
See Modifications Mo No Na No

Click the Add a New Status button.

My Workspaces = 1IRB Setup Study Consent Outcome Kl Back

[ Save Study Consent Outcome l

IRB add a review outcome.

*Outcome Status:

“Create PDF: () Yes ® o

Enter the desired Outcome Status.

My Workspaces = IRB Setup Study Consent Outcome nBack

[ Save Study Consent Qulcome ]

IRB add a review outcome,

*Outcome Status: Administrative Hold

“Create PDF: ® ves O o

“Use Approved Stamp: ) ves ® g
*Use Void Stamp: () ves ® 1o

*Start From Original Consent: ' ves @ o

The Create PDF field is set to “No” by default. As shown above, changing the selection to “Yes” populates the
following fields, which all default to “No”:

Use Approved Stamp — select “Yes” to include the Approved stamp on the PDF; this option is
appropriate for Consent outcomes of an ‘approved’ type ONLY

Use Void Stamp — select “Yes” to include the Void stamp on the PDF; this option is appropriate
for Consent outcomes OTHER than an ‘approved’ type
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Start From Original Consent — select “Yes” to default to the original Consent document when
the PDF is printed; this option is appropriate in cases where it is desirable to revert to the
original Consent document during review

When all selections are complete, click the Save Study Consent Outcome button.

My Workspaces = IRB Setup Study Consent Outcome Kl Back

[ AddaNew Status | [ Delete Selsctad Status(s) |

IRB list of study consent outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp | Start From Original Consent

Approved Yes Yas Ne Yes

Not valid Mo Mo No No

Void Yes Na Yes Yes

Changes Requested No No No No

See Modifications No No No No

EJ, Administrative Hold Yes No No No
—

As shown above, the new outcome is added to the list on the Setup Study Consent Outcome page.

Edit Study Consent Qutcome
Navigate to Review Board Administration > [List Maintenance Setup tab] > Study Consent Outcome/Outcome
Configuration List link.

Review Board Lists
Business Associate List

Sponsor Type
Study Document Outcome/Qutcome Configuration List
Study Consent Outcome/Outcome Configuration List

Study Dashboard(s) Tab Allocation

Issue Reporting Types

Click the link to open the Setup Study Consent Outcome page, shown below.

My Workspaces = IRB Setup Study Consent Outcome Kl Back

[ AddaNewstatus | [ Delete Selected Statusts) |

IRB list of study consent outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp Start From Original Consent
Approved s Yes No Yes
Not Valid Ne No Ne No
oid Yes No Yes Yes
Changes Requested Ne Ne Ne No
See Modifications No No No No
O I—_l" Temporary Administrative Hold Yes No No No

Click the icon in the Edit column for the applicable Consent outcome. The record is opened in an edit form, as
shown below.
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My Workspaces & IRB Setup Study Consent Outcome | « EETI

[ Save Study Consent Outcome J

IRB edit a review outcome.

*Outcome Status: | Temporan] Administrative Hold

*Create PDF: ® ves O 1o
*Use Approved Stamp: Oves @ no
*Use Void Stamp: () ves ® no

“Start From Original Consent: () ves @ 1o

Make desired changes to the Outcome Status, as shown above.

My Workspaces & IRB Setup Study Consent Outcome Kl Back

[ Save Study Consent Outcome ]

IRE add a review outcome.

*QOutcome Status: Adminisirative Hold

*Create PDF: ® ves O no

*Use Approved Stamp: ) ves ® pg
“Use Void Stamp: ) ves ® po

*Start From Original Consent: 0 Yes ® No

Where the Create PDF field is set “No”, no other fields appear on the page. As shown above, setting the selection
to “Yes” populates the following fields, which all default to “No”:

Use Approved Stamp — select “Yes” to include the Approved stamp on the PDF; this option is
appropriate for Consent outcomes of an ‘approved’ type ONLY

Use Void Stamp — select “Yes” to include the Void stamp on the PDF; this option is appropriate
for Consent outcomes OTHER than an ‘approved’ type

Start From Original Consent — select “Yes” to default to the original Consent document when
the PDF is printed; this option is appropriate in cases where it is desirable to revert to the
original Consent document during review

When all selections are complete, click the Save Study Consent Outcome button.
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My Workspaces & IRB Setup Study Consent Outcome Kl Back

| AddaNew status | | Delete Selected statusts) |

IRB list of study consent autcomes,

Status Name Create PDF Use Approved Stamp Use Void Stamp ‘ Start From Original Consent
Approved Yes Yes No Yes
Not Valid No Mo No No
Void Yes Mo Yes Yes
Changes Requested No Mo No No
See Modifications No No No No
(] Df Temporary Administrative Hold es No No No

As shown above, the Consent outcome is revised in the list on the Setup Study Consent Outcome page.

Notice that the revised item has an icon in the Edit column and a select checkbox in the far left column to be
used for deleting the record, if desired. Pre-existing, default Consent outcomes do not have icons in the Edit
column or select checkboxes for deletion, as they cannot be revised or deleted.

Delete Study Consent Outcome

Navigate to Review Board Administration > [List Maintenance Setup tab] > Study Consent Outcome/Outcome
Configuration List link.

Review Board Lists

Business Associate LISt

Sponsor Type

Study Document Outcome/Outcome Configuration List
Study Consent Outcome/Outcome Configuration List

Study Dashboard(s) Tab Allocation

Issue Reporting Types

Click the link to open the Setup Study Consent Outcome page, shown below.

My Workspaces = IRB Setup Study Consent Outcome Kl Back

Add a New Status Delste Selected Status(s)

IRB list of study consent outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp | Start From Original Consent
Approved Yes Yes No Yes
Net Valld No Ne Ne Ne
Void Yes No Yes Yes
Changes Requested No No No No
Ses Modifications No Ne Ne No
|T_j, Ternporary Administrative Hold Yes Mo ) Mo

Click to select the applicable checkbox(es) in the far-left column and click the Delete Selected Status(es) button,
as shown above. A confirmation popup window displays.
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Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record.

Click CONFIRM to complete deletion of the record. The record is deleted from the Setup Study Consent
Outcome page.

My Workspaces & IRB Setup Study Consent Outcome N Back

[ Add a New Status ] [ Delete Selected Status(s) I

IRB list of study consent outcomes

Study Dashboard(s) Tab Allocation

A central dashboard page for document upload and management is provided for each major type of document
as configured by the institution. Most institutions use Consent and Other Study Documents document types, but
some have additional document types configured.

The screenshot below demonstrates an institution with four major document types configured, and therefore
four document management dashboards: Informed Consent Master, Informed Consent, Other Study Documents
and Contract Documents.

Submissions Study Management

Protocol Items

®  Study Application ® Submissiony
® Informed Consent Master ®  study Correl
® Informed Consent

Track Ref
®  Other Study Documents Location | Number
® Contract Documents There are no outst

® Adverse Event Form

8 d Eoem
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The dashboard pages are shared across the study submission and board sides of processing, as well as across
review boards, ensuring that all personnel at all stages of submission processing have visibility of, and access to,
the same versions of attached documents at all times. As shown below for the Other Study Documents type,
each new dashboard contains a tabbed list table.

IRB Other Study Documents Kl Back

IRB-20-6032
nalogs

My Workspaces &

fre-a0-e0az ey efiln Ansess ‘
Keep default values: Show Hidden: () yes ® o Resel Filers
Select a Category Type: | All v Title:
3 Fiter Documents
Version #: Document Outcome: |All v
Approval Date: [l vetween = Expiration Date: [FEl| between =

[ Print Friendly ] [ Compare document versions ][Mwisamwmsm] [ ‘Add Multiple Documents. ] [ Delete Selected Document(s) ] [ ‘Archive Selected Document(s)
——

Title

5 result(s) found..

Approval Date ir il Checked Out By

Category

s Study Contact List @
- A
01/07/2020 General Study Document Approved w/o Stamp 03/18/2020 09/18/2020 5755 KB
§ Credentialing Review @
03/04/2020 IBC Approval ss 11 ke
o Data Use Agreement / HIPAA Guidelines i
" Data Use Agreement / Data Transfer - @
/
01/08/2020 Agreement (DUA/DTA) 58.11 KB
50 HIPAA Disclosure and Authorization @
-0 A
03/18/2020 HIPAA Authorization 58.11 KB
Study Proposed Schedule =
81 “Revision modified by the Second IRB
03/18/2020
Study Timeline Void 58.47 KB

The iRIS™ system allows institutions to configure the order in which study status tabs appear on study
dashboards. Configuration of this feature is accessed via RB Assistant > Review Board Administration > List
Maintenance Setup tab > Study Dashboard(s) Tab Allocation link.

Sponsor 1ype

Study Document Qutcome/Outcome Configuration List

Study Dashboard(s) Tab Allocation «

See the Document Management manual for more information about this feature.

Issue Reporting Types

Institutions involved in IRB or IACUC research activity must report any issues that arise and have the potential to
impact on any aspect of research activities. Each institution has its own internal policies for issue reporting,
categorization, management and resolution.

The Issue Reporting Types list is where a list of issue reporting types can be maintained by institutions in the
iRIS™ system. To access the list, navigate to IRB Assistant > Review Board Administration > List Maintenance
Setup tab and click the Issue Reporting Types link.
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System Setup | List Maintenance Setup | Clean-up

Review Board Lists
Sponsor Type
Study Document Outcome/Outcome Configuration List

®
-
® Study Consent Outcome/Outcome Configuration List
® Study Dashboard(s) Tab Allocajgon

® Issue Reporting Types &

The Setup Issue Type List page is opened.

Add an Issue Type ] [ Delete Selected Issue Type(s)

Edit Ihizy Issue Type

Number
5
O 1 Promptly Reportable Event
=
~
O 1 Reportable Event

L

Issue Type Implementation - Application Side
The issue type list is employed in the following areas on the application side of iRIS™.

Issue reporting functionality on the application side is accessed via Find a Study > [study opened] > Study
Management tab > Study Summary/Profile link.

Study Issue Reporting Details:

*Issue Type: [“none— =] «

“Issuepate: [ | [P

Issue Details:

Save Details

For more information about the study application, see the Study Assistant Manual.
Issue Type Implementation - Board Side

Issues are reported on the application/study side at the time they occur. This list is not applicable to the board
side of processing.
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Add Issue Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Issue
Reporting Types link.

System Setup | List Maintenance Setup | Clean-up

Review Board Lists
Sponsor Type
Study Document Outcome/Outcome Configuration List

®
®
® Study Consent Outcome/Outcome Configuration List
[ Study Dashboard(s) Tab Allocaggon

(] Issue Reporting Types &

The Setup Issue Type List page is opened. Click the Add an Issue Type button.

| Add an Issue Type | [ Delate Selected Issue Type(s) ]

Edit [Orde

Issue Type

r
Number

O ) 1 Promptly Reportable Event

O 1 Reportable Event

An add panel is opened for creation of the new record.

Save Item Order

*0Order Number: l:l

#Issue Type: |Exped'rted Handling Event

Enter an Order Number and enter the desired designation in the Issue Type field, then click the Save Item Order
button to save the record and close the add panel.

Note that the Order Number field is generally used to indicate the priority level of the Issue Type, according to
the institution’s internal policies.

The record is added to the Setup Issue Type List.

‘Add an Issue Type ] [ Delete Selected Issue Type(s) ]

Order

Edit | mber

Tssue Type

O 4 1 Promptly Reportable Event
O 1 Reportable Event
O ) 1 [z Expedited Handling Event
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Edit Issue Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Issue
Reporting Types link.

System Setup | List Maintenance Setup | Clean-up

Review Board Lists

Sponsor Type
Study Document Outcome/Outcome Configuration List

®
®
[ ) Study Consent Outcome/Outcome Configuration List
® Study Dashboard(s) Tab Allocaggon

® Issue Reporting Types &

The Setup Issue Type List page is opened. Click the Add an Issue Type button.

| Add an Issue Type | [ Delete Selected Issue Type(s)

O ) 1 Promptly Reportable Event

O 1 Reportable Event

The record is opened in an edit panel.

I Save Item Order I

“Order Number:

*Issue Type: ‘Reponable Event

Make desired changes and click the Save Item Order button to save the record and close the edit panel. The
record is revised on the Setup Issue Type List.

Add an Issue Type ] [ Delete Selected Issue Type(s) ]

O ) i Promptly Reportable Event
(=3
O 3l 1 Expedited Handling Event
I O 3| 2 Reportable Event

Delete Issue Type
Navigate to IRB Assistant > Review Board Administration > List Maintenance Setup tab and click the Issue
Reporting Types link.
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System Setup | List Maintenance Setup | Clean-up

Review Board Lists
Sponsor Type
Study Document Outcome/Outcome Configuration List

®

®

® Study Consent Outcome/Outcome Configuration List
®

®

Study Dashboard(s) Tab Allocajgon
Issue Reporting Types

The Setup Issue Type List page is opened. Select the checkbox(es) in the far-left column for the record(s) to be

deleted and click the Delete Selected Issue Type(s) button.

[ Add an Issue Type ] I Delete Selected Issue Type(s) I

Edit Order Issue Type

Number|

I ) i Promptly Reportable Event
=

O 1 Expedited Handling Event

O 2 Reportable Event

A confirmation popup window displays.

Are you sure you want to delete selected item?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the record and return to the Setup Issue Type List page.

Click CONFIRM to complete deletion of the record and return to the Setup Issue Type List page. The record is

deleted from the list on the Setup Issue Type List page.
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