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IRB Assistant — Review Board Administration iRIS™ v13.01

Introduction

The designated Review Board Administrator sets up and manages IRB configuration lists, review board options

and roles, notifications, various types of document templates and module settings under IRB Board

Administration, accessed via IRB Assistant > Review Board Administration.

My Workspaces [ IRB Board Administration ElBack

I Download Board Configurations I [ Upload Board Configurations .... [ Copy Selected Configurations.

‘
}

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

Review Board System Setup Review Board Notification Setup

Board Definition Review Response Notification Setup

Board Configuration Options Continuing Review Notification Setup
Broadcast Notice Follow-up Study Notification Setup
Setup Committee List Reviewers Natification Setup
Setup Review Board Roles Internal Documents Notification
Setup Role Access Internal Routing Notification
Setup Consent Template Pre Review Assignment Notification

Setup Consent Builder Template Meeting i ication Setup

Setup Consent Checklist Meeting Agenda And Minute Notification

Setup Electronic Document Stamp Meeting Attendance Notification Setup
Setup Study Numbaring Designated Raview to be placed on the Agenda Notification
Outcome Letter Notification

ding Stipulati

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template Special Purpose Forms Response Notification Setup

Setup Expedite Report Template Inactivity Submission Notification Setup

Setup Meeting Minutes Template Task Inactivity Submission Notification Setup
Setup Management Plan

Setup Outcome Letter Groups

Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template
Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display
Setup Review Board Metrics Teams

Setup Submission Status Graph

DODDIDOIDOIODIDIOIIDIDIDIDIDIDIIOIDIOIOIOIOIDIIOID

Setup Review Board Groups

Review Board Limited Administrative Rights
The rb.use_limited_admin_rights property under Board Configuration > Board Setup toggles the limited

administrator rights option off and on.

©2021 iMedRIS Data Corporationl
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iRIS™ v13.01

My Workspaces & IRE Setup Board Properties Il Back

RB Properties List

Board Satup

Property Name

Property Value

|| Downioad Properties Scit | | Save After Et |

-

= Submission Review Froperties rh.allow_change_of_study_status_list
+ Document Processin
Study Summary [nfog rb.allow_child_risk_assigned_list

» Consent Processing rb.allow_document_outcome_list

+ Reviewers rb.allow_grants_gov_revisions

= Mesting Settings

- Security rb.allow_Issue_reporting_list

« Fee tracking rb.allow_regulatory_determination1_list

+ Multi-site Setup

« Recommendations and Stipulations rb.allow_regulatory_determination2_list

+ Study Beard Properties rb.allow_review_outcome_list

+ Amendments 7 5
rb.allow_reviewer_rank_list

+ Submission Prereview —

» Letter rb.allow_risk_assigned_list O ves ® no

N Sub_n_'!iss\uns rb.allow_SRB_approval O ves ®np

« Motification _ ~

« Internal Routing rb.allew_termination_reason_lisk ® ves Ono

+ Training rb.Aute_expire_exempt_protocals Oves ®po
rb.display_dashboard_tab_allscation ®ves O
rb.display_date_board_rec_column ®ves ONo
rb.Edit_Master_Lay_Summary ®ves Ono
rb.Master_Lay_Summary_Label Master Lay Summary
rb.nofity_use_continuing_review_due O ves ®np
rb.number_of_days_to_lock_submission 7
rb.restrict_change_of_rb_number O

rb.restrict_user_training_to_board_member

rb.show_col_status_table ® yes L No
rb.stamp_no_clinic_use OYes ® o
rb.use_auto_sxpiration O ves ®np
rb.use_auts_select_PT_and_Contact ®ves One
rb.use_bundle_to_external_source O ves ®pp
rb.use_continuing_review_notif_when_full_renewal Oves ®no
rb.use_creste_study O ves ®no
rb.use_duplicate_rb_number Oves ®no
rb.use_full_expiration_calculation O ves ® e

rb.use_limited_admin_rights

rD.Us8_ro_numboer UYes ® No
rb.use_revise_last_approved_app_on_change_personnel ®ves Ono
rb.use_sticky_filters ®ves ONe

When this property is set to “Yes” a Limited Administrator Rights selection is made available when granting users
administrative board level access.

Grant IRB Administrative rights

Grant IRB Junior Administrative rights

#| Grant IRB Limited Administrative Rights

Users assigned Limited Administrative Rights have access to the items shown below under Review Board
Administration. Board members can be assigned access to view and edit notifications and letter templates when
board level role access is set.

©2021 iMedRIS Data Corporation2



IRB Assistant — Review Board Administration iRIS™ v13.01

My Workspaces = IRB Board Administration n Back

System Setup

Review Board System Setup Review Board Notification Setup

Setup Role Access

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Templates

Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template

Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams

Setup Submission Status Graph

Setup Review Board Groups

Review Response MNotification Setup

‘Continuing Review Notification Setup

Follow-up Study Notification Setup

Reviewers Motification Setup

Internal Routing Motification

Submission Meeting Assignment Notification Setup
Meeting Agenda And Minute Notification

Meeting Attendance Motification Setup

Outcome Letter Notification

Outstanding Stipulations Notification

Special Purpose Forms Response Notification Setup
Inactivity Submission Notification Setup

Task Inactivity Submission Notification Setup

As shown below, users granted this rights level are granted access to the Review Board Administration icon in

their main workspace, as well as the corresponding menu link.

@

Review Board
Administration

|
! Review Board Wor ﬁ‘

| IRB Assistant » IRB Assistant Workspace
i

\

Administration Review Board Administration

Review Board Member History
Review board role assignments and changes are recorded in an audit log, regardless of where the assignment or
role change was made in the system.

When a user is added to a review board the system creates an audit log entry that includes the username, the
start and end dates for the role assignment, the role title, and the name of the user who made the role
assighnment.

When an existing board member is assigned to a different role on the same board, the system automatically
enters the date of the new assignment as the end date for the user’s previous review board role and as the start
date for the new review board role. These dates are then saved to the audit log, along with the name of the user
being reassigned, the new role title, and the name of the user who made the change.

©2021 iMedRIS Data Corporation3



IRB Assistant — Review Board Administration iRIS™ v13.01

Review board role assignment history for users is accessible via the [Board Name] Assistant > User Management
> Member History link, as shown below.

Note: availability of this feature is controlled under Review Board Administration > User Roles and Access, and
the menu item shown only populates for users in roles that are granted access.

Effort Reporting

Project Assistant click a category name cn the left-hand side to list its preperties.
uld then edit the values of displayed properties in the input boxes, radio buttons, etc.
Study Assistant save your change.

IRB Assistant

Pre-Award Assistant Meeting Management 4

IACUC Assistant Monitoring 4

Tech Transfer Board Assistant Correspondence & Notifications 4

Post Award Board Assistant User Management 4 Grant User Access & Define Rales
IBC Board Assistant Letter Signoff Member History

Conflict of Interest Assistant Invoice History

User Training

A Member History icon/link is also available in the workspace for users with access to the Member History page.

My Workspaces = IRB
Select the Committee:  [Committee 1 v
/ — — =
= E = == =
(% Rl = (5] =0
Find a Study Submissions Analyst Dashboard Reviewsr Reviewer Dashboard Mesting Agenda Meeting Minutes Mesting Manager
Assignment
o ® B B [ " &
Meeting Availability Continuing Review Outstanding Stipulations Letter Signoff Invoice History Comespondence Drug/Device Email
Monitor Responses Tracking
%92, et o
23950
@ a@e iﬂ iﬁ &)
Audit System Grant User Access & Member History User Training Reports Metrics Review Board
Notifications Define Roles Administration
All Tasks outstanding Completed H
All Tasks Tasks Project Tasks Filter B
; - — ] . ilter By : [_none--
https:/iris-ba.imedris.info/2021/Application_Main jsp?T=16261209703382 Vi [--none ~] hd

When either link is clicked the Member History page opens to the Active tab displaying users that are currently
active within the board as shown below.

©2021 iMedRIS Data Corporation4
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Last Name: | | Role: | —-none-- ~| §
First Name: | | Spacialty: [—-none— < @ Find ...
Usernames | | Group: [--none-- v]
w Display by Committee: [Adverse Fvent ]
10 results found.. ‘ 100 v records per page || Displaying 1 to 7 | =
I N N S
Reviewer, OSF Board Member
Smith, Betty Board Member Neurology
Smith, John Coordinator Anesthesiology Niﬂ?}log?
Stewart, Andrew Coordinator
Ramirez, Yvette Coordinator gf_%gfé%%"
Administrator Board Member
Coordinator, OSF Coordinator

Clicking on the History tab allows the user to lookup user role assignment history. The search form on the page
defaults to a range from the current date going back one year, but the dates can be changed.

My Workspaces IRB Member History Kl Back

Last Name: | | Role: [ —-none-- ~| )
ﬁ Find ...
First Name: | | Specialty: [--none-- ~]
e— \ Group: [—-none-- ]
Status: | all v
Active Between: [07/12/2020 | - [o7/12/2021 | [

10 results found.. | 100 records per page ‘ ‘ Displaying 1 to 7 | >
Reviewer, OSF Board Member Active 04/21/2021
Smith, Betty Board Member ﬁﬁ“l'_{a‘}'”g"' Active 02/15/2021
Smith, John Coordinator Anesthesiology NEL{S}ICQV Active 01/28/2020
Stewart, Andrew Coordinator Active 06/24/2021
Ramirez, Yvette Coordinator gﬁf;‘l’éggv“ Active 06/16/2021
Administrator Board Member Active 10/29/2019
Coordinator, OSF Coordinator Active 04/21/2021

Enter desired search criteria (Last Name, First Name, Username, Specialty, Group, Role, Status, date range) and
click the Find button to run the search. Use the Display by Committee drop down list at the upper right of the
page to filter search results further.

Notice that each user can have multiple history entries, one for each role assignment on each board. A user may
also have multiple entries for a role if they held that role for two periods of time.

Click the Print button to print the results displayed on the screen. To print all of the records in the result set,
change the records per page drop down to “All”. It is also possible to print to PDF using that browser function.

©2021 iMedRIS Data Corporation5



IRB Assistant — Review Board Administration iRIS™ v13.01

There are two areas in the system where board role assignments and changes can be entered. The first is the
Grant User Access & Define Roles page within a review board module, as shown below.

My Workspaces = IRB Grant User Access & Define Roles n Back

Save Member Info

Name: Analyst, John Grant IRB Administrative Rights

Grant IRE Junior Administrative Rights
e e ek O 9

Committee | Committee Vating Experienced
Specialty: Remove Access Name Member Member
Committee 1 O O

Roles

Affiliations: Remove () Board Member () Vice-Chairperson

@ Coordinator xpediting Board Member

Relationship to the

Tnetitution:| O Affiliated O Non-affiliated

Representational Capacity: () scientist () Non-Seientist

Representative of Specific Remove
Entity: - -
’ () Mon-Vating Member () Consultant/Ad Hoc Reviewer
[EEIEE () Alternate Member
Group:

Fors [ administrator
O member, r8

Coordinator
“ O michelle, meecho
[ pithavath, Suchitra

e — [ rands, Jeffery,
Cell Number: PhD

Pager Number: O reviewer, IR8
Fax Number:

Primary Email: [0 Rreviewer, Luke,
SR Ph.D

O reviewer, Leia
O reviewer, osF
[ smith, Betty

O stewart, andrew

Voting Experienced
Member Member
O O O

Adverse Event

() Chairperson () Administrative Assistant

Data Entry Member () Ex-Officio Member

[ oncology

Roles
) Board Member () Vice-Chairperson
() coordinator () Expediting Board Member T

The second is at the System Administration level and is accessed via System Administration > System
Administration Workspace > User Accounts > Assign Access link for applicable user.

My Workspaces System Administration User Accounts i Back

Last Name: ‘ | [ Download User Profile Template “ Upload User Profile ]
First Name:| |
Status:
Email Address: |

Institution: [—none— v

Add a New User

77 result(s) found... 1-10 p

Switch to User
User

L == Date Created
raining

® ‘?) 1, Coordinator E‘/ E‘l excoordinator None Selected Yes Active 09/05/2018 B
® c?) Aarons, Emily E,/ E,/ eaarons GUR - Oncology Yes Active 10/15/2020 =)
® ‘J) Aballay, Alejandro E,/ E,/ aaballay GUR - Oncology Yes Active 10/15/2020 )
® “?) abar, Bijan E,/ E,/ abijan GUR - Pediatric Yes Active 10/15/2020 E]
® $2  accpuntt, account E,, E,, useraccountl None Selected Yes Active 12/18/2018 E]
® ‘;?) Admin, ORA E,/ E,/ QRAzdmin GHOSP - Grants Office Yes Active 02/22/2018 E]
® tJJ Administrator E,, E,, grant_admin GHOSP - Grants Office Yes Active 10/29/2019 E]
® ‘?) Analyst, John E,/ E,/ john_reviewer HCRH - Pediatric Yes Active 09/06/2018 B
® c?) Bartz, Raquel E,/ E,, rbartz None Selected Yes Active 10/15/2020 B
® “‘?J Boardmember E,/ E,/ Mboardmember GCH - Office of Human Protection Yes Active 02/21/2018 £}

Clicking that icon opens the role assignment page for the applicable user, as shown below.
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My Workspaces @ System Administration Assign System Access and Roles for Analyst, John Kl Back

[ setup signofratemate | [ save User access |

Full System Administrator: [ Timeshest Administrator: [] Designated Department Reviewer: [ ]
System Administrator I: [ Timekeeper Role: [] Report Administrator: [
Auditor: [ CFR Form Designer: [ Grants Submission Authority: []
Institution Signatory Contact: [ Department/Site Administrator: [ Effort Report Administrator: [
Institution Principal Tnvestigator: [ Global Study ss: [ Conflict of Interest Farm Initiation Role: []
Institution Research Staff: [ Global Subject Ac O
Global Project Access: [
Veterinanan: D
Allow User Access Default Review Board Review Board Name
Animal Management Center
Od Conflict of Interest
O Export Control
] Post Approval Monitoring

Clicking on User Role will allow the user to manage the user’s role on that board.

My Workspaces = System Administration Assign IRB Roles for Analyst, John £l Back

Save User Role

Grant IRE Administrative Rights
[ Grant IRE Junior Administrative Rights

=

Committes 1 O
Roles
Board Member (' Non-Voting Member () Administrative Assistant
@ cCoordinator _)  Vice-Chairperson () Ex-officio Member
~) Chairperson () Expediting Board Member () consultant/Ad Hoc Reviewer
Data Entry Member () Alternate Member
Alternate for: [0  administrator [0 Reviewer, Luke, Ph.D
[J Member, RB Coordinator O jiewer, Leia
[0  michelle, meecho [0 Reviewer, OSF
[0 Pithavath, Suchitra ] smith, Betty
[ Rrands, Jeffery, PhD [ stewart, Andrew
[  Reviewer, IRB

Deactivating, terminating or retiring a user account also places an end date(s) for any role(s) the user holds at
that time.

Common Rule Display

A property is available to toggle the display of Common Rule applicability on or off in the system. This feature
allows review board members and reviewers to easily identify whether a study is subject to the new 2019
Common Rule or is under the 1991 Common Rule, based on the option chosen in the Select Categories for Study
drop down select field on the Outcome tab.
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A new property, rb.use_common_rule_display, has been added under IRB > Review Board Administration >
System Configuration. The property defaults to “No” and must be changed to “Yes” in order to enable the
changes described in this section.

My Workspaces IRB Find a Study Kl Back

Advanced

Find a Study Filters ® Find Options
Display Projects by: | IRE Number ~ IRB Number: | | Pt
Study Alias: | | Study Status: [ Al ]| @ Find Options
Spansor: | | Study Classification: | Al ~| _—
Se
prncinl \ —— | ¥ Find optons
Investigator:
Departments | \ irati | = M= J ORI
Common Rule: | All ~|
& Download
—+»"  Result(s)
71 result(s) found... 1-25 p

— Study Alias
Study Status. IRB Number Common
Rule?

IRB Expiration

Date Principal Investigator

Study Title
F o BALANCE Trial Investigator, John
IRB-19-135 S p7/08/2021 = - £ . f
The Barrow 5-ALA Intraoperative Confocal Evaluation (BALANCE)trial
Question Title 2mi
E A t Smith, John
} IRBE-19-141 Yes Alignmen
Question Title Alignment
Trauma in older a
] IRB-19-173 Yes population S, B2
Traums in older popuistion
A - - BA 1. Smith, John
TRB-19-174 Yes = — -
Benefit of Amoxicillin for tonsillitis, bronchitis, and pneumoniz
} _ Validation Smith, John
| J IRB-19-175 Yes |
Validation
} _ ; USCSD 323 Investigator, John
IRB-19-180 No 7/29/2021 - — —
Use of stem cells on subjects currently being treasted for Disbetes Type 2

As shown in the screenshot above, a column indicating whether the study is under the 2019 Common Rule
(Yes/No displayed depending on the drop down from the Outcome tab, shown below) has been added to the
Find a Protocol page.

Select Categories For Study: | Common Rule - Effective January, 2019 v

New studies being submitted should display “Yes” for the 2019 Common Rule column.

A new Common Rule filter has been added to the search box at the top of the Find a Study page. The drop down
list includes options to display only “2019 Common Rule Studies”, only “1991 Common Rule Studies”, or “All”.
The default setting for this field is “All”.

As shown in the screenshot below, the same changes have been applied to the Board Submissions page.
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My Workspaces = IRB Board Submissions n Back

Close Search

Type: [&ll | 1RB Expira;;nt: I=El | =M
(v Jorncpat \

Investigator:

Date Board Received: | | B - | | El

IRB Number: [l | ﬁ Find ...
Ref Number:

Common Rule: | All e

ey S o

e:
)/ Find Options

1 result(s) found... Display issi by: | IRE Number il 1-1
IRB Number e e II;::!E""'_E“"“ Principal Investigator Assigned Analyst
|; Use of stem cells on subjects currently being treated for Disbetes Tylle 2
- Exmpt | |IRE-19-180 001318 Unanticipated Events Form Mo 7/12/2021 07/2%/2021 Investigator, John

12:45:34 PM PDT

As shown in the screenshot below, the applicable rule now displays in the Study / Submission header.

IRB Unanticipated Events Form Kl Back
Protocol Items  Miscellaneous  Submission Forms

. P - | NIH - FD - 94445 - Efficacy and safety of Coronary splints over
N

IRB Number: TRB-21-464
PI: Investigator, John

My Workspaces =

Submission Details »
(3 submission Review Status %
Submission Component(s) »
Pre-review Screening » : Analyst Review ) Al . Submission Respanse
Spmen et dudis oo S o) SATEElen Colone e emee
Submission Review > g Completed Assigned g Complete ol Assigned Generated =
Submission Outcome » | I |

r@ General Information @—

Submission Correspondence

Study Alias: NIH - FD - 54445

cooe [ - D

[ ot the waster Lay summary |

[ Edit the submission summary ]

Internal Comments:

Archive Reference Mum: 001250

An associated Merge Code (“Common Rule”) has also been added to the system for use in Meeting Minutes,
Meeting Agendas and Outcome Letters. The Merge Code field populates with the applicable rule.

Sync Documents with Other Boards When Doing Parallel Submissions

The rb.use_latest_component_parallel_submission property, under Review Board Administration > Board
Configuration > Submission Review Properties, provides the option to keep documents synchronized across
boards in parallel submissions. The default value of this new property is “Yes”, meaning that by default
documents are synchronized across boards in parallel submissions.
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My Workspaces = IRB Setup Board Properties Kl Back

RB Properties List [ Downioad Properties Sript | | save Ater Edit |

Property Name Property Value

« Board Setup
« Submission Review Properties rb.allow_all_rounds_deletion Oves ®no
« Document Processing
« Study Summary Info
. Consent Processing rb.allov_delete_auto_removed O ves ® o
+ Reviewers -

rb.allow_checkout_on_revised_items_only ®ves Ono

. rb.allow_submission_component_revise ®ves Ono
s+ Meeting Settings _ -
+ Security rb.allow_submission_doc_add @ves Ono
+ Fee tracking rb.allow_submission_doc_delate ®ves Ono
« Multi-site Setup . -
rb.auto_assign_analyst_on_response ®ves Ono

+ Recommendations and Stipulations
« Study Board Properties rb.display_exempt @ ves Ono
+ Amendments

rb.display_irb_of_record ®ves Ono
+ Submission Prereview .
. Letter rb.display_master_study_summary @ves ONo
s+ Submissions rb.display_Subject Approved

- Notification
« Internal Routing
+ Training rb.display_submission_summary

rb.display_Subject_lustification

rb.send_expiring_study_notification_to_PI_contact
rb.show_contracts_on_outcome_tab

rb.use_agenda_state

rb.use_autocal_expiration

rb.use_conflict_tracking
rb.use_Continuing_Review_notification_if_IRB_Record NO
rb.use_Continuing_Review_notification_if_SRB_Record_NO
rb.use_coord_view_all_comments
rb.use_DMR_FCR_Polling

rb.use_expiration_calculation_restriction

rb.use_expiration_calculation_rastriction_initial_review_only

o
rb.use_latest_component_parallel_submission ®ves Ono I
e ez W No
rb.use_mesting_vote_summary Oves ®no
rb.use_mestings @ ves One
rb.use_member_checklist ®ves Ono
rb.use_member_comments @ves Ono
rb.use_nonhuman_subject_research ves ® no
rb.use_outcome_latter ®ves Ono
rb.use_past_meetings ®vas Ono
rb.use_require_maeting date for board review Dves ® o

When the property is set to “Yes” and the submission goes to multiple boards, any new components attached to
the submission by Board A will automatically appear under submission components for Board B as well. This
ensures all applicable boards always have the latest components in the submission. Setting this value to “No”
maintains the previous functionality, where Board B keeps the original components received in the submission.

Note: When this property is set to “Yes” and Board A returns the submission for corrections at the same time as
Board B, study members will always see the latest components in the submission and stipulations, no matter
what was returned for corrections.

System Setup Tab

System Setup is the first tab on the IRB Board Administration page. This section allows review board
administrators to manage general IRB Assistant module setup, define review board details, set up review board
roles and access, create document templates and notifications, change labels for data fields within the IRB
module, and perform similar module configuration and data management tasks.
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My Workspaces & IRB Board Administration

iRIS™ v13.01

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

Download Board Configurations ] l Upload Board Configurations ... ] l Copy Selected Configurations ]

Board Definition

Board Configuration Options
Broadcast Notice

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp
Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template
Setup Meeting Minutes Template
Setup Management Plan

Setup Outcome Letter Groups

Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template
Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display
Setup Review Board Metrics Teams

Setup Submission Status Graph

Setup Review Board Groups

Review Response Notification Setup
Continuing Review Notification Setup
Follow-up Study Motification Setup
Reviewers Notification Setup
Internal Documents Notification
Internal Routing Notification

Pre Review Assignment Notification

Meeting i Motification Setup

Meeting Agenda And Minute Notification

Meeting Attendance Notification Setup

Designated Review to be placed on the Agenda Notification
Outcome Letter Notification

Qutstanding Stipulations Notification

Special Purpose Forms Response Notification Setup
Inactivity Submission MNotification Setup

Task Inactivity Submission Motification Setup

This manual provides information about system configuration items under Review Board System Setup (left

column in screenshot above).

See the Notifications manual for more information about Review Board Notification Setup items (right column

in screenshot above).

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 @ IRG  Board Administration

I | e |

Adult Risk Assigned Canfigus
Adult Benefit Assigned Con
Ceded - Collaborats

[«

[[oormimsmone cotpemsns | | s sows o | | Gopysoncms comprmers |
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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.

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 can 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™ when two or
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more similar review boards are needed. The copy tool allows an iRIS™ system administrator to copy pre-existing,
fully configured review board elements into a different, newly created review 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 it is only possible to copy configurations across IRB review boards.

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

My Workspaces = IRB Board Administration 4]

I Download Board C: [ c | | Copy Selected Cantigurations

BT | e e | I

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

Ceded - Review Type List

Pediatric Risk Assigned C List

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).

EriRIS by iMedRIS Account: Administrator

E Hel 2 My Profile +
Integrated Path: Home > board admin @ &0 a My Crlog

Research Information System

My Workspaces IACUC

Copy Review Board Configuration
Destination :
None ¥

Help I8 B submission Notification Setup

B  Board Confi tion Options B  Continuing Review Netification Setup
B Cabun Fammittes 1ick Bl

Source :
IACUC

Copy Configurations I Helpful Information I

Review Board System Setup - General Review Board Notification Setup

Board Definition

Renewal Notification Setun

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

My Workspaces = IACUC Copy Review Board Configuration

Source Destination :
‘Copy Configurations Helpful Information
Icuc [Er— ’ py Conratons | et |

Review Board System Setup - General Review Board Notification Setup

None.
FDAIACUC
1acuc i
Second IACUC

B Board Definition Help (8

B Submissien Notification Setup

B Board Configuration Options B Continuing Review Notification Setup
B Setup Committee List Bl Renewal Notification Setup
o

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

cancel Copy | [ copyc ions | ) Helpru
1aCUC lACUC v [ Py Py o

Board Definition Help B Submission Notification Setup

Board Configuration Options B Continuing Review Metification Setup

B Setup Committee List B Renews!| Notification Setup

E] Setup Review Board Roles B Expiring Study Notification

Setup Role Access B Reviewer Assignment Notification

Setup Electronic Document Stamp B Reviewers Complete Motification

B Setup Study Numbering B Internal Routing Complete Notification

B Setup Agenda Categories B Pre Review Assignment Notification
Setup Finalized Agenda Document This option will copy the master template || B Meeting Attendance Notification

B Template only. 2 . X
{en.copyResult( "Setup Finalized Agenda nent Member Attendance Change Notification
Template”,"RB_SETUF_AGENDA_TEMP B Designated Review to be placed on the Agenda Notification

B Tj'tn Vier\dz Revision Document The option will copy the master template ] Outcome Signoff Letter Notification

Setup Expedite Report Template B Outcome Signoff Complete Notification

B Setup Meeting Minutes Template This optian will copy the master template only, B Outcome Letter Notificatian

B Setup Gutcome Letter Groups B Outstanding Stipulations Motification

B Setup Gutcome Letter Templates B Internal Documents Notification

Setup Canned Mation B Mesting Agenda And Minute Notification

X . —

Setup Template Language

B Setup Correspondence Template

E] Setup Review Cycle

Review Board System Satup - List Maintenance Satup

Review Outcome/Outcome Configuration List

B Internal Document Category

B Predefined Stipulations

B Review Board Stipulation Actions

2 r Rank Cenfiguration List

Archived Location List

B 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.

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.

©2021 iMedRIS Data Corporation15



IRB Assistant — Review Board Administration iRIS™ v13.01

Source : Destination : =
TACUC None [[opy Conngurations | [T efput inormation |
Review Board Notiication Setup
B goard Definition Heip Kl B  Ssubmission Netification Setup
@ @oard configuration Options B  continuing Review Notification Setup
B  Setup Committee List B  Renewal Notification Setup
B  Setup Review Board Roles B  Expiring Study Notification
B setup Role Access B Reviewer Assignment Notification
B Setup Electronic Document Stamp B Reviewers Complete Notification
B Setup Study Numbering B  internal Routing Complete Notification
B setup Agenda Categories B  pre Review Assignment
@  Setup Finalized Agenda Document Template @  meeting Attendance Not:
fer.copyResult( “Setup Finalized Agenda Document Template”, RB_SETUP_AGENDA_TEMP)%> B  Member Attendance Change Notification
B setup Agenda Revisicn Document Template B  Designated Review to be placed on the Agenda Notification
B setup Expedite Report Template B  outcome Signoff Letter Notification
B Setup Meeting Minutes Template B  outcome Signoff Complete Notification
B ome Letter Groups. B  outcome Letter Notification
B Letter Templates B  outstanding Stipulatians Notification
B Setup Canned Motion B  Internal Documents Notification

Any items successfully copied are color coded with green text. Iltems 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 will be overwritten with data copied from the source board.

Board Definition

Review boards are defined, edited and deleted in the Review Board Administration area of IRB Assistant. To
define a board, navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Board Definition
link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

®  Board Definition

The Setup Board page is opened.

Save Definition

*Review Board Name: [IACUC

*Review Board Type: Institutional Animal Care and Use Committee v
Assurance Number: A3659-01
Assurance Expiration: |12/31/2012 '
Comments:

Primary Address:

Street: 3350 La Jolia Village Dr.
City: San Diego
State: CA v
Zip/Postal Code: 82151
Country: United States v

Primary Phone:
Phone Number: 858-552-8585 x 3774
Primary E-mail:

E-mail:
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There are two required fields: Review Board Name and Review Board Type. The Review Board Type dropdown
list contains predefined board types as specified in the institution’s contract with iMedRIS Data Corporation. The
dropdown is disabled on this page, as the review board type has already been pre-defined in System
Administration.

An Institutional Review Board (IRB) must have any required Assurance registered in order to receive research
support from various funding and resource institutions. For example, an institution must have a Federalwide
Assurance (FWA) registered in order to receive Health and Human Services (HHS) support for research involving
human subjects.

Where applicable, enter the registered Assurance Number and Assurance Expiration date. If no Assurance is
applicable to the board, skip these fields.

Use the Comments field to enter additional notes or comments about the board.

In the Primary Address section, enter Street, City, State, Zip/Postal Code and Country. This is the address that
will appear on board documents and correspondences that include a board address.

In the Primary Phone section, enter the Phone Number designated for contacting the board.
In the Primary E-Mail section, enter the E-mail address designated for contacting the board.
Click the Save Definition button at the upper right to save the record.

Board Configuration Options

To set or revise board configuration options, navigate to IRB Assistant > Review Board Administration > [System
Setup tab] > Board Configuration Options link.

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

Board Definition

Board Configuration Options «
Broadcast Notice

Business Associate List

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Pricing Level

Setup Order Status

Catin Ardos Mombhorina

The Setup Board Properties page is opened. This page lists properties the administrator can set within the
review board module.
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Download Pi rties S

- Board Setu
. Document Emcessi”g + Please click a property name on the left-hand side to read its content.

. Study Summary Info « When it is not read-only, you could edit the value of a property.

. Submission Review + Please save your change.
Properties

« Reviewers

« Meeting Settings

= Security

« Multi-site Setup

+ Recommendations and
Stipulations

« Study Board Properties

+ Amendments

+ Submission Prereview

» Letter

+ Submissions

+ Notification

« Fee tracking

« Internal Routing

« Training

It is the System Administrator’s responsibility to determine the property settings that best align with the
organization’s preferences before making changes.

If assistance is needed to ensure optimal settings, discuss intended changes with iMedRIS personnel before
making the changes.

Click the Download Properties Script button to download a SQL script containing configurations for the review
board properties, which can be used to import the configurations into another iRIS™ system.

Click an item in the RB Properties List to load an editable panel containing all properties related to that category.

My Workspaces & IRB Setup Board Properties K Back

T Downioad Sei Save After Edit
RB Properties List \ ownload Properties Script ve After Edil
+ Board Setup

« Submission Review Properties
. Document Processing
» Study Summary Info

. Consent Processing ro.allow_change_of_busin
+ Reviewers rb.allow_change_of business_associate_type @ ves Ono
. Meeting Settings =

+ Security ro.allow_change_of_devica_list @ ves Ono

« Fee tracking

- Multi-site Setup

» Recommendations and Stipulations
« Study Board Properties rb.allow_change_of_study_status_list ®ves ONo
« Amendments

» Submission Prereview
» Letter

» Submissions

= Notification

« Internal Routing

. Training

ange_of drug_list ® ves No

ange_of_study_status ® ves O no

b.allow_child_risk_assigned_list ves @ o

rb.allow_regulatory_determin,

rb.allow_review_outcome_list

rb.allow_re r_rank_list

e

rb.allow

risk_assigned_list

_SRB_approval

w_termination_reason_list

expire_sxempt_protocols
rb.display_dashboard_tab_aliacation
rb.display_date_board_rec_column

ster_Lay_Summary

Summary_Label
b.nofity_use_continuing_review_due

rb.number_of_days_to_lock_submission

rb.restrier_change_of_rb_number

rb.restrict_user_training_to_board_member

rb.use_auto_expiration
rb.use_auto_select_PI_and_Contact

ro.use_bundle_to_external_source

rb.use_continuing_raview_notif_when_full_ranewal

rb.use_create_study Jves @ o -
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Where available, Yes/No radio buttons turn the property “on” or “off”. A property with any Property Value other
than Yes/No radio buttons is a variable.

See the IRB Assistant — Properties manual for more information on each individual property.

Broadcast Notice

Broadcast Notice allows the system administrator to send an email to review board members and to users on
studies associated with the review board. This is a useful tool for sending group alerts and messages.

Note that the Broadcast Notice tool under iRIS™ System Administration—as opposed to System Administration
within a module like IRB—can send a message to all users in the iRIS™ system. The System Administrator must be
cautious to use the correct Broadcast Notice tool for their purposes.

To access Broadcast Notice options, navigate to IRB Assistant > Review Board Administration > [System Setup
tab] > Broadcast Notice link.

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

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Satun Raview Baard Balae

The Broadcast Notice page displays any broadcasts previously set up/sent out. The list is empty the first time the
page is opened.

My Workspaces = IRB Broadcast Notice Kl Back

‘Editf\fiew Subject ‘Date Sent ‘Lasl Modified By

No records have been added.

Add a Broadcast Notice
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Broadcast Notice link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Board Definition
Board Configuration Options
Broadcast Notice
Setup Bundle Email Template

Setup Committee List

PDOID>DIDO

Satun RPaview Bnaed Dolas

The Broadcast Notice page displays any broadcasts previously set up/sent out. The list is empty the first time the
page is opened.

My Workspaces IRB Broadcast Notice

Add a New Natice

Edit/View |Subject Last Modified By

No records have been added.

Click the Add a New Notice button to create and send a message. The Add a new notice panel opens.

My Workspaces = IRB Broadcast Notice n

Return To List Temp Save Notice

Add a new notice.

“Subject: | |

Content:

< B I U § x x* FontFamiy - 12 - & - = = = -

Attachments:
Add a new Attachment

No Attachments have been added to this broadcast.

Click the Return to List button to cancel and return to the list of broadcast notices.

The Temp Save Notice button is used to save a notice draft, explained in greater detail in the Draft Notice
subsection of this manual, immediately following the current subsection.

Enter a Subject and type, or copy and paste, desired text in the Content area. Use the toolbar to format text as
desired. Notice that tools for insertion of hyperlinks and images are included.

Click the Add a new Attachment button to attach a document file to the notice.

An upload panel opens. Enter the Title of the document and click the Upload button.

©2021 iMedRIS Data Corporation20



IRB Assistant — Review Board Administration iRIS™ v13.01

My Workspaces & IRB Add Attachment [ 4|

*Title: | |

Load the document into iRIS:I Upload ... I

An upload dialog popup window displays.

Upload Document - Microsoft Edge = m} X

& | httpsy//sblimedris.net/UploadDocument.jsp?USER_ID=1&ID=0&TYPE=MessageAttach

Document Location:

Instruction: Uploading a document into iIRIS™ 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 |I Q cncel |

Click the Cancel button to close the popup without uploading a document.

Click the Browse button to navigate to the document to be uploaded. When the file path is displayed in the
Document Location field, click the Save selected file button to attach it to the notice record.

The Add Attachment panel refreshes, displaying an icon for the attachment to the left of the Title. Click the Save
and Return button save the notice and attachment.

My Workspaces [ IRB Add Attachment

1ar *Title: [iRIS Profile Details |

RTF Load the document into iRIS: | Upload ...

The attached document icon displays in a table in the Attachments area of the Edit/View a notice panel.
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My Workspaces IRB Broadcast Notice [ 4]

[ Retum To List ] [ Temp Save Notice ] [ Send ]

Edit/View a notice.

*Subject: |Please Verify Contact Informafion ‘

Content:

Font Famil 12 — —
" B I u =F Xz o2 v - ~ & 1> I~ =E~ =~ i~ =
= o]
= % & &
Centact information has been entered by administrative staff, Please verify that the contact information provided in your iRIS profile is complete and
correct.
Attachments:
[ Acdanew atachment | ][ Delete Selected Attachmentsis) |

Attachment Name

ol
» [l iRIS Profile Details

To view an attachment, click its icon.

To remove an attachment, click the select checkbox to the left of the document icon and click the Delete
Selected Attachment(s) button.

Note that multiple attachments can be added, but users are still subject to institution or email server restrictions
on file size for email attachments.

Click the Send button at the upper right corner of the Edit/View a notice panel to send the notice. A popup
email distribution window opens for selection of notice recipients.

Click the Cancel button to exit without sending.

Please choose where email destination:
Send to KSPs and review board members

| send | [ cancel |

Note that Send to KSPs and review board members is selected by default when the popup opens. Click the

checkbox to deselect that option and unlock the other two options: Send to all KSPs and Send to review board
members.
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Please choose where email destination:

Send to K5Ps and review board members
Send to all KSPs

Send to review board members

(oo )

Select the applicable checkbox, then click the popup window Send button.

After the notice is sent the Broadcast Notice page displays, with the sent broadcast notice added to the list and
its Date Sent field populated.

DN

[ AddanewNotice | [ Deete Selected Nolice |

|Edit[\!‘iew Subject Last Modified By

D Please Verify Contact Information Auvgust 20, 2019 Administrator
L

Note that the Edit/View icon is still present but the select box at the far left, for notice deletion, is gone. Sent
notices can be viewed but cannot be edited or deleted.

Draft Notice
When creating a new notice in the Add a new notice panel, it is possible to save the notice as a draft.

My Workspaces = IRB Broadcast Notice 4]

Return To List Temp Save Notice

Add a new notice.

*Subject: | |

Content:

<« B I u 5 x x Font Family > 12 ~ & 1~ I~ =~ E~ =~ = =

Attachments:
Add a new Attachment

No Attachments have been added to this broadcast.
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Enter a Subject line and desired content, then click the Temp Save Notice button to save a draft of the notice
and return to the Broadcast Notice page. Note that draft notices do not have a Date Sent value in the list on the
Broadcast Notice page.

P

[ Add a New Notice ] [ Delete Selected Notice ]

‘Editf\!’iew Subject Last Modified By

Please Verify Contact Information September 17, 2019 Administrator

=3
O I 1 I Please Confirm Office Mail Drop Code I IAdministralor

Edit a Broadcast Notice
Draft broadcast notices can be edited (and sent) or deleted. Notices that have been sent cannot be deleted or
edited, but they can be viewed.

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Broadcast Notice link.

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

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setun i Board Bolac

The Broadcast Notice page displays any broadcasts previously set up/sent out.

PN

[ Add a New Notice ] [ Delete Selected Notice ]

‘Editf\!’iew Subject Last Modified By

Please Verify Contact Information September 17, 2019 Administrator

=3
O I 1 I Please Confirm Office Mail Drop Code I IAdministralor

Draft notices do not have a value in the Date Sent column (see screenshot above), which is how they can be
easily identified in the Broadcast Notice list.

Click the icon in Edit/View column to the left of a draft title to open the draft and resume work on it.

The title of the Add a new notice panel changes to Edit/View a notice when a draft is opened.
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i G| IR5

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

Edit/View a notice.

“Subject: |Please Confirm Office Mail Drop Code |

Content:

Font Fami 12
s B I U § x o - v 8 lv v =y Ev = = =

Q
% [ > &

Administrative staff has entered mail drop codes for all study staff. Please confirm the mail drop cede for your team.

Attachments:
Add a new Attachment

No Attachments have been added to this broadcast.

Click the Return to List button to return to the Broadcast Notice list page without saving changes.
Click the Temp Save Notice button to save changes and keep the notice as a draft.
Click the Send button to save changes and send the notice.

A popup email distribution window opens for selection of notice recipients. Click Cancel to exit without sending.

Please choose where email destination:
Send to KSPs and review board members

Note that Send to KSPs and review board members is selected by default when the popup opens. Click the
checkbox to deselect that option and unlock the other two options: Send to all KSPs and Send to review board
members.
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Please choose where email destination:
Send to KSPs and review board members

Send to all KSPs

Send to review board members

Select the applicable checkbox, then click the popup window Send button.

After the notice is sent the Broadcast Notice page displays, with the Date Sent field populated for the sent
notice. Recall that sent notices cannot be edited or deleted.

Delete a Broadcast Notice
Draft broadcast notices can be edited (and sent) or deleted. Notices that have been sent cannot be deleted.

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Broadcast Notice link.

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

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Satun Daviaw Baard Balac

The Broadcast Notice page displays any broadcasts previously set up/sent out. Note that the Date Sent column is
blank for draft notices listed here.

My Workspaces [ IRB Broadcast Notice 0
Add a New Notice | Delete Selected Notice
=] |Ediuwew Subject |Lasl Modified By
. Please Verify Contact Information September 17, 2019 Administrator
I O I ) Please Confirm Office Mail Drop Code Administrator

Select the checkbox at far left for the applicable notice and click the Delete Selected Notice button.

A confirmation popup window displays.
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Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CONFIRM to delete the notice and return to the Broadcast Notice page.

Click CANCEL to return to the Broadcast Notice page without deleting the notice.

Setup Committee List
The Setup Committee List page is where current review board committees can be viewed, edited or deleted, and
new committees added.

e

[ Add a Committee ] [ Delete Selected Committee(s) ]

1 result(s) found...

Edit |Order |Committee Name

O 0  BRCA Working Group

Where the property rb.use_submission_by committee is set to “Yes” the review board is set up for Committee
Submissions. In this configuration submissions are routed to individual committees instead of the review board.
In addition, members of one committee are unable to access submissions sent to other committees.

Where the property rb.use_submission_by _committee is set to “No” all submissions are routed to the review
board submission queue, where they are processed and added to the appropriate committee meeting date. Note
that each committee has its own set of meeting dates.

Edit Committee
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Committee List link.

| System Setup | | List Maintenance Setup | | Clean-up |

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp

St feade. A
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The Setup Committee List page is opened. Committees currently assigned to the review board are listed here.
Click the icon in the Edit column for the applicable committee.

e -

[ Adda commitiee | [ Delete Selected Committeefs) |

1 result(s) found...

Edit Order |Committee Name

O 1 0  BRCA Working Group

An edit panel opens.

My Workspaces = IRB Setup Committee List n

“0Order Number: D

Description: |BRCA Waorking Group |

The Order Number defines routing priority order for the committee. Routing priority goes in ascending order,
beginning with zero. If there is only one committee defined its Order Number will always be zero.

The Description is the committee name.

When changes are complete click the Save Committee button to save changes and close the edit panel.

Add Committee
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Committee List link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp

Coten cvo .. b

The Setup Committee List page is opened. Click the Add a Committee button.
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My Workspaces = IRB Setup Committee List 4|

| Add a Committee | [ Delete Selected Committee(s) ]

1 result(s) found...

Edit |Order [Committee Name

| o BRCA Working Group

A System Authentication popup displays, warning that only iMedRIS Project Managers and Customer Support
personnel have the necessary rights to add new review board committees.

System Authentication: ﬂ

You are accessing a protected area of the system.
This operation can only be unlocked by your Project Manager or Customer Support.
Please contact your Project Manager or Customer Support for assistance.

Please input the password to unlock the operation.

]

[ Cancel ] [ Verify Password and Unlock ]

This area is locked because there are costs to the institution for each review board and committee defined in

their iRIS™ system.

When an iMedRIS Project Manager or Customer Support representative adds a new committee, it is added to
the Setup Committee List page.

My Workspaces [ IRB Setup Committee List 0

[ Add a Committes ] [ Delete Selected Committee(s) ]

2 result(s) found...

Edit Order [Committee Name

O i 0 BRCA Working Group

O 1 Oversight Committee

User accounts assigned to more than one review board committee will have a slightly modified main menu,
enabling them to select the applicable committee for various tasks.

TACUC Assistant » IACUC Assistant Workspace

SR S @ commiteen B
IBC Assistant » Add a new Study Committee B

Conflict of Interest Assistant » Find a Study -
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Delete Committee
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Committee List link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp

EREEEEREN N

St Chad, P

The Setup Committee List page is opened. Select the checkbox for the applicable committee(s) and click the
Delete Selected Committee(s) button.

My Workspaces = IRB Setup Committee List [}

2 result(s) found...

Edit ‘Dﬂler Committee Name

O 1] BRCA Working Group

J

il 1 Oversight Committee

A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click the CANCEL button to return to the Setup Committee List page without deleting the selected committee(s).
Click the CONFIRM button to confirm the deletion and return to the Setup Committee List page.

Note: caution must be exercised when deleting committees, as deleting a committee with review tasks assigned
to it will disrupt and potentially orphan those tasks.

Also recall that review board committees can only be added by designated iMedRIS personnel, so if a needed
committee is deleted in error there may be some delay in recreating it.
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Setup Review Board

Roles

iRIS™ v13.01

The Setup Roles List page is where review board member roles can be viewed, edited or deleted, and new roles

added. Each member role can be customized to allow for inclusion or exclusion on agenda and correspondence

routing, as well as to allow for or prohibit designation of an alternate iRIS™ user to fulfill the duties of the role

when the assigned user is un

My Workspaces &

available.

IRB Setup Roles List [}

IFiII:er By In Use:

®ves Ono I

11 result(s) found...
EET T
5| 1

2
3

4

10

1-10p

= = e el
Yes Yes Yes Yes Yes

Board Member

Coordinator Yes
Chairperson Yes
Data Entry Member Yes
Non-Voting Member Yes
Alternate Member Yes
Vice-Chairperson Yes
Expediting Board Member Yes
Administrative Assistant Yes
Ex-Officio Member Yes

Mo

Yes

Neo

No

Mo

Yes

Yes

Filter By In Use is set to “Yes” by default. Select “No” here to display roles that are not currently in use. Note that

this is a toggled setting, it is not possible to view both in use and not in use roles in a single list.

Columns in the Setup Roles List table are:

— Delete: where it is possible to delete a role, click the icon in this column to delete a role

record; note that the icon does not appear for roles that cannot be deleted

— Edit: click the icon in this column to open a role record for editing

— Order: priority number of the role for review, signoff and correspondence routing; note that

priority numbers are ranked in ascending order from highest to lowest, beginning with one

(1) as the highest priority number

— Role Name: name assigned to the role; note that role names can be modified by the

institution

— Reserved: a “Yes” in this column indicates the role is Reserved and cannot be deleted; a “No”

here indicates the role is not Reserved and can be deleted, provided it is not currently in use

(see next item, b

elow)
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— In-Use: a “Yes” in this column indicates the role is currently in use on one or more studies /
protocols and cannot be deleted; a “No” here indicates the role is not currently in use and
can be deleted

— Allow Alternate: a “Yes” in this column indicates an alternate person who is included in the
Alternate For list under IRB Assistant > User Management > Grant User Access & Define
Roles can be selected to fulfill the meeting duties of this role when the primary assignee is
unavailable; a “No” here indicates no alternate can be specified for the role

— Include on Agenda: a “Yes” in this column indicates users assigned to the role are selectable
in the list of Attendees for a meeting date; where the flag is set to “No” users assigned to the
role do not display in the meeting Attendees list for a meeting date and are not included in
notifications related to the meeting

— Include in Correspondence: a “Yes” in this column indicates persons assigned to this role
is/are to be included on the correspondence routing list; a “No” here indicates persons
assigned to this role is/are not included on the correspondence routing list

As shown below, ten Reserved review board roles are predefined by default.

eS| 1 Board Member Yes Yes Yes Yes Yes
3 2 Coordinator Yes Yes No Yes Yes
3 3 Chairpersen Yes Yes Yes Yes Yes
3| 4 Alternate Member Yes Yes No Yes Yes
| 5 Non-Veting Member Yes Yes No Yes Yes
3 6 Data Entry Member Yes Yes No Yes Yes
i) 7 Vice-Chairperson Yes Yes Yes Yes Yes
i) 8 Expediting Board Member Yes Yes Yes Yes Yes
| 9 Administrative Assistant Yes Yes No Yes Yes
3l 10 Ex-Officio Member Yes Yes No Yes Yes

Reserved roles are always designated as In-Use regardless of whether the applicable role is currently assigned to
any studies/protocols.

In the example below, Filter By In Use is toggled to “No” to limit the list to Roles not currently in use. Notice that
the role is not Reserved, as indicated by a “No” in that column, and a Delete icon is provided for the role.

My Workspaces & IRB Setup Roles List o
»

Filter By In Use: Oves ® o

1 result(s) found...

Delete

Include on Include in
LxETs _E“' *

Mo Yes Yes Yes

NIH Auditor
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Edit Board Role
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Board Roles link.

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

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles ‘
Setup Role Access

Setup Electronic Document Stamp

St caed. Lo

The Setup Roles List page is opened.

My Workspaces & IRB Setup Roles List (<]
IFiII:Er By In Use: ®ves Ono I

11 result(s) found... 1-10 "

Include on Include in
1 1 Yes Yes Yes Yes Yes

Board Member

3! 2 Coordinator Yes Yes Mo Yes Yes
3| 3 Chairperson Yes Yes Yes Yes Yes
3] 4 Data Entry Member Yes Yes No Yes Yes
i 5 Non-Veoting Member Yes Yes Mo Yes Yes
i 5 Alternate Member Yes Yes No Yes Yes
3| 7 Vice-Chairperson Yes Yes Yes Yes Yes
4 8 Expediting Board Member Yes Yes Yes Yes Yes
A 9 Administrative Assistant Yes Yes No Yes Yes

10 Ex-Officio Member Yes Yes No Yes Yes

Filter By In Use is set to “Yes” by default. Select “No” here to display roles that are designated as not in use. Note
that this is a toggled setting, it is not possible to view both in use and not in use roles in a single list.

Click the icon in the Edit column for the role.
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My Workspaces @ IRB Setup Roles List [4]

Add a New Board Role
Filter By In Use: ®ves Ono
11 result(s) found... 1-10 P

- Include on Include in
T N S S T e
1 1 Yes Yes Yes Yes Yes

Board Member
4 2 Coordinator Yes Yes No Yes Yes
1 3 Chairperson Yes Yes Yes Yes Yes
1) 4 Data Entry Member Yes Yes No Yes Yes
i 5 Non-Veting Member Yes Yes Mo Yes Yes
4 5 Alternate Member Yes Yes No Yes Yes
1 7 Vice-Chairperson Yes Yes Yes Yes Yes
i 8 Expediting Board Member Yes Yes Yes Yes Yes
3| £l Administrative Assistant Yes Yes Mo Yes Yes
1 10 Ex-Officio Member Yes Yes Mo Yes Yes

The role is opened for editing in the Edit a Board Role panel. Edit each item in the panel as desired.

My Workspaces IRB Setup Roles List

Back To List Save

Edit a Board Role.

*Order Number: D

*InUse: ®vyes (O no

“Role Name: |Board Member

“Allow Alternate for Meetings: ® yes () No

*Include in Minutes and Agenda? (® yeg IZ::Z' Mo

+Include in Correspondance? @) ves () o

— Order Number: priority number of the role for review, signoff and correspondence routing;
note that priority numbers are ranked in ascending order from highest to lowest, beginning
with one (1) as the highest priority number

— In-Use: a selection of “Yes” indicates the role is currently in use on one or more studies /
protocols and cannot be deleted; a selection of “No” here indicates the role is not currently
in use and can be deleted

— Role Name: name assigned to the role; note that role names can be modified by the
institution

— Allow Alternate for Meetings: a selection of “Yes” indicates an alternate person who is
included in the Alternate Member For list under IRB Assistant > User Management > Grant
User Access & Define Roles can be selected to fulfill the meeting duties of this role when the
primary assignee is unavailable, as shown below; a “No” here indicates no alternate can be
specified for the role
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My Workspaces = IRB Grant User Access & Define Roles 'll' Back

Save Member Info

Name: Analyst, John B4 Grant IRE Administrative Rights

N [J Grant IRE Junior Administrative Rights
Highest Degree Earned:
Committee Committee Voting Experienced
Specialty: Remove Access Name Member Member

Committee 1 O O

Ralationship to the
Tatitution: O Affiliated O Non-afiliated Roles

Affiliations: Remove () Board Member () Vice-Chairperson

@ Coordinator ) Expediting Board Member

Representational Capacity: (O scientist O Non-Scientist ) Chairperson ) Administrative Assistant
ata Entry Member () Ex-Officio Member

Representative of Specific e C
Entity: - -
Y () Non-Voting Member () _consultant/Ad Hoc Reviewer
Remove Alternite Member
Group: For: []

Administrator

O oncalogy O member, r8
Coardinater
O rithavath, Suchitra
Primary Number: [ rands, Jeffery,

Cell Number:
Pager Number:

El
5]

Fax Number:

o
o

Primary Email:

Smith, Betty
Stewart, Andrew

— Include in Minutes and Agenda?: a selection of “Yes” indicates users assigned to the role are
selectable in the list of Attendees for a meeting date; where the flag is set to “No” users
assigned to the role do not display in the meeting Attendees list for a meeting date and are
not included in notifications related to the meeting

— Include in Correspondence: a selection of “Yes” indicates persons assigned to this role is/are
to be included on the correspondence routing list; a “No” here indicates persons assigned to
this role is/are not included on the correspondence routing list

Make desired edits and click the Save button to save changes, close the edit panel and return to the Setup Roles
List page. Click the Back To List button to return to the Setup Roles List page without saving changes.

Add Board Role

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Board Roles link.

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

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Reles «
Setup Role Access

Setup Electronic Document Stamp

toin i Lo

The Setup Roles List page is opened. Click the Add a New Board Role button.
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Filter By In Use: @ ves o
11 result(s) found... 1-10 p
I T N T S =S (T [y v ——
El/ 1 Board Member Yes Yes Yes Yes Yes
E'f 2 Coordinator Yes Yes Mo Yes Yes
E'l 3 Chairperson Yes Yes Yes Yes Yes
E'/ 4 Data Entry Member Yes Yes Mo Yes Yes
E'[ 5 Mon-Voting Member Yes Yes Mo Yes Yes
Eli 6 Alternate Member Yes Yes Mo Yes Yes
l;'/ 7 Vice-Chairperson Yes Yes Yes Yes Yes
Ell 8 Expediting Board Member Yes Yes Yes Yes Yes
I;l/ 9 Administrative Assistant Yes Yes Mo Yes Yes
E'f 10 Ex-Officio Member Yes Yes Mo Yes Yes

The Add a Board Role panel opens for the role, with the same fields and buttons as the edit panel.

My Workspaces & IRB Setup Roles List Kl Back

Back To List

Add a Board Role.

“Order Number:

“In Use: @ ves () No

“Role Name:

*Allow Alternate for Meetings: ()
“Include in Minutes and Agenda? (@

“Include in Correspondence?

*Allow viewing of KSP's COI status? ()

Default selections for the Add a Board Role panel are shown above. Note that the Order Number field defaults
to the next available Order Number, based on the existing list of roles.

Enter the desired Role Name and edit other items as desired.

— Order Number: priority number of the role for review, signoff and correspondence routing;
note that priority numbers are ranked in ascending order from highest to lowest, beginning
with one (1) as the highest priority number

— In-Use: a selection of “Yes” indicates the role is currently in use on one or more studies /
protocols and cannot be deleted; a selection of “No” here indicates the role is not currently
in use and can be deleted

— Allow Alternate for Meetings: a selection of “Yes” indicates an alternate person who is
included in the Alternate For list under IRB Assistant > User Management > Grant User
Access & Define Roles can be selected to fulfill the meeting duties of this role when the
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primary assignee is unavailable; a “No” here indicates no alternate can be specified for the
role

— Include in Minutes and Agenda?: a selection of “Yes” indicates users assigned to the role are
selectable in the list of Attendees for a meeting date; where the flag is set to “No” users
assigned to the role do not display in the meeting Attendees list for a meeting date and are
not included in notifications related to the meeting

— Include in Correspondence: a selection of “Yes” indicates persons assigned to this role is/are
to be included on the correspondence routing list; a “No” here indicates persons assigned to
this role is/are not included on the correspondence routing list

— Allow viewing of KSP’s COI status: a selection of “Yes” indicates persons assigned to this role
will have access to view the COI status of KSP on a study while reviewing submissions from
the Submission Details (Submission Processing) or COIl Status page. Information presented is
configurable as reviewed later in this document.

Click the Save button to save changes and return to the Setup Roles List page. Click the Back To List button to
return to the Setup Roles List page without saving changes.

Delete Board Role
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Board Roles link.

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

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles «
Setup Role Access

Setup Electronic Document Stamp

Cobeim b Mbeeenlsien

The Setup Roles List page is opened.
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IFiIher By In Use: ®ves Ono I

11 result(s) found... 1-10 p
= g ey

\7 3| 1 Board Member Yes Yes Yes Yes Yes

S 2 Coordinator Yes Yes No Yes Yes

3| 3 Chairperson Yes Yes Yes Yes Yes

i 4 Data Entry Member Yes Yes No Yes Yes

3| 5 Non-Voting Member Yes Yes No Yes Yes

1 6 Alternate Member Yes Yes No Yes Yes

3| 7 Vice-Chairperson Yes Yes Yes Yes Yes

il 8 Expediting Board Member Yes Yes Yes Yes Yes

3| 9 Administrative Assistant Yes Yes No Yes Yes

1 10 Ex-Officio Member Yes Yes No Yes Yes

Because Reserved roles and in-use roles cannot be deleted, there are no icons in the Delete column for those
roles on the Setup Roles List page.

Change the Filter By In Use option to “No” and click the Find button to view a list of roles that can be deleted.
Click the icon in the Delete column to delete a role.

My Workspaces [ IRB Setup Roles List | <]
Add a Mew Board Role
IFilter By In Use: O ves ® o I

1 result(s) found...
T S N T
E 3| 12 NIH Auditor No No Yes Yes Yes

A confirmation popup window appears. Click CANCEL to return to the Setup Roles List page without saving
changes. Click CONFIRM to delete the role and return to the Setup Roles List page.

Are you sure you want to delete selected item?

CONFIRM CANCEL

Setup Role Access
The Setup Role Access page is where the System Administrator assigns read and write access privileges to review
board roles for applicable iRIS™ pages.

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Role Access link.
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| System Setup H List Maintenance Setup || Clean-up ‘

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp

EEEEERE R R ]

hain i -

The Setup Role Access page is opened.

My Workspaces & IRB Setup Role Access o

‘
& & i i & £ A & £ -

I
i
i
4

& ® = = I = i = = I = g i i g i i i g = i ) i
%2} =] ] %) %] =} %] %] ) ) a ) o a ) a ) o m} ) a ) o m}
=] ] ] [m] [m] m] [m] a o [m] [m] [m] a m] o m] [m] a m]
=) o ] [m] o m] [m] [m] [m] o m] [m] [m] m] o m] [m] o m]
=2} =] ] %) %] =} %] %] =) ) m} ) o a ) m} ) o m} ) a ) ) m}
=] ] ] %] %] [m] a m] o m] [m] a m]
=] =) =] %] =] [m] [m] m] o m] [m] [m] m]
=2} =] ] %) %] “ =) %] =) ] “ “ =] “ “ “ =) o =} ) a ) o m}
=] ] ] %] %] [m] a (m] [m] [m] o a m]
=) =) ] %] %] [m] [m] m] o m] [m] [m] m]
Submission Outcome Tab | =] ] =) %] & &) %] ) ) % “ =] “ “ & [m}] a [ [m] ] [m}] a [
Meeting Agenda =] ) ] [m] [m] [m] o a [m] [m] [m] o a m] o [m] [m] a m]
Find Study =) =) ] %] %] [m] a m] o m] [m] o m]
Meeting Manager ] =] ] “ %] & =] %] a ) o o a ) [m] a [ a ] [m}] a [
Mesting Manager Set-up Availability =] =] =] [m} [m] m] [m] a [m] [m] [m] o a m] o [m] [m] o m]
Meeting Manager Set-up Schedule =] =] =] [m} a m] [m] a [m] o m] [m] a m] o o [m] o m]
Reviewer Assignments. & =] ] “ =] & =] %] a o ) o a o [m}] a [ a ] [m}] a \
Outcome Letter Sign-off =] =] ] ] [m] [m] m] [m] a [m] [m] [m] [m] a m] [m] [m] o a m]
Outstanding Response Due =] =] =] [m] [m] m] [m] a o o m] [m] a m] o m] [m] a m]
Correspondence =2} =] ] =) =] “ =] %] a ) m} =) o a ) m} [m}] a [m] a [m] [m}] a [m]
User Training =] =] =] ] o [m] [m] [m] a [m] [m] [m] [m] a [m] [m] [m] [m] [m] m]

All applicable iRIS™ pages for the module are listed in a column at the left side of the matrix. Column headers
display all applicable review board roles.

The System Administrator assigns Read and Write privileges for each page by role. The applicable system page is
shown in the column at left, and the System Administrator clicks the Read and/or Write select checkboxes in the
role columns at right to assign the applicable rights.

If both are selected, users assigned to the role can view and update records on the applicable page. If the page
allows for record deletion, users assigned to a role with both Read and Write access for the page can delete
records on the page as well.

If Read is selected but Write is not, users assigned to the role can view the applicable page but cannot modify or
delete records on the page.

Note that any role with Write access must also have Read access assigned.

The first two Read and Write columns do not have an associated role. These columns are used to turn access on
or off for the applicable page, regardless of user role. Settings in these columns override settings in the
role-specific columns to the right.
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o e

===
Review Board Assistant & i & i i -
Submissions Not Assigned 4
Submissions Assigned 4
Submissions Completed [
Submissions Agenda 4
Submission General Tab [
Submission Preview Screening Tab 4
Submission Correspondence Tab ]
Submission Review Summary Tab ]

To make a given page read-only for all iRIS™ users, the system administrator selects the Read checkbox and
de-selects the Write checkbox for the page.

To hide a page entirely the System Administrator de-selects both checkboxes for the page.

Where both checkboxes are selected for a given page, the system administrator can assign Read and Write
access per role using the checkboxes in the columns at the right.

Click the Save Changes button to save changes.

Note: The page may take a few moments to save; wait for the page to finish loading before navigating away.

Setup Consent Checklist
The Setup Consent Checklist page allows for creation of a consent checklist for the review board to use when
evaluating consent forms. Users can also order, edit, and delete existing checklist items.

To access the page, navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup
Consent Checklist link.

| systemsetp | [ ListMaintenance Setup | [ Clean-up |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Consent Template

Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp
Setup Study Numbering

Setup Agenda Categories

Satin Einali Bnanda N,

The Setup Consent Checklist page opens, as shown below.
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My Workspaces & IRB Setup Consent CheckList

addaNewitem | [ Delete Selected tem(s) | | Save Checkit |

Edit Checklist Ttem | Checklist Ttem

Consent 1

Use a study design to describe all procedures.

Change Consent Checklist Item Order
The Checklist Item column contains the priority order number for items in the list. When the checklist is viewed
items appear in ascending order by Checklist Item, beginning with “0” (zero).

In the example below, both items have a Checklist Item order number of “1” (one), meaning neither is higher
priority than the other. These items appear in the checklist in the same order they are shown on this page.

My Workspaces = IRB Setup Consent CheckList n Back

[ Add a New Item ] ’ Delete Selected liem(s) I | Save Checkiist |

Edit Checkdist Ttem  Chechlist Item

1 Consent 1

Use a study design to describe all procedures.

To change the priority order, enter the desired order number in the Checklist Item column and click the Save
Checklist button. For example, to make “Use a study design to describe all procedures” the first item in the
checklist:

— change the Checklist tem number for “Consent 1” from “1” (one) to “2” (two) — OR —

— change the Checklist Item number for “Use a study design to describe all procedures” to “0”
(zero)

Add Consent Checklist Item
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Checklist link.

‘ System Setup ‘ [ List Maintenance Setup | ‘ Clean-up 1

Review Board System Setup

Board Definition
Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles.

Setup Role Access

Setup Consent Template

Setup Consent Builder Template

Setup Consent Checklist ﬁ
Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Satin Einalized Ananda

The Setup Consent Checklist page opens, as shown below.
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My Workspaces & IRB Setup Consent CheckList

| Addanewitem | [ Detete Selected tem(s) | [ save checist |

Edit Checklist Ttem | Checklist Ttem

Consent 1

Use a study design to describe all procedures.

Click the Add a New Item button.

The Consent Checklist Item Editor opens, as shown below. Enter consent item text and format it as desired, then
click the Save button (upper right corner) to save changes and close the text editor.

Alias:  test 8383 ‘ IRB IRB - Consent Checkl ist Item Editor Kl Back

My Workspaces E PI: Escar Moses, M.S.

Consent CheckList Item Editor.

([}
1

« B I U & x x Font Family ~ 12 * & [~ 9q-

= =2 =2 = % @ o #* &

The new item is added to the list of checklist items, as shown below. Notice that it is automatically assigned a
Checklist Item number of “1” (one), so it is added to the bottom of the list. See the Change Consent Checklist
Item Order section of this manual for details of how to change checklist item order.

My Workspaces [ IRB Setup Consent ChecklList

Add a New ltem ] [ Delete Selected ltem(s) l [ Save Checklist ]

Edit Checkdist Ttem ‘Chetldi;l Item

Consent 1

Use a study design to describe all procedures.

Include total duration of subjects' participation and add tetal number of subjects on study.

Edit Consent Checklist Item
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Checklist link.
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‘ System Setup ‘ [ List Maintenance Setup | ‘ Clean-up 1

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template
Setup Consent Checklist ﬁ
Setup Electronic Document Stamp
Setup Study Numbering

Setup Agenda Categories

Qatin Einali Branda

The Setup Consent Checklist page opens, as shown below.

My Workspaces & IRB Setup Consent CheckList

addaNewitem | [ Delete Selected tem(s) | | Save Checkit |

Checklist Ttem ‘Checldist Item

Consent 1

Use a study design to describe all procedures.

Click the applicable icon in the Edit column (see screenshot above).

The Consent Checklist Item Editor opens, as shown below. Revise consent item text and format it as desired,
then click the Save button (upper right corner) to save changes and close the text editor.

Alias:  test 8383 ‘ IRB IRB - Consent Checkl ist Item Editor Kl Back

My Workspaces E PI: Escar Moses, M.S.

Consent CheckList Item Editor.

([}
1

< B I Uu & x x Font Family - 12 - & I~ 9O~

e —
= - !_ -
E— =

% @ 2 *£ &

.

lil
.

Il

Consent 1

The item is revised in the list of checklist items, as shown below.

My Workspaces = IRB Setup Consent CheckList n Back

[ Add a New ltem ] [ Delete Selected liem(s) l [ Save Checkist ]

5 : Checklist Tte dgis

1 Include both a medical title and a lay title.

Use a study design to describe all procedures.
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Notice that the revised item retains its Checklist Item number of “1” (one), so it remains in the same position in
the list. See the Change Consent Checklist Item Order section of this manual for details of how to change checklist

item order.

Delete Consent Checklist Item

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Checklist link.

‘ System Setup ‘ [ List Maintenance Setup | ‘ Clean-up 1

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Consent Template

Review Board System Setup

iRIS™ v13.01

Setup Consent Builder Template

Setup Consent Checklist ﬁ

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Satin Einali Bnanda N,

The Setup Consent Checklist page opens, as shown below.

My Workspaces = IRB Setup Consent CheckList

Edit Checklist tem | Checklist Item
7 Include both a medical title and a lay title.

Use a study design to describe all procedures.

Add a New Item ] [[Dsiete Selected temes) | I Save Checklist ]

1 Include total duration of subjects' participation and add total number of subjects on study.

Select the checkbox(es) in the far-left column for the item(s) to be deleted. To select or deselect ALL items, click

the select icon in the far-left column header ( & ). Click the Delete Selected Item(s) button.

A confirmation popup window appears. Click CANCEL to close the popup without saving changes. Click CONFIRM

to delete the checklist item and close the popup.

Are you sure you want to delete selected item?

As shown below, the item is deleted from the list.
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My Workspaces = IRB Setup Consent CheckList n Back

[ Add a New Item ] [ Delete Selected Item(s) ] ’ Save Checklist ]

| Edit | Chacklist Ttem ‘Che:ldist Item
] b 1 Include both a medical title and a lay title.
% Use a study design to describe all procedures.

Setup Electronic Document Stamp
The electronic document stamp applies pre-configured review board outcome details to documentsin a
pre-designated location, as shown in the example below.

IRB NUMBER: IS-300GS
o IRB APPROVAL DATE: 01/01/2001
IRB EXPIRATION DATE: 12/31/2002

Electronic document stamps are configured on the Setup Document Stamp page, shown below.

’ Add a New Stamp ] I Delete Stamp(s) ]

Edit (Title Document Category
5 .
O Denied General Purpose N/A
=
oy
o Approved General Purpose /A
=

Add Electronic Document Stamp
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Electronic Document
Stamp link.

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

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Electronic Document Stamp «

Setup Study Numbering

EEEEEERRER]

The Setup Document Stamp page opens.
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My Workspaces & IRB Setup Document Stamp 0

I Add a New Stamp I Delete Stampi(s)

Edit |Title | |Docum=n| Category
Denied General Purpose N/A
Approved General Purpose N/A

Click the Add a New Stamp button. An add panel opens for creation of the new stamp, as shown below.

My Workspaces = IRB Setup Document Stamp 0

I Preview Stamp Layout ] [ Save Stamp Details I

“Title:

L]
: v
Type: | General Purpose [T I LIl
Comments:

Show Stamp On: Last Page Only '® All Pages

e Use placeable

stamp:

“Stamp Position On Paga:
Top Left Top Center Top Right

Bottom Left [ Bottom Center [ Bottom Right
Font Type: |30F_NEW ¥
Font Size: [10 ¥
Font Color: [Black v
Opacity: [1.00 ¥
1 S P
Use Stamp Label: Yes ® ng
Stamp Label:
Use Expiration Date: Yes ® no
Approval Label:
Expiration Label:

Image file must be in .jpg format.

Upload . 0 No image has been uploaded.

Notice that some of the fields in the add panel contain default values. Complete the add panel fields as follows.

Title — enter the desired title of the stamp as it will appear in the list on the main Setup
Document Stamp page list

Type — click in the field to open a dropdown picklist of options, then click on the desired option
to select it: General Purpose (used for all documents, including consent and other study
documents), Informed Consent (used only on consent forms), and Study Document (used
only for other study documents); when Study Document is selected a Category dropdown
list field appears for selection of the specific document type, as shown below

Type: |Study Document ¥ | Category: m

Flyer
Comments: Invastigator brochure
Other
Show Stamp On: () Last Page Only ® All Pages Z:Joézﬁa:'lnaire

Surnvey

O
® Use placeable stamp:
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Note that the study document Category list is configured under My Workspaces > System Administration > List
Configuration and Maintenance > Site List Setup tab > Study Document Category.

Also note that while it is not visible in the screenshot above, “Consent form” can be included in the configuration
list at institutions performing research with human study subjects, or where animal owners are required to
provide consent for the use of their animals in research.

Comments — add any desired comments, such as a description of the stamp type

Show Stamp On —select “Last Page Only” to display the stamp only on the last page, or leave
the default value of “All Pages” selected to display the stamp on all pages

Use placeable stamp — select this box to unlock the Coordinate (from bottom left) fields,
shown below, which allow for exact placement on the document page; entire the desired X/Y
coordinates to specify where the stamp should appear relative to the bottom left corner of
the document page

3
Use placeable stamp:

Coordinate (from bottom left): X (0 - 600): 0 Y (0 - 850): 0 [Drag/drop]

Stamp Position On Page — use this field as an alternative to the Use placeable stamp option for
stamp placement on the page; click to select “Top Left”, “Top Center”, “Top Right”, “Bottom
Left”, “Bottom Center” or “Bottom Right”

Font Type — click in the field to open a dropdown list of available font options, then click the
desired list item to select it

- ront Type:I 30F9_NEW ¥

Font Size: | AsNTOUAB
ANTQUABI
ANTQUAI
ARBLI__
ARIALN
6 ARIALHB
Scale Image To | ARIALNBI
Fit: § smiaLt
BEMICR

Font Celor:

Opacity:

Use Stamp Label:
BESCREEM

Stamp Label: || BE_BAR t
BKANT
BOOKOS
BOOKOSE
Approval Label: || BOOKOSEI
BOOKOSI
Expiration Label: || BSZvIT
GARA
carsen -1

Use Expiration Date:

Font Size — click in the field to open a dropdown list of available font size options, then click the
desired list item to select it

Font Color — click in the field to open a dropdown list of available font colors, then click the
desired list item to select it

Opacity — enter an opacity value between .01 and 1.0, where 1.0 indicates 100% opaque, to set
the relative transparency of the stamp
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Scale Image to Fit — select this checkbox to automatically scale any uploaded images to fit
within the stamp

Click the Upload button. An upload dialog box opens, as shown below.

X

e Upload Document - Google Chrome — O
@ imedris.net/demo3/UploadDocumentjsp?JPG=Yes&USER ID=1&ID=3&TYPE=RBStamp Q

Document Location: | Choose File | No file chosen

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

[d save selected file Q coneel

Browse to the desired image file and select it, then click the Save selected file button to complete the upload.
Note that the image file must be in JPEG (.jpg, .jpeg) format.

An example of the completed add panel is shown below.

My Workspaces = IRB Setup Document Stamp n —

’ Preview Stamp Layout I ’ Save Stamp Details ]

“Title: | IRB Decument Stamp

Type: - IRB NUMBER: 15-300GS
(" & IRB APPROVAL DATE: 01/01/2001
IRB EXPIRATION DATE: 12/31/2002

Comments:

Show Stamp On: (U Lact Page Only @ all Pages

@ Use placeable stamp:

“Stamp Position On Page:

DTop Left DTDD Center DTOD Right

[eattom Left [ IBottom Center Bottom Right

Fant Type:
Font Size:

Font Color:
Opacity:

@ Scale Image To Fit: B scale To Fit

Use Stamp Label: @ ves (g

Stamp Label: | |

Use Expiration Date: @) ves (g

Approval Label: [use default |

Expiration Label: |use default |

Image file must be in .jpg format.

Upload ... O/ Image has been uploaded.

LB
/

L e
L ¥

Click the Preview Stamp Layout button to preview the stamp in a popup window.
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Click the Save Stamp Details button to save the stamp after previewing it. As shown below, the stamp is added
to the list on the Setup Document Stamp page.

My Workspaces & IRB Setup Document Stamp o

[ Add a New Stamp ] [ Delete Stamp(s) ]

ig D el Y
Approved Subject to NIH Review General Purpose NfA
£ Denied General Purpose MN/A
Approved General Purpose N/A

Edit Electronic Document Stamp
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Electronic Document
Stamp link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp «

Setup Study Numbering

The Setup Document Stamp page opens.

My Workspaces & IRB Setup Document Stamp 4|

[ Add a New Stamp ] [ Delete Stampis) ]

Title Document Category
il Approved Subject to NIH Review General Purpose NfA
i) Denied General Purpose N/A

Approved General Purpose N/A

Click the icon in the Edit column for the applicable stamp. The stamp is opened in an edit panel, as shown below.
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My Workspaces [ IRB Setup Document Stamp Ell Back

’ Preview Stamp Layout I ’ Save Stamp Details ]

*Title: | IRB Decument Stamp

IRB NUMBER: 13-300GS

Type: |General Purpose v °
(" » |IRBAPPROVAL DATE: 01/01/2001
o IRB EXPIRATION DATE: 12/31/2002

Comments:

Show Stamp On: (U L act Page only @ all Pages

@ Use placeable stamp:

“Stamp Position On Page:

DTop Left DTDD Center DTOD Right

[eattom Left [ IBottom Center Bottom Right

Fant Type:
Font Size:

Font Color:
Opacity:

@ Scale Image To Fit: B scale To Fit

Use Stamp Label: @ ves (g

Stamp Label: | |

Use Expiration Date: @) ves (g

Appraval Label: [use default |

Expiration Label: |use default |

Image file must be in .jpg format.

(O —

LB
/

[
L ¥

Make desired changes to the stamp fields, described below.

Title — enter the desired title of the stamp as it will appear in the list on the main Setup
Document Stamp page list

Type — click in the field to open a dropdown picklist of options, then click on the desired option
to select it: General Purpose (used for all documents, including consent and other study
documents), Informed Consent (used only on consent forms), and Study Document (used
only for other study documents); when Study Document is selected a Category dropdown
list field appears for selection of the specific document type, as shown below

Type: | Study Document ¥ | Category: m

—fnone—

Flyer
Comments: Inwesfigator brochure
Ciher
Show Stamp On: () | 35t Page Only @ Al B Protocol
S ! PR9R5 | nyestionnaire

Survey

(]
6 Use placeable stamp:

Note that the study document Category list is configured under My Workspaces > System Administration > List
Configuration and Maintenance > Site List Setup tab > Study Document Category.
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Also note that while it is not visible in the screenshot above, “Consent form” can be included in the configuration
list at institutions performing research with human study subjects, or where animal owners are required to
provide consent for the use of their animals in research.

Comments — add any desired comments, such as a description of the stamp type

Show Stamp On —select “Last Page Only” to display the stamp only on the last page, or leave
the default value of “All Pages” selected to display the stamp on all pages

Use placeable stamp — select this box to unlock the Coordinate (from bottom left) fields,
shown below, which allow for exact placement on the document page; entire the desired X/Y
coordinates to specify where the stamp should appear relative to the bottom left corner of
the document page

W
Use placeable stamp:

Coordinate (from bottom left): X (0 - 500): 0 Y (0 - 850):0 [Drag/drop]

Stamp Position On Page — use this field as an alternative to the Use placeable stamp option for
stamp placement on the page; click to select “Top Left”, “Top Center”, “Top Right”, “Bottom
Left”, “Bottom Center” or “Bottom Right”

Font Type — click in the field to open a dropdown list of available font options, then click the
desired list item to select it

- Font Type:l 30F9_NEW ¥

Font Size: § »nTOUAE
ANTQUABI
ANTQUAI
Opacity: ARBLI__
ARIALN
6 ARIALNE
Scale Image To ||| ARIALMEI
Fit: | ARIALNI
BEMICR
BESCREEN
Stamp Label: BE_BAR t
BKANT
Use Expiration Date: BOOKOS
BOOKOSE
Approval Label: || BOOKOSEI
BOOKOSI
Expiration Label: J| BSSYM7
GARA
GARABD M 3

Font Color:

Use Stamp Label:

Font Size — click in the field to open a dropdown list of available font size options, then click the
desired list item to select it

Font Color — click in the field to open a dropdown list of available font colors, then click the
desired list item to select it

Opacity — enter an opacity value between .01 and 1.0, where 1.0 indicates 100% opaque, to set
the relative transparency of the stamp
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Scale Image to Fit — select this checkbox to automatically scale any uploaded images to fit
within the stamp

Click the Upload button. An upload dialog box opens, as shown below.

e Upload Document - Google Chrome — O *
@ imedris.net/demo3/UploadDocument.jsp?JPG=Yes&USER ID=18&ID=3&TYPE=RBStamp Q
Document Lacation: | Cheese File | Nofie chosen
Instruction: Uploading a document inta iRIS™ requires locating the document an the computer. Once you have located the
document dlick on the ‘Save selected file' button. The buttans will become disabled. If the document is a large document the

windaw will stay in place until the upload eperation has completed.

[ Save selected file © conca

Browse to the desired image file and select it, then click the Save selected file button to complete the upload.
Note that the image file must be in JPEG (.jpg, .jpeg) format.

Click the Preview Stamp Layout button to preview the stamp in a popup window.
Click the Save Stamp Details button to save the stamp after previewing it.
Delete Electronic Document Stamp

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Electronic Document
Stamp link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles
Setup Role Access

Setup Electronic Document Stamp «

Setup Study Numbering

The Setup Document Stamp page opens.
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My Workspaces = IRB Setup Document Stamp n

[ Add a New Stamp ] I Delete Stampis) I

E Edit |Title Document Category
il Approved Subject to NIH Review General Purpose MNfA
3! Denied General Purpose MNSA
il Approved General Purpose NfA

Select the checkbox(es) in the far-left column for the stamp(s) to be deleted and click the Delete Stamp(s)
button.

A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click the CANCEL button to return to the Setup Document Stamp page without deleting the selected
committee(s).

Click the CONFIRM button to confirm the deletion and return to the Setup Document Stamp page. The stamp is

deleted.
[ Add aNew stamp | | Delete Stamp(s) |
Edit |Title Type Document Category
3| Denied General Purpose NAA
i Approved General Purpose N/A
Setup Study Numbering

The iRIS™ system includes the option to generate and automatically assign pre-configured IRB study numbers.

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Study Numbering link.
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‘ System Setup | | List Maintenance Setup | | Clean-up ‘

Review Board System Setup

STLup Revicw pualu RUIcs
Setup Role Access

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template

LDDDDDDI

atun Fynadite Benart Temnlate

The Setup Board Auto Generated Numbering page opens.

‘Save Numbering

v System Generated Number Zero Pad the Sequence Number
3

Select “Yes” for Use Sequence for IRB Number to enable auto generated IRB study numbering.

As demonstrated in the Description of Number Part column, the number can be configured to include a
Constant Prefix, School Code, Calendar Year and System Generated Number. Selecting the checkbox in the Use
in Number column includes all items in that row in the numbering scheme.

Options to pad the System Generated Number with leading zeroes, set a fixed digit count for numbers to be
generated, and insert an optional Separator character are also available.

In the screenshot shown above a numbering scheme that employs all options except School Code is configured.
The Constant Prefix is “IRB".

The first Separator character is “ - “.

The School Code option is not selected, indicating that no School Code is included in the number.

The All 4 digits of the current Calendar Year are “20”".

The second Separator character is “ - “

The first sequence number to be used is “89”, the checkbox for Zero Pad the Sequence Number is selected and
Number of Digits is set to “3”.

The first wean number generated by this scheme would be:
IRB-2020-089

Click the Save Numbering button to save the numbering scheme.
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Setup Agenda Categories

Where the property rb.use_meeting is set to “Yes” (accessed via IRB Assistant > Review Board Administration >
[System Setup tab] > Board Configuration Options > Submission Review Properties link), the iRIS™ system
provides the ability to configure a list of agenda topic categories that are frequently addressed in review
meetings, including the ability to attach relevant forms or documents where applicable.

The configured list appears on the Meeting Agenda page, as shown below.

B 1nitial Reviews - o submissions
0 Items for review in this category.

E continuing Review - o submissions
0 Items for review in this category.

E Modifications - o submissions
0 Items for review in this category.

E Amendments - 0 Submissions

Once configured, the categories can be added to a finalized agenda template with just a few clicks rather than

repetitive keystrokes (see the Setup Finalized Agenda Document Template section of this manual for more
information).

This functionality is provided on the Set-up Agenda Categories page. To access the page, click the Setup Agenda
Categories link under IRB Assistant > Review Board Administration > System Setup tab.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

SoLup nurc AL
Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template

LDD’DD]

Sobun E dito Daonaet Ta Iot

The Set-up Agenda Categories page opens, as shown below.

My Workspaces IRB Set-up Agenda Categories

[ Add Agenda Filter ] [ Add Group ] [ Delete Group(s) ]

Edit |Group Name

‘ Group Display Order

ubject Issue Reporting -
Subject I Report IRB_ISSUES 1
=]

Columns and controls on this page are:
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— select: far-left column, no header label; select the desired checkbox(es) here to select the
corresponding record(s)

— Edit: click the icon in this column to open the corresponding category for editing
— Group Name: designated category name

— Merge Code: designated short text to be used in document templates, such as the Finalized
Agenda Document Template, to pull the corresponding category name and any associated
form or document requirements into the template

— Group Display Order: the order in which the applicable category is to be shown on the
meeting agenda

— Add Agenda Filter button: click this button to open the Set-up Agenda Filter page, where
rules can be configured to exclude study or review item documents from the meeting
agenda that would otherwise be captured by an agenda category (see next subsection of this
manual, Agenda Filter)

— Add Group button: click this button to open an add panel for creation of a new agenda
category

— Delete Group(s) button: click this button to delete any agenda category selected in the far-left
column

Agenda Filter

On the Set-up Agenda Filter page (shown below, accessed via the Add Agenda Filter button on the Set-up
Agenda Categories page, see previous section of this manual), agenda filters are configured to group review
document items. Once configured, agenda filters can be applied to include or exclude certain document types
when assigning documents to agenda categories.

My Workspaces & IRB Set-up Agenda Filter o

[ Add Fiter ] [ Delete Filter(s) ]

Filter Type Filter Name

O Previously Reviewed Filter Previously Reviewed Filter
= 1

Columns and controls on this page are:

— select: far-left column, no header label; select the desired checkbox(es) here to select the
corresponding record(s)

— Edit: click the icon in this column to open the corresponding filter for editing
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— Filter Type: name of category / type of exclusion
— Filter Name: defaults to same value as Filter Type
— Add Filter button: click this button to open an add panel for creation of a new filter

— Delete Filter(s) button: click this button to delete any filter selected in the far-left column

Add Agenda Filter
Click the Add Agenda Filter button on the Set-up Agenda Categories page.

My Workspaces ] IRB Set-up Agenda Categories | 4]

[[AddagendaFiter | [ AddGroup | | Detete Grouns) |

Edit |Group Name Merge Code Group Display Order

O Subject Issue Reporting TRE_ISSUES 1
=3

As shown below, the Set-up Agenda Filter page opens.

My Workspaces & IRB Set-up Agenda Filter [ 4 |

| Add Filter | Delete Filter(s)

Filter Type Filter Name

5
™ Previously Reviewed Filter Previously Reviewed Filter
L=

Click the Add Filter button. As shown below, an add panel is opened for creation of the new filter.

My Workspaces & IRB Set-up Agenda Filter | <]

Validator Details

*Filter Type: | --none-- d

*Filter Name:

Click in the Filter Type field to open a dropdown picklist. Click the desired list item to select it.
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My Workspaces & IRB Set-up Agenda Filter | < |

Validator Details

*‘ *Filter Type: JEmil -

Filter Expedited
#Filter Name: JJFilter Exempt
Filter Processed Administrative

Filter Previously Reviewed
Filter Conflict of Interest
Board Chair COI Filter
Filter User Defined

As shown below, in the case of any Filter Type selection other than “Filter User Defined” the Filter Name field
automatically populates with text corresponding to the selected Filter Type and is set to read only.

See the Filter User Defined subsection of this manual for more information about configuring user defined filters.

My Workspaces [ IRB Set-up Agenda Filter | < |

Validator Details

*Filter Type: [Filter Exempt ~| "
*Filter Name: Exempt Filter *

Click the Save All Changes button to save the filter and close the add panel. As shown below, the filter is added
to the list on the Set-up Agenda Filter page.

My Workspaces & IRB Set-up Agenda Filter [ 4]

[ Add Filter ] [ Delete Filter(s) ]

i

O 3 Exempt Filter Exempt Filter

O al Previously Reviewed Filter Previously Reviewed Filter
Edit Agenda Filter

Click the Add Agenda Filter button on the Set-up Agenda Categories page.

My Workspaces & IRB Set-up Agenda Categories n

[#adAgenda Fiter | [ Add Group ] [ Delete Group(s) }

Edit |Group Name Merge Code Group Display Order

O Subject Issue Reporting IRE_ISSUES 1
=

As shown below, the Set-up Agenda Filter page opens. Click the icon in the Edit column for the applicable filter.
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My Workspaces & IRB Set-up Agenda Filter [ <]

[ Add Fiter ] [ Delete Filler(s) ]

Filter Type Filter Name
h . -
O Exempt Filter Exempt Filter
=3
O Previously Reviewed Filter Previously Reviewed Filter

As shown below, the record is opened in an edit panel. Click in the Filter Type field to expand the dropdown
picklist and select the desired item.

My Workspaces [ IRB Set-up Agenda Filter 4|

= 3 --none--
Validator Details Filter Expedited .
*Filter Type: [[flE8="Cl 1
Filter Processed Administrative
*Filter Name: | Filter Previously Reviewed

Filter Conflict of Interest

Board Chair COI Filter

Filter User Defined

As shown below, in the case of any Filter Type selection other than “Filter User Defined” the Filter Name field
automatically populates with text corresponding to the selected Filter Type and is set to read only.

My Workspaces & IRB Set-up Agenda Filter a

Save All Changes

Validator Details

*Filter Type: | Filter Expedited d |

*Filter Name: | Expedited Filter ‘

See the Filter User Defined subsection of this manual for more information about configuring user defined filters.

Click the Save All Changes button to save changes and close the edit panel. As shown below, the filter is revised
in the list on the Set-up Agenda Filter page.

My Workspaces =l IRB Set-up Agenda Filter n

[ Add Filter ] [ Delete Filter(s) ]

i

O ) Expedited Filter Expedited Filter

O 1 Previously Reviewed Filter Previously Reviewed Filter
Delete Agenda Filter

Click the Add Agenda Filter button on the Set-up Agenda Categories page.
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My Workspaces & IRB Set-up Agenda Categories (4}

[ ad Agenda Fiter | [ Add Group ] [ Delete Group(s) ]

Edit |Group Name Merge Code Group Display Order

O Subject Issue Reporting IRE_ISSUES 1
=3

As shown below, the Set-up Agenda Filter page opens. Select the checkbox(es) in the far-left column for the
filter(s) to be deleted, then click the Delete Filter(s) button.

My Workspaces & IRB Set-up Agenda Filter n
[hasrier | [oamsrioe |

Filter Type Filter Name
~ . . . -
1 Expedited Filter Expedited Filter
| A4 Previously Reviewed Filter Previously Reviewed Filter

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to return to the Set-up Agenda Filter page without deleting the filter(s).

Click CONFIRM to delete the filter(s) and return to the Set-up Agenda Filter page. As shown below, the selected
filter is removed.

My Workspaces IRB Set-up Agenda Filter < |

[ Add Fiter ] [ Delete Filter(s) ]

Filter Type Filter Name

~
O Previously Reviewed Filter Previously Reviewed Filter
(I3

Filter User Defined

Note that familiarity with Structured Query Language (SQL), as well as a thorough knowledge of iRIS™
application modules, associated tables, custom forms and fields are required to create user defined filters using
this feature. The example used in this section sets a filter for inclusion of transgenic animals, but the process
described is the same regardless of specific filter selections.
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Click the Add Agenda Filter button on the Set-up Agenda Categories page.

My Workspaces & IRB Set-up Agenda Categories 0

[ #aa 2genda Fiter | [ Add Group ] [ Delste Group(s) }

Edit |Group Name Merge Code Group Display Order

N
[l Subject Issue Reporting IRE_ISSUES 1
=

As shown below, the Set-up Agenda Filter page opens.

My Workspaces [ IRB Set-up Agenda Filter < |

[AcaFiter ] [ peete Fiters) |

Filter Type Filter Name

b
O Previously Reviewed Filter Previously Reviewed Filter
3

Click the Add Filter button. As shown below, an add panel is opened for creation of the new filter.

My Workspaces IRB Set-up Agenda Filter < |

Validator Details

*Filter Type: |--none-- e

*Filter Name:

Click in the Filter Type field to open a dropdown picklist. Click “Filter User Defined” to select it.

My Workspaces & IRB Set-up Agenda Filter {4}

Validator Details

*Filter Type:

Filter Expedited

*Filter Name: |Filter Exempt

Filter Processed Administrative
Filter Previously Reviewed
Filter Conflict of Interest

Filter User Defined

An add panel is opened for configuration of a custom filter query.
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My Workspaces & IRB Set-up Agenda Filter n

[ Add a new Clause } [ Delete Clause } [ Save All Changes ]
Validator Details
*Filter Type: ‘ Filter User Defined |
*Filter Name: ‘ |
Order What to Filter Data Value Join by, if any
mE | [Eoplic-Form &l columns VII hat Application? |i —none—
--none-- ~

\What Application Column ? 1
--none-- ~ |l

—

As shown in the screenshot above, the What to Filter field in the query builder form defaults to “Applic. Form all
columns”, and the corresponding Data Value fields default to What Application? and What Application Column?

In the screenshot below the What to Filter dropdown is expanded, showing that a second selection of
“Submission Form all columns” is available.

Order What to Filter Data Value Join by, if any
O Applic. Form all columns What Application?
Submission Form all columns [--none-- ]
, What Application Column ?
--none-- hd
[--none-- hd
]

When “Submission Form all columns” is selected the Data Value fields update to reflect options applicable to the
Submission Form.

Order What to Filter Data Value Join by, if any
O |1 ||Submission Form all columns VI What Form? —nong—
--nione-- v
What Form Column ?
--none-- v
[--none-- ~
—

The What Form? dropdown list is populated with the names of forms configured for the specific institution, and
the What Form Column? dropdown list is populated with items specific to the selected form.

Note that the overall process of creating a user defined filter is the same regardless of whether “Submission Form
all columns” or “Applic. Form all columns” is selected under What to Filter. The user selects the desired
submission / application form, then selects a specific field from that form to compare against in the query.

With the default selection of “Applic. Form all columns” in place, the What Application? dropdown list populates
with application types. Click an application type in the list to select it.

©2021 iMedRIS Data Corporation62



IRB Assistant — Review Board Administration

iRIS™ v13.01

Order What to Filter

Data Value

Join by, if any

| [Applic. Form all columns

What Application?

[--none--

Value

IACUC APPLICATION (ANIMALS)
IACUC Data Values
IBC APPLICATION (BIO-SAFETY)

IRE Application

PCH Research Request

Proposal Form

Proposal Form - Main Application

—nong—

As shown below, the What Application Column? dropdown list automatically populates with sections and

guestions applicable to the selected application.

Order What to Filter

Data Value

O n |App||c. Form all columns

~| What Application?

Join by, if any

~NONE—

--none-- ~
Value ~

| IACUC APPLICATION (ANIMALS)

What Application Column 2

100_10_ADD_SPECIES
100_30_GRANT_PROPOSAL_YN
1000_10_GLOVES_SPECIFY_SL
1000_10_HAZARD_PROTECTION_OTHER_MS

_1000_10_HAZARDOUS_PROTECTIVE_MATERIAL
_1000_10_OTHER_SPECIFY_SL
_1000_20_ANIMAL_CARETAKERS_MS
_1000_20_GLOVES_SPECIFY_SL
_1000_20_OTHER_SPECIFY_MS
_1000_20_OTHER_SPECIFY_SL
_1200_20_ANIMAL_HOUSING_MS
_1200_20_EXTERNAL_HOUSING_SL
_1200_30_ANIMAL_TREATMENT_MS
_1200_30_OTHER_TREATMENT_SL
_1200_50_OWNER_REQUEST EUTHANASIA_MS
_200_30_ANIMAL_CARE_EMAIL_SL
_200_30_ANIMAL_CARE_EMERGENCY_PHONE_SL
_200_30_ANIMAL_CARE_WORK_PHONE_SL
_300_10_MASTER_LAY_SUMMARY
_300_30_EXPERIMENTAL_DESIGN_RTE
_400_20_GENETIC_MODIFIED_YN
_400_20_NON_RODENT_TRANSGENIC_YN
_400_20_TRANSGENIC_ANIMAL_MS
_400_30_ANIMAL_SOURCE MS
400_30_OTHER_ANIMAL_SOURCE_SPECIFY_SL
_400_40_ANIMAL_HOUSING_YN
_400_50_VETERINARY_CARE_MS
_400_60_ADOPTION_GUIDELINES_ML
_400_60_ADOPTION_MS

Click the desired item in the What Application Column? dropdown list to select it. As shown below, the area
beneath the What Application Column? field populates with options applicable to the selected column item.

Order

O ‘Apphc. Form all columns

What to Filter

|

-

Data Value

What Application?
|IACUC APPLICATION (ANIMALS)

~]

What Application Column ?
_400_20_TRANSGENIC_ANIMAL_MS ~

--none-- ~
Value ~

Which Option?

Join by, if any

~none—

A thorough knowledge of iRIS™ data tables is required to understand the auto-populated options provided.

Make desired selections in the area beneath the What Application Column? field, then select the desired

comparator and data type from the dropdown lists at the
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Order What to Filter Data Value Join by, if any
O -1 [Applic. Form all columns ] What Application? “none—
[TACUC APPLICATION (ANIMALS) ~]
What Application Column ?
|_#00_20_TRANSGENIC_ANIMAL_MS ~]
Which Option?
Oes ®no

As shown below, the comparator dropdown contains all standard SQL query comparators. It is up to the user
constructing the query to select a comparator type that is applicable to the selected Application Column value to
the right of the comparator field.

Order What to Filter Data Value Join by, if any
[HEL [Applic. Form all columns ~+| What Application?
[TACUC APPLICATION (ANIMALS) <]

What Application Column ?
_400_20_TRANSGENIC_ANIMAL_MS ~]

Which Option?

* EQUAL
NOT EQUAL OYes ®no

LESS THAN

LESS THAN EQUAL
GREATER THAN
GREATER THAN EQUAL

Comparators of “NOT EQUAL” or “EQUAL” can be used for comparisons against Yes/No and text fields. The
remaining comparators are used for comparisons against numeric values.

In this example a comparator of “EQUAL” is selected because the Application Column value can only be “Yes” or
”NO”,

Note that the second comparator field defaults to “Value” but will dynamically update with other options where
such options are applicable to Application Column and comparator selections.

Order What to Filter Data Value Join by, if any
O [Applic. Form all columns ~+| What Application?
[TACUC APPLICATION (ANIMALS) <]

What Application Column ?
_400_20_TRANSGENIC_ANIMAL_MS V]

Which Option?

. Oves @no

In the screenshot above the first clause of the user defined filter query is complete. This query returns
applications where “No” is selected for option 1 of the question about whether transgenic animals are to be
used in the study.

Note that when a configured filter is applied during creation of an Agenda Category, the user is prompted to
choose whether to include or exclude records matching the filter’s criteria.
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Click the Add a new Clause button to add another filter configuration panel to the page, adding another clause
to the filter query.

My Workspaces & IRB Set-up Agenda Filter {4 ]

I Add a new Clause I [ Delete Clause ] { Save All Changes ]

Validator Details

*Filter Type: [Filter User Defined |

*Filter Name: | |

Order What to Filter Data Value Join by, if any

O |1 ‘ [Applic. Form all columns ~| What Application? —none—

[IACUC APPLICATION (ANIMALS) ~] AND
What Application Column ?
_400_20_TRANSGENIC_ANIMAL_MS v

Which Option?

Oves ®no

When the query includes two or more clauses the Join by, if any field is used to specify the join type and the
Order field is used to specify the order in which each clause is to be evaluated when the query runs.

SQL familiarity is required to correctly configure the Order and Join by, if any fields.

After all desired clauses have been configured for the query, enter a Filter Name and click the Save All Changes
button to save the filter.

My Workspaces & IRB Set-up Agenda Filter [ 4
[ Add a new Clause ] [ Delete Clause ] I Save All Changes I

Validator Details

*Filter Type: [Filter User Defined ]

*Filter Name: |Include Transgenic Animals | «

Order What to Filter Data Value Jain by, if any
an [Applic. Form all columns | What Application?
| 1ACUC APPLICATION (ANIMALS) % |

What Application Column ?
_400_20_TRANSGENIC_ANIMAL_MS ~

Which Option?

Oves ®no

The filter is added on the Set-up Agenda Filter page.

My Workspaces [ IRB Set-up Agenda Filter o

[ Add Filter } [ Delete Filter(s) }

Edit Filter Type Filter Name
O Previously Reviewed Filter Previously Reviewed Filter
=
O User Defined Filter Include Transgenic Animals
3]
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Add Agenda Category

Where the property rb.use_meeting is set to “Yes” (accessed via IRB Assistant > Review Board Administration >
[System Setup tab] > Board Configuration Options > Submission Review Properties link), the iRIS™ system
provides the ability to configure a list of agenda topic categories. The configured list appears on the Meeting
Agenda page, as shown below.

B Initial Reviews - o submissions
0 Items for review in this category.

El continuing Review - o submissions
0 Items for review in this category.

B Modifications - 0 submissions
0 Items for review in this category.

B Amendments - ¢ Submissions

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Agenda Categories link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

SeLup nure ALLess
Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template

PDODPOIDIDI

Satun Evnadite Dannet Tamnlata

The Set-up Agenda Categories page opens, as shown below.

My Workspaces [ IRB Set-up Agenda Categories

o
Add Agenda Filtar | Add Group | Delete Group(s)

Group Display Order

O . Subject 1ssue Reporting IRE_ISSUES 1
[==3]

Click the Add Group button. An add panel is opened for creation of the new category.
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My Workspaces @ IRB Set-up Agenda Categories 0o

Group Name*: ‘ ‘

Group Order®: l:l

Group Merge Code®: ‘ ‘

Form Name

No record found

Complete the top of the add panel as follows:

— Group Name: enter a descriptive name for the category; recall that categories are used when
creating a finalized agenda document template, so the name entered here should indicate
the contents of the category

— Group Order: the entry in this field is shown in the Group Display Order column of the Set-up
Agenda Categories page, and dictates the order in which this category appears in the
finalized agenda document template

— Group Merge Code: enter the desired merge code to be used for inclusion of this category on
forms and in document templates; note that the code must include underscores where
spaces occur between words, and cannot include any special characters (e.g., &, #, etc.)

See the Using Merge Codes in Document Templates section of this manual for more information about working
with merge codes.

An example of the filled fields is shown below. Click the Add button to attach forms to this category, if applicable.

Group Name*: |Suhiec1 Animal Census Status

Group Order*:

Group Merge Code®: |ARC_CENSUS_STATUS|

=]
Form Name
Mo record found

The Select Review Board Forms popup appears, populated with all available forms for selection. Note that
because forms are custom configured for each institution, the list of forms shown here will vary.
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Select Review Board Forms - Microsoft Edge = O X

Arc Order Form l
External Transfer
Internal Transfer Form

Wean Request Form

Click the Cancel button to close the popup without adding any forms to the category.

Select the checkbox(es) in the far-left column for forms to be attached to the category, then click the Select
button.

The selected form(s) is(are) added to the category add panel, with options to apply previously configured filters
for each form if desired. All previously configured filters are shown here.

See the Agenda Filter section of this manual for more information about filter configuration.

Group Name*: [Subject Animal Census Status |

Group Order®:

Group Merge Code™: [CENSUS_STATUS |

Form Name
(] Arc Order Form
Expedited Filter [--none— ~]
Previously Reviewed Filter |--r|une-- vl

Include Transgenic Animals [=-none— |
O External Transfer

Expedited Filter [--none— ]

Previously Reviewed Filter |--nnne-- vl

Include Transgenic Animals |--nnne-- v|

O Internal Transfer Form

Expedited Filter [-none— ~|

Previously Reviewed Filter |--nnne-- vl

Include Transgenic Animals |--none.. vl

To remove any forms added to the category in error, select the checkbox(es) in the far-left column (shown in
screenshot above) for forms to be deleted, then click the Remove button to remove the selected form(s).

In the screenshot below, the dropdown list containing options for application of the “Expedited Filter” on the
“Arc Order Form” item is expanded. This dropdown list is the same for all filters.
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O

O

|

Group Name™®: |Subiect Animal Census Status

Group Order®:

Group Merge Code*: [CENSUS_STATUS

Arc Order Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
External Transfer

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
Internal Transfer Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals

Mo Match Required
Include if this Type is found
Mot Included if this Type is found

[-none— V]
[-none— ]
[—none— ~]
[-none— ]
[-none— V]
[—none-- ~]

Make all desired selections in the filter option dropdown lists, then click the Save All Changes button. Note that

a selection is required in every dropdown list in order to save the category.

My Workspaces &

IRB

Group Name®: [Subject Animal Census Stalus

Group Order®:

Group Merge Code®: |ARC_CENSUS_5TATUS

Set-up Agenda Categories | 4

Save All Changes

Remove

& e

O Arc Order Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
[1 |External Transfer

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
(| Internal Transfer Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals

| Mot Included if this Type is found V‘
[ Mot Included if this Type is found |
| Mot Included if this Type is found |

[ ot Included if this Type is found |
[ Mot Included if this Type is found |
| Mot Included if this Type is found |

[ ot Included if this Type is found |
[Wot Included if this Type is found |
[Mot Included if this Type is found |

The category is added on the Set-up Agenda Categories page.

My Workspaces =

IRB

Edit |Group Name

Subject Issue Reporting

Set-up Agenda Categories | 4 |

[ Add Agenda Filter } [ Add Group } [ Delete Group(s) ]

IRB_ISSUES

Group Display Order

ogo

Subject Animal Census Status

ARC_CENSUS_STATUS

Edit Agenda Category

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Agenda Categories link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
-

STlup RuIc ALLss
Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template

Satin Evnadita Dannet T I=ta

The Set-up Agenda Categories page opens, as shown below.

My Workspaces & IRB Set-up Agenda Categories {4}

[ AddagencaFiter | [ Addaroup | [ Delete Groupis) |

Group Display Order

O Subject Issue Reporting IRB_ISSUES 1

O ] Subject Animal Census Status ARC_CENSUS_STATUS 2

Click the icon in the Edit column for the applicable category. The category is opened for editing.

My Werkspaces = IRB Set-up Agenda Categories 4]

Group Name®: ‘Subjant Animal Census Status |

Group Order*:

Group Merge Code*: [ARC_CENSUS STATUS |

=2 e |

[0  Are order Form

Expedited Filter |Not Included if this Type is found V|
Previously Reviewed Filter Mot Included if this Typs is found |
Include Transgenic Animals |Not Included if this Type is found V|

O External Transfer

Expedited Filter [Not Included i this Type is found |
Previously Reviewed Filter | Mot Included if this Type is found v|
Include Transgenic Animals [Nt Included if this Type is found |

O Internal Transfer Form

Expedited Filter [Not Included i this Type is found |
Previously Reviewed Filter [Not Included i this Type is found |
Include Transgenic Animals | Mot Included if this Type is found V|

Make any desired changes to fields at the top of the edit panel as follows:

— Group Name: descriptive name for the category; recall that categories are used when creating
a finalized agenda document template, so the name entered here should indicate the
contents of the category

— Group Order: the entry in this field is shown in the Group Display Order column of the Set-up
Agenda Categories page, and dictates the order in which this category appears in the
finalized agenda document template
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— Group Merge Code: enter the desired merge code to be used for inclusion of this category on
forms and in document templates; note that the code must include underscores where
spaces occur between words, and special characters (e.g., &, #, etc.) are not allowed

See the Using Merge Codes in Document Templates section of this manual for more information about working
with merge codes.

As shown in the screenshot below, select the checkbox(es) in the far-left column for any forms to be removed
from the category, then click the Remove button to remove the selected form(s).

Add I Remove I

T
O Arc Order Form

Expedited Filter Not Included if this Type is found

Previously Reviewed Filter Not Included i this Type is found -

Include Transgenic Animals Not Included i this Type is found
[ [ Eexternal Transfer

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
[0 Winternal Transfer Form

Expedited Filter Not Included f this Type is found -

Previously Reviewed Filter Not Included i this Type is found -

Include Transgenic Animals Not Included if this Type is found

Click the Add button to attach forms to this category, if applicable. The Select Review Board Forms popup
appears, populated with all available forms for selection. Note that because forms are custom configured for
each institution, the list of forms shown here will vary.

Select Review Board Forms - Microsoft Edge — [m] X

Arc Order Form

External Transfer
Internal Transfer Form

Wean Request Form

Click the Cancel button to close the popup without adding any forms to the category.

Select the checkbox(es) in the far-left column for forms to be attached to the category, then click the Select
button.

Any selected form(s) is(are) added to the category add panel, with options to apply previously configured filters
for each form if desired. All previously configured filters are shown here.

See the Agenda Filter section of this manual for more information about filter configuration.
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IRB Set-up Agenda Categories |

My Workspaces &

Group Name*: [Subject Animal Census Stalus

Group Order:

Group Merge Code®: [ARC_CENSUS_STATUS ]

=50 emtw. |

[0  Arcorder Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
[]  External Transfer

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals
[0  Intemnal Transfer Form

Expedited Filter

Previously Reviewed Filter

Include Transgenic Animals

Not Included f this Type is found
Not Included i this Type is found

Not Included f this Type is found

Not Included f this Type is found
Not Included i this Type is found
Not Included i this Type is found

Not Included ff this Type is found
Not Included f this Type is found
Not Included i this Type is found

When all desired changes to the category are complete, click the Save All Changes button to save changes and
close the edit panel.

Delete Agenda Category
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Agenda Categories link.

Clean-up |

List Maintenance Setup | ‘

‘ System Setup |

Review Board System Setup

SClup nus Auiess
Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template

Setup Agenda Revision Document Template

EEREERE N

Sat; dita D, =t T, 1

The Set-up Agenda Categories page opens, as shown below.

My Workspaces = IRB Set-up Agenda Categories

[ #d0 Agenda Fiter | [ Ada Grous | [oeee crowe |

|cmup Display Order

Subject Animal Issue Reporting ARC_ANIMAL_ISSUES 1
)

5
3| Subject Animal Census Status ARC_CENSUS_STATUS 2

Select the checkbox in the far-left column for the applicable category(ies), then click the Delete Group(s) button.
A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL
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Click CANCEL to return to the Set-up Agenda Categories page without deleting the category(ies).

Click CONFIRM to delete the category(ies) and return to the Set-up Agenda Categories page. The category is
deleted.

My Workspaces = IRB Set-up Agenda Categories n

[ ‘Add Agenda Filter ] [ ‘Add Group } [ Delete Group(s) ]

Group Display Order

O . Subject Issue Reporting IRB_ISSUES 1

Document Templates
The iRIS™ system provides tools for creation of pre-formatted document templates that include commonly used
boilerplate text and can pull a variety of system data into a document on the fly, when a document is generated.

The general process for template setup and use is the same, regardless of the document or correspondence
type.

— Template Definition: a template containing standardized boilerplate text for the desired
document or correspondence type (e.g., meeting agenda, meeting minutes, vendor email,
outcome letter, etc.) is created and formatted in a rich text editor

— Merge Code Addition: where the document or correspondence type needs to include specific
data pulled from the iRIS™ system (e.g., order number, review board name, vendor email
address, quantity of animals ordered, etc.), the applicable Merge Code for each needed data
item is added to the template

— Document / Correspondence Generation: when a template-based document /
correspondence is generated by an iRIS™ user, the pre-formatted template serves as the
default starting point for the document / correspondence; the user edits the document /
correspondence as desired before printing or sending it

The use of templates reduces time and effort demands on the user, reduces user error, and streamlines
enforcement of institutional communication standards and policies.

Using Merge Codes in Document Templates
To insert a Merge Code in a document template, place the cursor in the text editor where the corresponding data
value is to appear, then click the Insert Merge Code button to open the Merge Codes picklist.

Note that the example shown is taken from the Vivarium/ARC module, but the general process described is the
same regardless of the module in use.
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My Workspaces & Vivarium Vendor Email Template | ¢ |

[ Insert Merge Code [ [ Save Template ]

*Title: Animal Return, Incorrect Sex Counts |

*Content:
a B I u 5 Xa x* Verdana ~ 11 - 4 I~ 9~ =~ = ~

= -

%

el
Dear , ,

Our livestock order number | was received on . Unfortunately, the sex counts of these animals are incorrect. Our order was for
females and males, but we received females and males.

Q - = g

We have sent the animals back and a new order was sent .
Flease let us know if you need any more information regarding this order.

- ARC Coordinator

The Insert Data Merge Code popup window displays. Scroll down to the sections of the list labeled for ARC and
select the desired Merge Code. In this example, the Merge Code for “Order Number” is selected.

Note that the list also includes sections for other modules, such as IACUC, to use in templates for documents
applicable to those modules. See the Merge Code List subsection of this manual for more information.

2 Insert Data Merge Code - Microsoft Edge = m] x

——————— ARC Request Info ——————

=r| Request - Order Date

=g Preferred Delivery Date
Preferred Vendor
3 - Stock ber/Code

Regquest - Age/Size

Request - Number of Males
Request - Number of Females
Reguest - Number of Cages
Request - Approved Location

------- ARC Ordering Info -—--—-———--
Order - Order Date ~

oK Cancel

Click the Cancel button to close the popup without inserting the Merge Code.

Click the OK button to insert the Merge Code. The selected Merge Code is inserted in the template at the cursor
location.
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My Workspaces & Vivarium Vendor Email Template 4|
so ot

*Title: Animal Return, Incomrect Sex Counts |

*Content:
< B I u & x x Verdana 1 - & I~ 9~ E~ E ~
= - = 0% [aal Q 4 = e

Dear , ’

our livestock order number [Feorder_num:] was received on . Unfortunately, the sex counts of these animals are incorrect.
Our order was for females and males, but we received females and males.

We have sent the animals back and a new order was sent .
Please let us know if you need any more information regarding this order.

- ARC Coordinator

In the screenshot below, Merge Codes for “Vendor Name”, “Order Number”, “Date Received”, “Order - Number
of Females”, “Order - Number of Males”, “Receive — Number of Females”, “Receive — Number of Males”, and
“Order — Order Date” are inserted.

My Workspaces Vivarium Vendor Email Template < |

[ Insert Merge Code ] I Save Template I

*Title: Animal Return, Incorrect Sex Counts |

*Content:
" B I U < Xz x? Verdana - 11 - & I~ 9~ =~ = -

% @ o +*£ &5 9

= -

Dear [Yovendor_name3:],

Our livestock order number [order_num?3t] was received on [%erecieved_dated:]. Unfortunately, the sex counts of these
animals are incorrect. Our order was for [%order_num_females3:] females and [3torder_num_males%] males, but we received
[#ereceive_num_females3:] females and [Yreceive_num_males%] males.

‘We have sent the animals back and a new order was sent [Ysorder_order_date%:].

Flease let us know if you need any more information regarding this order.

- ARC Coordinator

Click the Save Template button to save changes.

Merge Code List
Depending on the user’s data access rights and the institution’s Review Board Administration settings, the Merge
Code list can include system data from the following categories:

Review Board Study Financial Information
Meetings Submission Information
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Multi-Site

ARC Request Information

Study Personnel

ARC Ordering Information

Study Contacts

ARC Receiving Information

Form Creator

ARC Cage Information

Department Reviewer and Signoff

Study/IRB/IACUC Application Information

Most of the Merge Codes in the picklist are grouped under category titles. As shown in the screenshot below,

category titles are offset by dashed lines. Selectable Merge Code items are indicated by blue boxes.

Insert Data Merge Code:

er Number
Request - Order Date
Preferred Delivery Date
Preferred Vendor
Reqguest - Stock Number/Code
Reguest - Age/Size
Request - Number of Males
Request - Number of F
Request - Number of Cages
Request - Approved Location

oK Cancel

[=]

Category titles are not Merge Codes and cannot be inserted in a template. If a title item is selected and the OK
button is clicked, an error popup window displays.

A

This is 2 merge code title, Please select an item under a merge

code title.

Merge Codes Applicable to Animal Resource Center (ARC)
Categories and Merge Codes from the list that are most applicable to ARC are summarized in the table below.

---ARC Request Info --- ---ARC Ordering Info --- ---ARC Receiving Info --- ---ARC Cage Info ---
Number of Females Order - Order Date Date Received Cage Type
Number of Males Expected Delivery Date Purchase Cost Bar Code
Age Size Confirmation Number Service Cost Cage - Cage ID
Species Name Method of Ordering Container OK Cage - Species
Strain Name Vendor Name General Appearance Cage - Strain
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---ARC Request Info ---

---ARC Ordering Info ---

---ARC Receiving Info ---

---ARC Cage Info ---

Order Number

Vendor Contact

Eyes, Ears, Nose, Mouth

Cage - Number of Males

Request - Order Date

Vendor Phone

Urogenital, Anus

Cage - Number of Females

Preferred Delivery Date Vendor Fax Respiratory Cage - Number of Unknown
Sex
Preferred Vendor Vendor Email Hydration Cage - Cage Card Comments

Request - Stock
Number/Code

Order - Species

Receive - Number of Males

Cage - List of Animal IDs

Request - Age/Size

Order - Strain

Receive - Number of
Females

Request - Number of Males

Order - Stock Number/Code

Must go through
Quarantine

Request - Number of
Females

Order - Age/Size

Receive - Number of Cages

Request - Number of Cages

Order - Number of Males

Receive - Approved Location

Request - Approved
Location

Order - Number of Females

Order - Number of Cages

Order - Approved Location

Merge Codes Applicable to Meetings

Categories and Merge Codes from the list that are most applicable to meetings are summarized in the table

below.

---Review Board Info ---

---Meeting Attendance Codes ---

---Submission Info ---

Review Board Name

Meeting Call to Order

Submission Approval Date

Review Board Committee Name

Meeting New Business

Submission Type

Chairperson Name (Last Name, First
Name)

Meeting Old Business

Submission List of all reviewers

Chairperson Name (First Name, Last
Name)

Meeting Miscellaneous

Submission Primary Reviewer

Chairperson First Name

Meeting Closing Comments

Submission Secondary Reviewer

Chairperson Middle Name

Meeting Actual Start Time

Submission all additional
reviewers over secondary

Chairperson Last Name

Meeting Actual End Time

Submission AD Hoc Reviewers

Chairperson Degree

Meeting Planned Start Time

Item Number on Agenda

Chairperson Address

Meeting Planned End Time

All Project Departments

Chairperson Phone

Meeting Chair (Last, First)

All Project Institutions

Chairperson EMAIL

Meeting Chair (First, Last)

Project Title

Electronic Signature

Total Voting Members

Project Short Title

Meeting Date

Quorum

Project Status

Meeting Location Voting Members Present Study Title
Non-Voting Members Present Study Alias
Alternate Members Present Study Status

Members Absent

Sponsor/Funding Source

Member Ex-officio Present

Proposal Number

Administrative Staff Present

Proposal Title

Guests Present

Proposal Short Title

Meeting Motions

Project Award Number
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---Review Board Info --- ---Meeting Attendance Codes --- ---Submission Info ---
Project Previous Award Number
Project Open Ended

Is Archived

Archived Location

Setup Consent Template

Review board Consent templates provide the ability to upload consent templates or edit existing templates for
use by researchers when building their informed consent document(s). Consent templates are configured on the
Setup Consent Template page, which is accessed via IRB Assistant > Review Board Administration > [System
Setup tab] > Setup Consent Template link (shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T P T T

Previously configured document templates are listed on the Setup Consent Template page.

My Workspaces & IRB Setup Consent Template Kl Back

l Add a New Template l [ Delate Selected Template(s) ]

Edit View File  Title

Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 No

Click the icon in the View File column (red box in screenshot above) to view a read-only version of the
corresponding template in a new tab or window of the browser.

Any templates configured on the Setup Consent Template page are made available to users when an Informed
Consent is added to a study, as shown below.
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Study Consent Add Selection Method: X

L) Add an informed consent from the list of Informed Consent Template Documents?

Add an informed consent from an existing electronic document you already have?

Add an infermed consent from the list of Informed Consent Builder Templates?

Add Consent Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Template link
(shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T R T S

The Setup Consent Template page opens (shown below).

My Workspaces = IRB Setup Consent Template n Back

| Add a New Template | [ Delete Selected Template(s) ]

Edit | ViewFile |Title |Last Modified by

) Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 Mo
o RTF

Click the Add a New Template button (red box in screenshot above). A text editor panel (shown below) opens for
creation of the template.
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My Workspaces ® IRB Setup Consent Template Kl Back
__Save the Template

*Title: |Standard Gonsent
“Comments:

Shared: ‘

HTML Content I Check In/Out |

1]
Rl
fii
«
iii
‘4
lil
4
5]
0
N
[ =]
Q

B I u 5 Xz b Times New Roman ~ 18 ~ & 1~ 9~

Standard Documents

Complete the fields in the text editor panel as follows:
Title — enter the title of the consent template in the text box
Comments —enter any desired comments

Shared —select this box to share this Consent template with other review boards that use
Consent documents

Text Editor — enter desired text and Merge Codes; see the Using Merge Codes in Document
Templates section of this manual for more information about working with Merge Codes

When all fields are complete, click the Save the Template button to save changes and close the text editor panel.

My Workspaces = IRB Setup Consent Template Il Back
“Title: [Standard Consent
“Comments:
P
Shared: ‘
HTML Content I Check In/Out |
B I u = Xz x2 Times New Roman ~ 16 =~ & I~ 9~ =E~ =~ =~ = % [Eal a - = o)

The template is added to the list on the main Setup Consent Template page and is made available to users for
selection when an Informed Consent is added to a study.

Check Out Template for Offline Revision

iRIS™ provides the option to create a Consent template file in the iRIS™ system, download the file for offline
revision, and finally upload the revised document back into the system. This is a useful option in cases where
extensive revisions are required, or where more sophisticated text editor tools are needed than those provided
in the system.

Navigate to IRB Assistant > Review Board Administration > System Setup Tab > Setup Consent Template link
(shown below).
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| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

The Setup Consent Template page opens (shown below).

My Workspaces = IRB Setup Consent Template n Back

B [ Delste Selected Template(s) ]

Edit View File (Title

Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 No

To create a new template file for offline revision, click the Add a New Template button (red box in screenshot
above). A text editor panel (shown below) opens for creation of the template.

My Workspaces ® IRB Setup Consent Template N Back

Save the Template
*Title: |Standard Consent
*Comments: P
/
Shared:
HTML Content | Check In/Out ]
e B I u = X2 x? Times NewRoman ~ 16 ~ & I~ 9~ =~ = ~ = ~ = % [@ Q - = o

Standard Documents

Complete the fields in the text editor panel as follows:
Title — enter the title of the consent template in the text box
Comments —enter any desired comments about this template

Shared —select this box to share this Consent template with other review boards that use
Consent documents

Text Editor — enter placeholder text or leave blank; recall that the file will be revised offline
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Click the Check In/Out tab (blue arrow in screenshot below) to download the template file. As shown below, the
Check In/Out tab is opened, and the HTML Content tab (red arrow below) is deselected.

|
HTML Content é | Check In/Out ‘

Use "Download Document” to download the file to your workstation to edit the contents.

Use "Upload Document...” to find the edited file on your workstation and replace the previous version.

[ Download Document |

[ Upload Document.. |

As per the instructions provided on this tab, click the Download Document button to download a copy of the
letter template in RTF format. The Download the RB Template Consent Content page opens, as shown below.

My Workspaces = IRB Download the RB Template Consent Content < |

INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

% To help protect your security, Internet Explorer blocked this site From downloading Files to your computer, Click here for options. ..

Simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

...
What's the Risk?

More information

Step 2:

In a few moments, your browser will prompt you to either Open or Save the file (see example below).

Note: this is not the actual File Download box, it is only a picture. In order to Check - out the document and edit it, you will
need to Sawe it to your workstation.

I Download Complete I

\ cancel |
O Db e
bt e

To do o, click Save. This will open up a window similar to the one shown below that allows you to choose where in your

workstation you would like to save the document.

Once you've selected where you will save the document, click Save. After this, the Download Complete box will appear as

shown below. From here you can choose to open the document to edit it, open the folder that contains the document, or

Close the Download Complete box to edit the document later.

Step 3:

IT 15 VERY IMPORTANT that after you've saved the file to your workstation and closed the Download Complete box that you

click the Download Complete button in iRIS. This sllows you to check the document (or upload the document) back into

RIS once you've finished diting it.

To cancel the Document Check - Out, click Cancel. Note: If you've already saved the file to your computer, the file will

remain in your computer, however you will simply lose the option of checking the document back in
What do you want to do with RETempLetter.rtf (3.3 KB)?

¥ p (B.3K8) Open S ~ Cancel X

From: iris-ba

IMPORTANT: READ AND FOLLOW THE DIRECTIONS PROVIDED ON THE PAGE TO ENSURE UPLOAD OF THE REVISED
DOCUMENT WILL BE ENABLED. See items boxed in red in the screenshot above.

Make desired changes to the downloaded copy of the letter template in any rich text editor and save the file
under the same name as the original download.

Return to the Setup Consent Template page and click the icon in the Edit column (red box in screenshot below)
for the applicable template.
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My Workspaces & IRB Setup Consent Template I Back
[ Add a New Template I [ Delete Selected Templaie(s) I

|Last Modified by

View File |Title

Edit
- Standard Consent Admin Admin admin, J.D. Brig. Gen. 07/24/2019
RTF

Mo

The template opens in the HTML Content tab of the text editor panel by default. Select the Check In/Out tab

(shown below) and click the Upload Document button.

Check In/Out

HTML Content

ion to edit the contents.

Use "Download Decument” to the file to your

Use "Upload Document...” to find the edited file on your workstation and replace the previous version.

[ Download Document

| Upload Document. |

An Add User Document popup opens, as shown below.

Add User Document: ﬂ

Document Location: Browse...

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once you have
located the document click en 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.

Sovvooie

Follow the directions in the popup to navigate to the revised file on the local computer and upload it to the
iRIS™ system. As shown below, a countdown popup briefly appears as the upload is processed.

Please Wait ...

O

iRIS is upleading the file to the server.
This operation may take a moment.

When the popup closes, back in the text editor panel of the Setup Consent Template page, click the Save the

Template button to save changes and close the edit panel.
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My Workspaces = IRB Setup Consent Template KN Back

“Title: [Standard Consent
“Comments:

Shared: ‘

HTML Content I Check In/out |

o« B T u 5 Xz x* Times NewRoman + 16 ~ & I~ - = =~ =~

% [ aQa =# a )

The template is added to the list on the main Setup Consent Template page, and is made available to users for
selection when an Informed Consent is added to a study.

Edit Consent Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Template link
(shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template
Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

The Setup Consent Template page opens (shown below).

My Workspaces = IRB Setup Consent Template n Back

l Add a New Template l [ Delete Selected Template(s) ]

View File |Title

Edit
. Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 No

Click the applicable icon in the Edit column. The selected template opens in a text editor panel (shown below) for
revision.
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My Workspaces & IRB Setup Consent Template Il Back
#Title: |Standard Consent
*Comments:
¥
Shared: ‘
HTML Content | Check In/Out |
« B I u 5 X2 x2 Times NewRoman ~ 16 ~ & I~ 9~ E~ E~ = ~ = % [z Q 4 = b2

Standard Documents

Make desired changes in the upper section of the text editor panel. Fields in that section are as follows:
Title — title of the consent template in the text box
Comments — comments about this template

Shared — select this box to share this Consent template with other review boards that use
Consent documents

Text Editor — current template content, which may include Merge Codes; see the Using Merge
Codes in Document Templates section of this manual for more information about working
with Merge Codes

When all field revisions are complete, click the Save the Template button to save changes and close the text
editor panel.

My Workspaces & IRB Setup Consent Template N Back
‘Save the Template
#Titles [Standard Consent
“Comments:
P
Shared: ‘
HTML Content I Check In/Out |
B I U = Xz X2 Times New Roman v 16 ~+ & I I~ =E~ =~ =~ = % = [ol - = L)

The revised template remains in the list on the main Setup Consent Template page, and is made available to
users for selection when an Informed Consent is added to a study.

Check Out Template for Offline Revision
iRIS™ provides the option to download a Consent template file from the iRIS™ system for offline revision. This is

a useful option in cases where extensive revisions are required, or where more sophisticated text editor tools are
needed than those provided in the system.

Navigate to IRB Assistant > Review Board Administration > System Setup Tab > Setup Consent Template link
(shown below).
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| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

The Setup Consent Template page opens (shown below).

My Workspaces = IRB Setup Consent Template n Back

l Add a New Template l [ Delete Selected Template(s) ]

View File |Title

Edit
. Standard Consent Admin Admin admin, J.D. Brig. Gen. 07/24/2019 No

Click the applicable icon in the Edit column. The selected template opens in a text editor panel (shown below) for
editing.

My Workspaces & IRB Setup Consent Template Kl Back
*Title: Standard Consent
*Comments:
i
Shared: ‘
HTML Content | Check In/Out ]
Cal B I u S X2 x2 Times New Roman ~ 16 =~ & I~ I~ E~ =~ = ~ = % @ Q 4 =3 b}

Standard Documents

Make desired changes in the upper section of the text editor panel. Fields in that section are as follows:
Title — title of the consent template in the text box
Comments — comments about this template

Shared — select this box to share this Consent template with other review boards that use
Consent documents

Text Editor — current template content

Click the Check In/Out tab (blue arrow in screenshot below) to download the template file. As shown below, the
Check In/Out tab is opened and the HTML Content tab (red arrow below) is deselected.
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HTML Content 'ﬁ Check In/Out *
—

Use "Download Document” to download the file to your workstation to edit the contents.

Use "Upload Document...” to find the edited file on your workstation and replace the previous version.

[ Download Document |

[ Upload Document I

As per the instructions provided on this tab, click the Download Document button to download a copy of the
letter template in RTF format. The Download the RB Template Consent Content page opens, as shown below.

My Workspaces [ IRB Download the RB Template Consent Content 0

INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

%, To help protect your security, Internet Explover blocked this site from downloading files to your computer, Click here for options...

simply click on the bar and a small drop down list will appear. Click Download File from the list of options.

‘What's the Risk?

More information

Step 2:
In a few maments, your browser will prompt you to either Open or Save the file (see example below).

Note: this is not the actual File Download box, it is only a picture. In order to Check - out the document and edit it, you will
need to Save it to your workstation.

L Download Complete ]
oy ot 1 o v this 7

& Mo 524y ot i s 85
Trve Mook ord Gorend, .58 Cancel
P 56220042146

S S T

B ot e
et pent e e
el S

pormminh

To do 50, click Save. This will open up a window similar to the one shown below that allows you to choose where in your
workstation you would like to save the document.

Once you've selected where you will save the document, click Save. After this, the Download Complete box will appear as
shown below. From here you can choose to open the document to edit it, open the folder that contains the document, or
Close the Download Complete box to edit the document Iater.

IT IS VERY IMPORTANT that after you've saved the file to your workstation and closed the Download Complete box that you
dlick the Download Complete button in iRIS. This allows you to check the document (or upload the document) back into
iRIS once you've finished editing it.

To cancel the Document Check - Out, click Cancel. Note: If you've already saved the file to your computer, the file will
remain in your computer, however you will simply lose the option of checking the document back in.

What do you want to do with RETemplLetter.rtf (3.3 KB)?

~
From: iris-ba Open Save Cancel 'Y

IMPORTANT: READ AND FOLLOW THE DIRECTIONS PROVIDED ON THE PAGE TO ENSURE UPLOAD OF THE REVISED
DOCUMENT WILL BE ENABLED. See items boxed in red in the screenshot above.

Make desired changes to the downloaded copy of the letter template in any rich text editor and save the file
under the same name as the original download.

Return to the Setup Consent Template page and click the icon in the Edit column (red box in screenshot below)
for the applicable template.

My Workspaces & IRB Setup Consent Template I Back

[ Adda New Template | [ Delete Selected Tempiatets) |

View File |Title |Last Modified by

Edit
. Standard Consent Admin Admin admin, J.D. Brig. Gen. 07/24/2019 No
- RTF
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(shown below) and click the Upload Document button.

iRIS™ v13.01
The template opens in the HTML Content tab of the text editor panel by default. Select the Check In/Out tab
HTML Content Check In/Out
Use "Download Document” to the file to your te edit the contents.

Use "Upload Document..." to find the edited file on your workstation and replace the previous version.
[ Download Document |
1 Upload Document. |

An Add User Document popup opens, as shown below.

Add User Document:

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.

Swesocede

Please Wait ...

Follow the directions in the popup to navigate to the revised file on the local computer and upload it to the
iRIS™ system. As shown below, a countdown popup briefly appears as the upload is processed.

O

iRIS is uploading the file to the server.
This operation may take a moment.

Template button to save changes and close the edit panel.

When the popup closes, back in the text editor panel of the Setup Consent Template page, click the Save the
My Workspaces &
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“Comments: p
Shared: ‘
HTML Content I Check In/out |
e B I u = Xz x2 Times New Roman ~ 16 =~ & I~ 9~ =E~ =~ =~ = % [Eal a - = o)
The template remains in the list on the main Setup Consent Template page, and is made available to users for
selection when an Informed Consent is added to a study.
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Delete Consent Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Template link
(shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options
Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template «
Setup Consent Builder Template
Setup Consent Checklist

Setup Electronic Document Stamp

P T P T T

The Setup Consent Template page opens (shown below).

My Workspaces & IRB Setup Consent Template Kl Back
[[AadNew Tompiata | [ Deita Seieciea vempitata) |

Edit View File |Title

- Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 No

Select the checkbox(es) in the far left column for the template(s) to be deleted and click the Delete Selected
Template(s) button. A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click the CANCEL button to return to the Setup Consent Template page without deleting the selected
template(s).

Click the CONFIRM button to confirm the deletion and return to the Setup Consent Template page.

Setup Consent Builder Template

A Consent Builder Template is a document designed to step users through the process of customizing the
consent form. Consent templates are configured on the Setup Consent Template page, which is accessed via IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Consent Builder Template link (shown
below).
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| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template «
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

Previously configured Consent Builder templates are listed on the Setup Core Consent Template page.

My Workspaces © Setup Core Consent Template

Add 2 New Tempiats Master | [ Delete Template Master |

List of approved consent template master documents

47 result(s) found...

Study Consent

Any templates configured on the Setup Core Consent Template page are made available to users when an
Informed Consent is added to a study, as shown below.

Study Consent Add Selection Method: X

Add an informed consent from the list of Informed Consent Template Documents?
Add an informed consent from an existing electronic document you already have?

0 Add an informed consent from the list of Informed Consent Builder Templates?

Q Next Screen

Add Consent Builder Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Builder Template
link (shown below).
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| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template «
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

The Setup Core Consent Template page opens (shown below).

My Workspaces & IRB Setup Core Consent Template

[ e a view Tempiate waster | [ petete Tempiate master |

List of approved consent template master documents

47 result(s) found... 1-10 P

Edit |Title

Study Consent

Click the Add a New Template Master button (red box in screenshot above). The Edit a consent builder template
document panel opens, as shown below.

My Workspaces [ IRB Setup Core Consent Template Il Back
__Save Template

Edit a consent builder template document.

“Mame: [Study Confract Document(s)

B click here to add the consent builder template

Enter a Name for the template and click the Click here to add the consent builder template link to proceed. The
IRB — Consent Master Template Editor page opens, as shown below.

My Workspaces = IRB IRB - Consent Master Template Editor Il Back

l Validate MergeCode Formatting H Insert Merge Code ” Save Change ]

HTML Content

ILII
i
‘
fii
‘
lil
&£
3]
o]
N
©
g

- B 1 Uu 5 x x? Verdana + 16 -~ & 1~ 9~

Enter desired text and Merge Codes in the text editor, and apply any desired formatting. See the Using Merge
Codes in Document Templates section of this manual for more information about working with Merge Codes.
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Recall that this type of template is intended to step the user through the process of customizing the Consent
form, and should include instructions to the user.

My Workspaces = IRB IRB - Consent Master Template Editor I Back

[ Validate MergeCode Formatting I [ Insert Merge Code I Save Change

HTML Content

% = a = =3 )

[[]
4
fii
4
fii
4
lil

< B I u 5 Xz x? Verdana - 16 - 4 I~ 9~

Instruction 1 [user entry 1]

Instruction 2 [user entry 2]

When template content is complete, click the Save Change button (red box in screenshot above) to save the
contents of the text editor and close it. Click the Save Template button in the Edit a consent builder template
document panel (shown below).

My Workspaces & IRB Setup Core Consent Template Il Back

Edit a consent builder template document.

“Name: [Study Contract Document(s)

[l click here to add the consent builder tmplate

The template is added to the list on the Setup Core Consent Template page.

Edit Consent Builder Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Builder Template
link (shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template ‘
Setup Consent Checklist

Setup Electronic Document Stamp

P T P TR T

The Setup Core Consent Template page opens (shown below).
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My Workspaces & IRB Setup Core Consent Template

Add a New Template Master I I Delete Template Master I

List of approved consent template master documents

47 result(s) found... 1-10 P

Edit  Title

Study Consent

Click the applicable icon in the Edit column (red box in screenshot above) to open the corresponding template
for revision. The Edit a consent builder template document panel opens, as shown below.

My Workspaces = IRB Setup Core Consent Template n Back

Edit a consent builder template document.

“Name: | Study Contract Document(s)

B click here to add the consent builder tamplate

Make desired changes to the template Name.

If no further changes are needed click the Save Template button (red box in screenshot above) to save changes
and close the edit panel. The template name is revised on the Setup Core Consent Template list page.

To revise the contents of the template, click the Click here to add the consent builder template link. The
template is opened in the IRB — Consent Master Template Editor page opens, as shown below.

My Workspaces & IRB IRB - Consent Master Template Editor Il Back
[ Validate MergeCode Formatting ” Inzert Merge Code lm

HTML Content

« B I U & x; x* |\Verdana > 6 - & 1~ v =Ev =~ =~

lil
&
]
0
N
[ 7
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Instruction 1 [user entry 1]

Instruction 2 [user entry 2]

Make desired changes to the text and Merge Codes in the text editor, and apply any desired formatting. See the
Using Merge Codes in Document Templates section of this manual for more information about working with
Merge Codes.

When template changes are complete, click the Save Change button (red box in screenshot above) to save the
contents of the text editor and close it. Click the Save Template button in the Edit a consent builder template
document panel (shown below).
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My Workspaces = IRB Setup Core Consent Template I Back

Edit a consent builder template document.

“Name: Study Contract Document(s)

click here to add the consent builder template

The template is revised in the list on the Setup Core Consent Template page.

Delete Consent Builder Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Consent Builder Template
link (shown below).

| System Setup ‘ | List Maintenance Setup | |

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Bundle Email Template

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Consent Template

Setup Consent Builder Template «
Setup Consent Checklist

Setup Electronic Document Stamp

P T R T S

The Setup Core Consent Template page opens (shown below).

My Workspaces ® IRB Setup Core Consent Template

Add a New Template Master I Delete Template Master I

List of approved consent template master documents

47 result(s) found...

Edit |Title

Study Consent

Select the checkbox(es) in the far left column for the template(s) to be deleted and click the Delete Selected
Template(s) button. A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click the CANCEL button to return to the Setup Core Consent Template page without deleting the selected
template(s).
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Click the CONFIRM button to confirm the deletion and return to the Setup Core Consent Template page.

Setup Bundle Email Template

Where the property rb.use_bundle_stipulation is set to “Yes” (accessed via IRB Assistant > Review Board
Administration > Board Configuration Options > Recommendations and Stipulations link), documents selected in
the Submission Complete tab of a completed submission are bundled with an electronic cover letter for routing
to selected recipients.

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Bundle Email Template
link to configure the electronic cover letter.

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

Review Board System Setup

Board Definition
Board Configuration Options
Broadcast Notice

Setup Bundle Email Template «

Setup Committee List

IEREE R R

Satun Boview Rnard Balac

The RB Bundle Template page opens. Notice that by default, once the applicable property is set to “Yes” an
unconfigured “RB Bundle Document Template” is created, with Title and Send E-Mail Notification fields set to
“Not Defined”.

My Workspaces = IRB RB Bundle Template n Back

Send E-mail Notification

RBE Bundle Template Mot Defined Mot Defined Add Notification

Note that only one RB Bundle Template can be configured at any time, and once configured, that template is
applied to all applicable email bundles.

Click the Add Notification button. The Edit RB Bundle Template page opens, as shown below.
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My Workspaces &

IRB Edit RB Bundle Template Kl Back

[ Insart Merge Code ] [ Save Notification ]
E-mail Subject:

|Submission Complete Documents

Send E-Mail Notification: ® ves Mo

*Recipient(s):

Additional recipient(s):

Xz x* Verdana

&
3]
B
iy
n
lil

Content:

Complete the page fields as follows.
E-mail Subject —subject line of the email bundle cover letter

Send E-mail Notification — select “Yes” to enable document bundling with the configured cover

letter; select “No” to save the configured cover letter to the system without enabling
document bundling

Recipient(s) — click the word Recipient(s) to add iRIS™ users to the distribution list

*Recipient(s):

As shown below, the Search User Directory page opens.

Last Name:

l:l (¥ou may enter a partial name to search)
ﬁ‘j Directory  First Name:| |

Browse /Find: T I Find I
Y
Department: [&ll Departments

v||

(search results display here)
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Click in the by Department field to open a dropdown list of departments, then click a department in the list to
add this criterion to the search. Note that it is not possible to search by department alone, full or partial Last
Name / First Name entries are also required.

Enter a full or partial Last Name and/or First Name to search by name. As shown below, the Last Name field
offers a dynamic picklist feature that populates as the Last Name is typed into the field.

Last Name: (You may enter a partial name to search)

aj Directory Browse/Find: First Name: duvrong
by Department: | an veparunens

As demonstrated below, clicking on a name shown in the dynamic Last Name picklist immediately populates
search results with details for that name, it is not necessary to click the Find button.

Last Name: (You may enter a partial name to search)
&3 oirectory prowse/Find: Frsthame: ]

by Department: |All Departments

O \f f: Duvrong, Rapitha R rduv@nhvec.com

When all search criteria are entered, if results are not yet populated click the Find button.

As indicated below, the results section of the page offers two methods for adding users to the distribution list.

Save Selected User(s)

Last Name: (You may enter a partial name to search)
& oirectory srowse/Find: FstNames ]

by Department: [ All Departments

O «/ 8 ouvrong, Ravitha R rduv@nhve.com

To add multiple users from a results list with multiple entries, select the Check for Multiple checkbox at far left
(blue arrow) for each user to be added, then click the Save Selected User(s) button at the upper right (blue box).

To add a single user from the results list, click the green checkmark for the applicable user (red arrow).

When the applicable user(s) is(are) selected from the Search User Directory page, that page closes and the
name(s) is(are) added to the Recipient(s) list as shown below. To add more iRIS™ users to the list, click the word
Recipient(s) again and repeat the user lookup/add process.

Delete
*Recipient(s): Duvrong, Rapitha 5, MS

Harper, Jill M Dr., PHD
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If any Recipient(s) were added in error select the checkbox to the left of the applicable name and click the

Delete button to delete it, as shown below.

Delete | e
*Recipient(s): Duvrong, Rapitha 5, MS
Harper, Jill M Dr., PHD

Additional recipient(s) — click the words “Additional recipient(s)” to add people who do not
have an iRIS™ account to the distribution list

The Recipient Additional Contacts page opens, as shown below.

My Workspaces & IRB Recipient Additional Contacts

4y AddA New Contact Q Save And Return
= T

Mo Additional Recipients have been added.

Click the Add A New Contact link to add a blank row to the Additional Recipients table, as shown below.

My Workspaces = IRB Recipient Additional Contacts

(L) AddANewContact (1) Remove Selected Contacts |yl Save And Retun

e T

Enter the contact Name and E-mail Address. Click the Add a New Contact button again and enter Name/E-mail
Address details for every non-iRIS™ user to be added to the distribution list, as shown below.

Recipient Additional Contacts [ 4|

4y AddANew Contact §f § 7 Remove Selected Contacts Q Save And Return
e

Marcus Reyes, DVM m.reyes@gsm.edu

My Workspaces [ IRB

Gerry Vickers, MD gvickd@Imu.org

If any rows are added in error, select the checkbox in the far-left column for the applicable name and click the
Remove Selected Contacts button (red boxes in screenshot above).

When all desired contacts are entered click the Save And Return button (blue box in screenshot above) to close
the Recipient Additional Contacts page and add the listed contacts to the distribution list on the Edit RB Bundle

Template page, as shown below.
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Additional recipient(s): Marcus Reyes, DVM; Gerry Vickers, MD

If any Additional recipient(s) are added in error, click the words Additional recipient(s) again to reopen the
Recipient Additional Contacts form and delete the applicable contact(s).

Content — enter desired text and Merge Codes (see Using Merge Codes in Document Templates
subsection of this manual for more information about working with Merge Codes) for the
bundle cover letter; use the provided toolbar to format the text as desired

o B I u k2 Xz b Verdana ~ 11 ~ & I~ 9~ =~

i
4
iii
4
Il
&
3
[o]

=] D

Date: [%today%]
Content:

PI Name: [%pi_namel%]
Study Title: [%study_title%]

IRBNumber: [%irb_numbers]
Review Board: [%rb_name%]

An example of a fully configured template is shown below. Click the Save Notification button to save the
template and close the Edit RB Bundle Template page.

My Workspaces = IRB Edit RB Bundle Template {4}

E-mail Submission Complete Documents

Subject:
Send E-Mail &
Notification: Yes No
Delete
*Recipient(s): Duvrong, Rapitha §, MS
Harper, Jill M Dr., PHD
Additional

recipient(s): Marcus Reyes, DVM; Gerry Vickers, MD

~ B I U § x, x* Verdana >~ 11 - & I~ G~ =~ I~ =~ S [ o

=] P

Date: [%today%)]

Content: PI Name: [%pi_name1%]

Study Title: [%study_title%]

IRBNumber: [%irh_numberd]
Review Board: [%rb_name%]

As shown below, the template is now configured on the RB Bundle Template page.
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My Workspaces & IRB RB Bundle Template | <]

Send E-mail Notification

. Bundle Email Template Submission Complete Documents Yes Delete Notification

Notice that an Edit icon (red box in the screenshot above) is now available and the Add Notification button is
now replaced with a Delete Notification button (blue box in the screenshot above), indicating that only one
version of the template can be configured at any time.

Click the icon in the Edit column to reopen the template for revision in the Edit RB Bundle Template page.

Click the Delete Notification button to delete the configured template and disable document bundling with a
configured cover letter.

CAUTION: this action cannot be undone. If it later becomes necessary to resume document bundling the RB
Bundle Template must be reconfigured according to the directions in this section.

With the configured template in place, when a submission is completed and saved the option to Send Bundle
Email is made available via a button, as shown below.

Send Bundle Email ] [ Save the Submission Complete

Submission processing complete:

Clicking the Send Bundle Email button creates an email cover letter with all text, recipients and Merge Code data
items as configured in the template. All configured items can be revised in this email cover letter prior to
sending.

When the bundle email is sent, all documents selected in the Submission Complete tab of the applicable
submission are bundled and sent to the specified recipients.

Setup Finalized Agenda Document Template
The iRIS™ system provides the ability to configure finalized meeting agenda templates that include commonly
used boilerplate text and can automatically pull a variety of system data into the agenda when it is generated.

This functionality is provided on the Finalized Agenda Templates page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Finalized Agenda Document Template
link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Setup klectronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template

Setup Expedite Report Template

Setun Mestina Minutes Temnlate

The Finalized Agenda Templates page opens, as shown below. Notice the two instruction items and the
corresponding buttons for each.

My Workspaces = IRB Finalized Agenda Templates n ——

1. Setup the Agenda Template Master which describes the layout of the minutes document

Agenda Template Master Setup Agenda Template

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

Initial Reviews Setup Section Information

Continuing Reviews Setup Section Information

Expedited Submissions Setup Section Information

Amendment Submissions Setup Section Information

Administrative Action Setup Section Information

As indicated in the instructions, the first step is setting up the Agenda Template Master. Click the Setup Agenda
Template button to begin. The Agenda Template Definition page opens in Word Online, as shown below.
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My Workspaces = IRB Agenda Template Definition n Back

i Validate Merge Code Formatting ” Insert Merge Code ” Save Change ]

ma Word Online RB_SETUP_AGENDA_TEMP_1 - Saved John Smith
FILE HOME NSERT ~ PAGELAYOUT  REVIEW  VIEW ‘D Tell me what you want to do Comments
il 1 —
Times New Roman + 105 ~ A" A A = . 52 - ‘;,;- &= 3= M L) yel
0 - AaBbCc  Assbce  AaBbC |
Paste - B I u e X, x’ ay - &v = = = = E . 3=- Nomal No Spacing Heading 1 ?.%’c
Undo Clipboard on Paragra = Style B Edit g ~
Header
. . .
Institutional Review Board
.
Meeting Agenda
Meeting Date: [%rb_meeting date%o]
Meeting Location: [%rh_meeting location%]
If vou are unable to attend this meeting, please inform the IRB office and your
designated alternate.
In addition, provide your alternate with the meeting material.
All proprietary information or trade secrets that you have aceess to as a result of this
meeting and all discussions that take place at this meeting including all details
camardine hare haned maamban ssatad aes n eamain anafideatal AT acntad mntasials hs
PAGE1OF3  COUNTING.. ENGLISH (US) 100% -

Enter desired boilerplate text, including Headers and Footers using the Word Online tools show in the screenshot
above.

Click on the Header or Footer tab to edit the Header and Footer content as shown below.
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My Workspaces [ IRB Agenda Template Definition Kl Back

[ Validate Merge Code Formatting ” Insert Merge Code ” Save Change ]

ﬂa Word Online RB_SETUP_AGENDA_TEMP_1 - Saved John Smith
FILE HOME  INSERT  PAGELAYOUT  REVIEW  VIEW @ Tell me what you want to do Comments
o o Times New Roman ~ 12 A A L) = . %E - ‘;i_:- &= 3= 1] Fel
[ AaBbCc  AssbCc AaBbC |
Paste . B I u ne x. - e i' = = = = I§ . 3=- MNomal Mo Spacing Heading 1 Qg(

Undo Clipboard Font Paragraph E Styles e Editing -

INSTITUTIONAL REVIEW BOARD OFFICE

Options ~
. . -
Institutional Review Board
-
Meeting Agenda
Meeting Date: [%orb_meeting date%]
Meeting Location: [Yorb_mesting location%]

If you are unable to attend this meeting, please inform the IRB office and your

designated alternate.

In addition, provide your alternate with the meeting material.

Institutional Review Board Office| 6700B Rockledge Dr., Ste. 4300 | Bethesda MD 20817 |
Main Line: 301-402-3713

PAGE1OF2 311 WORDS ENGLISH (US) 100% ¥

Click on the regular template area to return to exit the Header and Footer.

To add a merge code, click on Insert Merge Code to open the selection window as shown below.

Insert Data Merge Code: X

Today's Date

Review Board Name

Review Board Committee Name
Chairperson Mame (Last Name, First Name)
Chairperson Mame (First Name, Last Name)
Chairperson First Name

Chairperson Middle Name

Chairperson Last Name

Chairperson Degree

Chairperson Address

Chairperson Phone

Chairperson EMAIL

Electronic Signature

Meeting Date

[Meeting | ocation

[Ytodays] Copy to Clipboard
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Once you click on the desired merge code, click on Copy to Clipboard and paste the merge code in the desired
location.

Recall that this template serves as the basis for all finalized agenda documents, and therefore it should include
all items considered standard and necessary to any finalized agenda. An example of a completed finalized agenda
template is shown below.

My Workspaces = IRB Agenda Template Definition n —
’ Validate Merge Code Formaiiing ] Insert Merge Code -

E Word Online RB_SETUP_AGENDA_TEMP_1 - John Smith
FILE HOME INSERT PAGE LAYOUT REVIEW VIEW Q Tell me what you want to do Comments
o Times New Roman - 12 A A A e e = - — P Fel
0 s AaBbCc Aaebce AaBbC .
Paste . R u - . . W iv = = = = I§ . 3=- Moma Mo Spacing Heading 1 2
Undo Clipboard Font Paragraph M Styles T3 Editing ~

Header

Institutional Review Board
Meeting Agenda

When template content is complete, click the Save Change button to close the page and save the template.

Back on the Finalized Agenda Templates page, any previously configured, custom agenda category sections are
listed in the lower section of the screen. Each section can be configured to specify what information is to be
displayed for each submission in the agenda template master.

Note that custom agenda category configuration includes a study/protocol/project selection component that
automatically limits review items pulled into the meeting to those matching specific criteria. Adding a custom
category to the agenda does not pull all animal study/protocol/project items into the meeting.

See the Setup Agenda Categories section of this manual for more information about configuration of custom
agenda categories.

My Workspaces & IRB Finalized Agenda Templates Kl Back

1. Setup the Agenda Template Master which describes the layout of the minutes document
Agenda Template Master \ Setup Agenda Template |

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

Initial Reviews Setup Section Information

Continuing Reviews Setup Section Information

Expedited Submissions Setup Section Information

Amendment Submissions Setup Section Information

Administrative Action Setup Section Information
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Again, recall that the template serves as the basis for all finalized agenda documents; custom agenda categories
should only be added to the template if those categories are applicable to most meeting agendas.

Click the Setup Section Information button for any agenda category to be added to the finalized agenda
template. The Agenda Section Definition page opens, as shown below.

My Workspaces @ IRB Agenda Section Definition K Back

I Validate Merge Code Formatting ” Insert Merge Code ” Save Cnange ]

ma Word Online RB_AGENDA_GROUP_11 - Saved John Smith
FILE HOME NSERT ~ PAGELAYOUT — REVIEW  VIEW @ Tell me what you want to do Comments
] Times New Roman - 135 - a* A A R e e 3= T d yel
0 = AaBbCe  masbce AaBbC .
Paste . . ; u - . - W A- = = = = I§ . 5= Noma Mo Spacing Heading 1 .
o Cl d = Styles E ng ~

[Study Number: [%irh_number%)
Study Title: [Yestudy_title%]

PI Name: [%lead_pi_namel%)]
Study Status: [%ostudy_status%]

Common Rule: [%irb,_common, ruls%]

The boilerplate text and Merge Codes entered here depend on the purpose of the agenda category. In this
example the category is intended to add animal issue reporting to the meeting, so its content is focused on
changes in animal life status and population counts.

When section definition content is complete, click the Save Change button to close the page and save the
section definition.

Going forward, each IRB Meeting Agenda generated for a specific meeting date will consist of one document that
includes both the Agenda Template Master and any custom sections configured as above.

See the Meetings manual for more information about meeting management functionality in iRIS™.

Setup Agenda Revision Document Template
The Revision Agenda Template is used to generate an addendum when a new submission is placed on the
agenda dafter the initial Agenda is published for a given meeting date.

This functionality is provided on the Finalized Agenda Templates page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Agenda Revision Document Template
link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setun Outcome | etter Grouns

The Setup Board Agenda Revision Templates page opens, as shown below.

My Workspaces @ IRB Setup Board Agenda Revision Templates Kl Back

1. Setup the Revision Template Master which describes the layout of the minutes document

Revision Template Master Setup Revision Template

2. Setup the Revision Template Section which will merge the data from each Revision submission

Submission Type Edit Template

Imitial Reviews ‘ Setup Section Information |
Continuing Reviews ‘ Setup Section Information |
Expedited Submissions ‘ Setup Section Information |
Amendment Submissions ‘ Setup Section Information |

Administrative Action ‘ Setup Section Information |

Notice that this page is nearly identical to the Finalized Agenda Templates page, with the exception that where
the Finalized Agenda Templates page is used to configure the Agenda Template Master, this page is used to
configure the Revision Template Master.

Where this feature is in use it is often necessary for the institution to configure applicable agenda categories to
capture the most common agenda revision scenarios and related, pertinent data. See the Setup Agenda
Categories section of this manual for more information about configuration of custom agenda categories.

The process of configuring the Revision Template Master is the same as that for configuration of the Agenda
Template Master. See the Setup Finalized Agenda Document Template section of this manual for details of
template configuration.

Setup Expedite Report Template

Where the property rb.use_meeting is set to “Yes” (accessed via IRB Assistant > Review Board Administration >
System Setup tab > Board Configuration Options > Meeting Settings link), it is possible to generate a summary of
expedited reports for attachment to a meeting date.

This functionality is provided on the Setup Expedite Report Templates page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Expedite Report Template link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

LDD.DDDI

Setup Ouicome | effer Grouns

The Setup Expedite Report Templates page opens, as shown below.

My Workspaces & IRB Setup Expedite Report Templates 4|

1. Setup the Expedite Report Template Section which will merge the data from each Expedite submission

Expedite Report Template Setup Template

Click the Setup Template button. The Expedite Report Template Definition text editor page opens, as shown
below.

My Workspaces = IRB Expedite Report Template Definition n Back

[ Validate Merge Code Formatting ” Insert Merge Code ” Save Change I

ma Word Online RB_SETUP_EXP_TEMP_1 - Saved John Smith
FILE HOME INSERT PAGE LAYOUT REVIEW WVIEW Q Tell me what you want to do Comments
e . —
Calibri (Body) MILLEER AR S AR ELiE. - = = MM ™ »
[ AaBbCc  AaBbCc AaBbCc |
Paste — Nomnal Mo Spacing ing 1
" ¢ B I U s x, x - Ar = = = = 1=- 3=- o Noseadng  fieding ab,
Undo Clippeard Font Paragraph P Styles B Editing -~

Enter desired boilerplate text and Merge Codes and apply formatting as desired using the provided Word Online
toolbar.

When template content is complete, click the Save Change button to close the page and save the template.

See the Meetings manual for more information about generation of the expedited report as it relates to meeting
functionality in iRIS™,

Setup Meeting Minutes Template
The Meeting Minutes Template is used to generate a standardized minutes document for a given meeting date.
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This functionality is provided on the Setup Board Minute Templates page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Meeting Minutes Template link.

| System Setup | | List Maintenance Setup | | Clean-up |

setup klectronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template ‘

Setup Outcome Letter Groups

Setup Qutcome Letter Templates

The Setup Board Minute Templates page opens, as shown below.

My Workspaces = IRB Setup Board Minute Templates Kl Back

1. Setup the Minutes Template Master which describes the layout of the minutes document

Minutes Template Master Setup Minutes Template

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

Initial Reviews Setup Section Information

Continuing Reviews Setup Section Information

Expedited Submissions Setup Section Information

Amendment Submissions Setup Section Information

Administrative Action Setup Section Information

Notice that this page is nearly identical to the Finalized Agenda Templates page, with the exception that where
the Finalized Agenda Templates page is used to configure the Agenda Template Master, this page is used to
configure the Minutes Template Master.

The process of configuring the Minutes Template Master is the same as that for configuration of the Agenda
Template Master. See the Setup Finalized Agenda Document Template section of this manual for details of
template configuration.

Setup Outcome Letter Groups

The iRIS™ system allows for collecting sets of review board forms into custom configured Letter Type groups for
assignment to different board review types. As shown below, the Letter Types list on the add/edit panel of the
Setup Board Letter Templates page (see the Setup Outcome Letter Templates section of this manual) includes
two default entries:
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My Workspaces = IRB Setup Board Letter Templates n Back

[ Validate Merge Code Formatting l [ Insert Merge Code ] I Save the Letter Template ]

Edit a letter template.

| |
“Titla: | Initial Review Approval Letter Type: | Cuicome - General ~ ||

--none--
Comments:

Submission

ma Wo rd On"ne IRB Declaration of Research Not Involving Human Subjects - Saved
Quts - Initial Submission F
FILE HOME NSERT ~ PAGELAYOUT  REVIEW  VIEW @ Tell me what you want ta do utcom - Iniial Submission Forms i, &
O Quicome - CR Molices
D Times New Roman = 12 A A A = %E . ’al—:- &= o= e
AaBbCc = AsBbCc AdDDUT
Paste — Noma No Spacing ng 1
” B I u abe X, X al - i' = = = = IE' 3=- o Mo Spacing Heading ?é’c
Undo Clipboard Font Paragraph fa Styles E ting -
Feagel

INITIAL REVIEW APPROVAL

Date: [%stoday®s]

To: [%elead pi_name2%]

From: [%orb_name?%o]

Re: IRB #: [%irb_ number®]
Common Rule: [%oith_ common_rule%o]
Reference Number: [%asub ref numheral

— Outcome - General: letter templates of this type appear as options available for selection on
the Outcome Letter tab of submission processing screens

Note: filters assigned to custom outcome letter groups determine those groups’ availability in the dropdown list
on the Outcome Letter tab, but the Outcome — General Group always available. For example, a letter associated
to a group called “Outcome — Full Renewal Approval” that has a filter assigning that group to the Full Renewal
Submission type would only be available for a Full Renewal Submission type, this letter would not be available
for any other submission type.

— Submission: letter templates of this type appear as options available for selection on the
Submission Received Notification Letter tab of submission processing screens (IACUC
example shown below)
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Notification Letter Template Selection: X

Please select the template to use as your letter:

-none-— v

Amendment Approval Letter

Annual Review Approval

Full Board Approval Letter

Initial Review Approval

|| sevetneselection |

Modifications Requested

Custom configured Letter Type groups are added to the Letter Type dropdown list on the Setup Board Letter
Templates page (shown in the first screenshot above) and are optionally made available on the Outcome Letter
tab of submission processing screens according to rules established at the time a Letter Type group is created or
revised (see Add Outcome Letter Group and Edit Outcome Letter Group subsections of this manual, below).

Letter Type groups are configured on the Setup Board Letter Group List page, shown below.

My Workspaces = IRB Setup Board Letter Group List

Edit |Group Name

No records found

Add Outcome Letter Group
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Groups
link.

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

Review Board System Setup

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates

IEEERERERENE NN

Setun Cannesd Mation

The Setup Board Letter Group List page opens. Click the Add Group button.
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My Workspaces IRB Setup Board Letter Group List

No records found

Edit

Group Name

An add panel is opened for creation of the group. Enter the desired Group Name, as shown below, then click the
Add button at right.

My Workspaces & Setup Board Letter Group List

Save All Changes
I Group Name™*: |IRB Gorrection Forms I
Form Name Expedite Denied Processed Administrative

No records found I

A popup opens for selection of review board forms to be included in the group. Note that because forms are
custom configured for each institution, the list of forms shown here will vary.

P Select Review Board Forms - Gocgle Chrome

® Not secure \_

T -

Arc Order Form

ARC Submission Form

Feasibility Form

IACUC - Pre-Review Correction Form
IACUC - Review Response Form
IACUC 3 Year Renewal

«| § Review Response and Correction Form
IACUC Protocol 3rd Year Renewal

Initial Review Submission Form

B

Study Amendment Form

Click the Cancel button to close the popup without adding any forms to the group.

Select the checkbox(es) in the far-left column for all forms to be included in the group, then click the Select
button to add them to the group and close the popup. As shown below, the selected forms are added to the list
of forms on the add panel.
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My Workspaces ® IRB Setup Board Letter Group List 4|

Save All Changes

Group Name*: IRB Correction Forms

E ==

Processed Administrative

Pre-Review Correction Form
Review Response and Correction Form

Study Amendment Form

If any forms were selected from the popup list in error, select the checkbox(es) for any forms to be removed from
the group and click the Remove button.

My Workspaces IRB Setup Board Letter Group List 0

Save All Changes

Group Name*: |IRE Correction Forms

Processed Administrative

Pre-Review Correction Form td rd
Review Response and Correction Form rd <
Study Amendment Form rd <

Select or de-select the applicable checkboxes to make each form listed available/unavailable as part of the group
according to board review type when the group is selected in the Notification Letter dropdown list in the
Outcome Letter section of submission processing screens (shown below).

[ Outcome Letter W&

Motification Letter: | __ none-- =

Mo Letters have been created for this submissien.

Note that all forms in the group are made available to the Full Board Review type by default.

An example of the fully configured group is shown in the screenshot below.
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My Workspaces IRB Setup Board Letter Group List 0

Save All Changes

Group Name*: |IRE Correclion Forms

=
Pre-Review Correction Form L4 L4
Review Response and Correction Form L i
Study Amendment Form i rl

Click the Save All Changes button to save the new group. As shown below, the group is added on the Setup
Board Letter Group List page.

My Workspaces [ IRB Setup Board Letter Group List 0

i ‘Add Group ] ’ Delete Group(s) ]

Edit |Grn|lp Name

IRE Correction Forms
i

The new Letter Type group is also added to the Letter Type dropdown list on the Setup Board Letter Templates
page and is made available on the Outcome Letter tab of submission processing screens for Expedite, Exempt
and Process Administratively board review types.

Edit Outcome Letter Group
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Groups
link.

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

Review Board System Setup

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates

Setun Canned Maotion

The Setup Board Letter Group List page opens. Click icon in the Edit column for the applicable group.

My Workspaces & IRB Setup Board Letter Group List (4]}

[ Adg grous | [ pskte aroupts) |

Edit Group Name

=1 IRE Correcfion Forms

The group is opened for editing. Make any desired changes to the Group Name.
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My Workspaces [ IRB Setup Board Letter Group List {4}

Save All Changes
Group Name®*: |IRE Correclion Forms
==
Pre-Review Correction Form b vd
Review Response and Correction Form vd |
Study Amendment Form td '

To remove forms from the group, select the applicable checkbox(es) in the far-left column and click the Remove

button.
My Workspaces = IRB Setup Board Letter Group List [ 4]

Save All Changes

Group Name®: |IRE Correclion Forms

Processed Administrative

Pre-Review Correction Form
Review Response and Correction Form

Study Amendment Form

Select or de-select the applicable checkboxes to make each form listed available/unavailable as part of the group
according to board review type when the group is selected in the Notification Letter dropdown list in the
Outcome Letter section of submission processing screens (shown below).

Outcome Letter &

Notification Letter: ~__ -~ v

Mo Letters have been created for this submission. |

Note that all forms in the group are made available to the Full Board Review type by default.

In the example screenshot below, checkboxes for the Expedite board review type are de-selected. Applying this
change means that the forms shown will not be included in the IRB Correction Forms group when it is selected
from the Notification Letter dropdown list (see screenshot above) for submissions assigned to the Exempt board
review type.

My verkspsces e

Save All Changes

Group Name*: |IRB Correction Forms ‘
==

Pre-Review Correction Form ¥
Review Response and Correction Form Il

Study Amendment Form v
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Click the Save All Changes button to save changes and close the edit panel.

Delete Outcome Letter Group
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Groups
link.

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

Setup Ltlectronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates

EEEEERRE NN

Setun Canned Maotion

The Setup Board Letter Group List page opens. Select the checkbox(es) for the group(s) to be deleted and click
the Delete Group(s) button.

My Workspaces = IRB Setup Board Letter Group List (4]

[ Add Group ] | Delete Groups) |

Edit |c,....., Name

IRBE Correction Forms
3

A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click the CANCEL button to return to the Setup Board Letter Group List page without deleting the selected
template(s).

Click the CONFIRM button to confirm the deletion and return to the Setup Board Letter Group List page.

Setup Outcome Letter Templates

The iRIS™ system provides the ability to configure standardized outcome letter templates that include
commonly used boilerplate text and can automatically pull a variety of system data into the letters when they are
generated.

This functionality is provided on the Setup Board Letter Templates page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Templates link.
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‘ System Setup | ‘ List Maintenance Setup | | Clean-up |

Review Board System Setup

setup klectronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates «

Setup Canned Motion

Setun T, late |

The Setup Board Letter Templates page opens, as shown below.

My Workspaces & IRB Setup Board Letter Templates [ 4]

[ Add a New Template ] { Delete Selected Template(s) }

List of letter templates

2 result(s) found...

Date Modified

O | Submission Corrections Required Submission Administrator 12/04/2019

O Transfer Coordinator Signoff Required Qutcome - General Administrator 12/04/2019

Add Outcome Letter Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Templates
link.

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

Review Board System Setup

setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates ‘

Setup Canned Motion

Setun T, late |

The Setup Board Letter Templates page opens, as shown below.
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My Workspaces IRB Setup Board Letter Templates [ <]

|Lcd e New Tempiate | [ Detete Selected Tempiatets) |

List of letter templates

2 result{s) found...

O | |Submission Corrections Required Submission Administrator 12/04/2019

O Transfer Coordinator Signoff Required Qutcome - General Administrator 12/04/2019

Click the Add a New Template button. As shown below, the Add a letter template panel opens for creation of

the new letter.

My Workspaces © IRE Setup Board Letter Templates Kl Back
[ Validate Merge Code Formatting ] [ Insert Merge Code ] [ Save the Letier Template ]
Edit a letter template.

“Title: [ Initial Review Approval

Comments: ‘
P

g Word Online IRB Dedlaration of Research Not Involving Human Subjects - Saved John Smith
FILE HOME INSERT PAGE LAYOUT REVIEW VIEW Q Tell me what you want to do Comments
-3 . —_
Times NewReman +| 12+ p* 4 A I I =~ = — R | IS
0 AaBbCc  AaBbCe  AaBbC  AaBbCc .
Paste Noma No Spacing ng 1 g2
51 " B I u e x X ay A' = = = = 15' E' Nom No Spacing Heading Heading 2 ?E:
Undo Clipboard t Paragrap 5] Styles T Editing -

Header

INITTAL REVIEW APPROVAL

Date: [%otoday?e]
To: [%elead_pi_name2%]

Tanwans F0Zck anmaan 2047

Enter the desired Title and Comments, then click in the Letter Type field and click to select an item in the
dropdown list. As shown below, the list includes two default entries:

— Outcome - General: letter templates of this type appear as options available for selection on

the Outcome Letter tab of submission processing screens

— Submission: letter templates of this type appear as options available for selection on the
Submission Received Notification Letter tab of submission processing screens
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i Back

My Workspaces [ IRB Setup Board Letter Templates

[ Validate Merge Code Formatting ] [ Insert Merge Code ] [ Save the Letter Template ]

Edit a letter template

Quicome - General

Letter Type:

“Title: [Initial Review Approva

—-none--

Comments: |
¥ e
Submission

ma Word Online IRB Declaration of Research Not Involving Human Subjects - Saved
Outcome - Initial Submission F

FILE HOME ~ INSERT  PAGELAYOUT  REVIEW  VIEW Q@ Tell me what you want to do ulcoms - Initial submission Fomms - W

o Outcome - CR Nofices

Times New Roman - 12« g o A = LS. &= 5= e
O B AaBbCc AdDbDT
Paste _ Nomma No Spacing ing 1
. B I U s x x we A = = = = I=- 3= Nor NoSpacng  Heading =
5 Styles S Egiting -~

Header

INITTIAL REVIEW APPROVAL

Date: [%etoday%a]
To: [%olead_pi name2%]
From: [%orb_name%]
Re: IRB #: [oirh_number®s]
Common Rule: [Yo1rb_ common,_1ule%]
Reference Numhar: [%suh ref numher®al
Note that any letter types configured via the Setup Outcome Letter Groups function are added to the Letter Type
dropdown list. When a custom configured letter type is selected, the associated letter template’s inclusion as an
option available for selection on the Outcome Letter tab of submission processing screens is dictated by rules

established when the Letter Group is created. See the Setup Outcome Letter Groups section of this manual for

more information about configuring Letter Groups.

Enter desired text and Merge Codes in the main text editor window. See the Using Merge Codes in Document
Templates section of this manual for more information about working with Merge Codes.

Apply any desired formatting, then click the Save the Letter Template button.

Setup Board Letter Templates

My Workspaces [ IRB

Validate Merge Code Formatting Insert Merge Code Save the Letier Template

Edit 3 letter template.

Letter Type: | Outcome - General ~

“Title: [Initial Review Approval

Comments: ‘
P

ﬂg Word Online IRB Dedlaraticn of Research Not Involving Human Subjects - Saved John Smith
FILE HOME NSERT PAGE LAYOUT REVIEW VIEW Q Tell me what you want to do Comments
ke o
Times New Roman ~ 225 ~ A A A = . & 3= M ™ pel
0 AaBbCc  AaBbcc  AaBbC  aaBbce .
Paste — Norma No Spacing Heading 1 Heading 2
¢ B I U & x x ¥ A- = = = = z- 3=- ! e e s &
= Styles | Editing -

Header

INITIAL REVIEW APPROVAL
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The template is added on the Setup Board Letter Templates page.

My Workspaces = IRB Setup Board Letter Templates n

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

List of letter templates

3 result(s) found...

] d t pe adified b Da

O Approved With No Cenditions Outcome - General Administrator 12/04/2018
O l | |Submission Corrections Required Submission Administrator 12/04/2019
O Transfer Coordinater Signoff Required Outcome - General Administrator 12/04/2019

Edit Outcome Letter Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Templates
link.

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

Review Board System Setup

Setup klectronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates ‘

Setup Canned Motion

Setun T 1 1

The Setup Board Letter Templates page opens, as shown below. Click the icon in the Edit column for the
applicable template.

My Workspaces & IRB Setup Board Letter Templates 1<

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

List of letter templates

3 result(s) found...

[m] Appraved With No Conditions Outcome - General Administrator 12/04/2019
[m] Submission Corrections Required Submission Administrator 12/04/201%
O | [ansfer Coordinator Signoff Required Outcome - General Administrator 12/04/2015

As shown below, the template is opened for editing in an Edit a letter template panel.
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Kl Back

My Workspaces IRB Setup Board Letter Templates

[ Validate Merge Code Formatting ] [ Inseri Merge Code ] [ Save the Letier Template ]

Edit a letter template.

Letter Type: |Outcome - General ~

“Title: [ Initial Review Approval

Comments: ‘
P

E Word Online IRB Declaration of Research Not Involving Human Subjects - Saved John Smith
FILE HOME  INSERT  PAGELAYOUT  REVIEW  VIEW  Q Tell me what you want to do Comments
-3 . —_
Times New Roman ~ 12 - oA A = = i—- & 3= b yel
0 AaBbCc  AaBbCe  AaBbC AaBbCc .
Paste . s e U ae X . we A =B = = = == Morma Mo Spacing Heading 1 Heading 2 o
Undo pboard = B | Editing -

INITTAL REVIEW APPROVAL

Date: [%otoday?e]
To: [%elead_pi_name2%]
0 01

Tarnmeas T nman

Make desired changes to the Title, Comments and Letter Type fields. The Letter Type list includes two default

entries:

— Outcome - General: letter templates of this type appear as options available for selection on
the Outcome Letter tab of submission processing screens

— Submission: letter templates of this type appear as options available for selection on the
Submission Received Notification Letter tab of submission processing screens

Letter Type: | Ouicome - General hd

-—-none--

Submission

Outcome - General

Outcome - Initial Submission Ferms

Outcome - CR Nofices

Note that any letter types configured via the Setup Outcome Letter Groups function are added to the Letter Type
dropdown list. When a custom configured letter type is selected, the associated letter template’s inclusion as an
option available for selection on the Outcome Letter tab of submission processing screens is dictated by rules
established when the Letter Group is created. See the Setup Outcome Letter Groups section of this manual for

more information about configuring Letter Groups.

The two tabs in the lower part of the edit panel offer two different methods for revising the template’s content.

As shown below, the HTML Content tab (red arrow and box) allows for direct editing in the text editor window.
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When all desired revisions are complete using the HTML Content tab, click the Save the Letter Template button
to save changes and close the edit panel.

Delete Outcome Letter Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Outcome Letter Templates
link.

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

Setup Llectronic DoCUMent stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Expedite Report Template

Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates «

Satun Cannad Matinn

The Setup Board Letter Templates page opens, as shown below. Select the checkbox(es) in the far-left column
for the template(s) to be deleted, then click the Delete Selected Template(s) button.

My Workspaces 5] IRB Setup Board Letter Templates 0

[ AduaNew Template | ["Delete Selected Tempiatets) |

List of letter templates

3 result(s) found...

O | Approved With No Conditions Outcome - General Administrator 12/04/2019
O Submission Corrections Required Submission Administrator 12/04/2015%
O Transfer Coordinator Signoff Required Outcome - General Administrator 12/04/2019

A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

Click the CANCEL button to return to the Setup Board Letter Templates page without deleting the selected
template(s).

Click the CONFIRM button to confirm the deletion and return to the Setup Board Letter Templates page.
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Setup Invoice Template
The iRIS™ system provides the ability to configure standardized invoice templates that include commonly used
boilerplate text and can automatically pull a variety of system data into the letters when they are generated.

This functionality is provided on the Setup Board Invoice Templates List page. To access the page, navigate to IRB
Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Template link.

SETOP TTEETTTY TITTOTeS TEmpTare
Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template

2P2202991

Setup Review Cycle

The Setup Board Invoice Templates List page opens, as shown below.

My Workspaces & IRB Setup Board Invoice Templates List Kl Back

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

Invoice Template

Invoice Type Last Modified By

O W |sFazs Ann Mahur 10/16/2019

Add Invoice Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Template link.

Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Coteen A T

The Setup Board Invoice Templates List page opens, as shown below.

My Workspaces E IRB Setup Board Invoice Templates List Il Back

Invoice Template

O SFa25 Ann Mahur 10/16/2019

Click the Add a New Template button. As shown below, the Add a Invoice template panel opens for creation of
the new invoice.
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My Workspaces = IRB Setup Board Invoice Templates List Kl Back

[ validate MergeCode Formating | [ insart Merge Codes | [ save the Invoice Tempiate |
Add a Invoice template.
“Titles |
Comments:
P
*Inveice Type:
HTML Content |
e B I U & x x? Font Family > 12 - & I~ I~ E~ =~ =~ E E % @&

Enter the desired Title and Comments, then click in the Invoice Type field and click to select an item in the
dropdown list.

Note that any invoice types configured via the Setup Invoice Type function are added to the Invoice Type

dropdown list. See the Setup Invoice Type section of this manual for more information about configuring Invoice
Types.

Enter desired text and Merge Codes in the main text editor window, and apply any desired formatting. See the

Using Merge Codes in Document Templates section of this manual for more information about working with
Merge Codes.

When all fields and text editor content are complete, click the Save the Invoice Template button.

My Workspaces = IRB Setup Board Invoice Templates List n Back
l Validate MergeCode Formatiing ] l Insert Merge Codes I I Save the Invoice Template I

Edit a Invoice template.

*Title: [SF425

Form 425 for Financial Reporting
Comments:

*Invoice Type: |--none- v

HTML Content |

.e B I U § x x* FontFamiy - 12 v & t~ g =~ i

i
4
iii
4
[l
Jil
&
3]

[Yorb_study_invoice_to_address?a]

The template is added on the Setup Board Invoice Templates List page.
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Edit Invoice Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Template link.

SETOP TTEEUTY FITTOTES TEmpTare
Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template

222292901

Setup Review Cycle

The Setup Board Invoice Templates List page opens, as shown below.

My Workspaces = IRB Setup Board Invoice Templates List £l Back

[ Add @ New Template ] [ Delete Selected Template(s) ]

Invoice Template

O ) [SF425 Ann Mahur 10/16/2019

Click the icon in the Edit column for the applicable invoice template. As shown below, the template is opened for
revision in an Edit a Invoice template panel.

My Workspaces = Post Award Setup Board Invoice Templates List Kl Back

l Validate MergeCode Formatting ” Insert Merge Codes l l Save the Invoice Template l

Edit a Invoice template.

*Title: [SF425

Form 425 for Financial Reporting
Comments:

*Invoice Type: |-—none— v

HTML Content |

« B I U § x x Font Family - 12 - & I- - =~ i

il

4
iii

4
il
lil
J)
¥

[%arb_study_invoice_to_address?%]

Make desired changes to the Title, Comments and Invoice Type fields.

Note that any invoice types configured via the Setup Invoice Type function are added to the Invoice Type

dropdown list. See the Setup Invoice Type section of this manual for more information about configuring Invoice
Types.

Click the Save the Invoice Template button to save changes and close the edit panel.
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My Workspaces ® Post Award Setup Board Invoice Templates List [l Back

’ Validate MergeCode Formatting H Insert Merge Codes. ] I savemlnvoiceTemplaneI

Edit a Invoice template.

“Title: [SF425

Form 425 for Financial Reporting

Comments:

“Invoice Type:

HTML Content |

s B 1 u & x x* Font Family - 12 -~ & I~ 9~ =~ &

il
4
fii
4
lil
lil
&
5]

[%orb_study_invoice_to_address%a]

Delete Invoice Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Template link.

SETOP TTEEUTTY TITTOTeS TEmpTare
Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Invoice Template

Setup Invoice Type

Setup Canned Motion

Setup Correspondence Template

‘AR R R R NN

Setup Review Cycle

The Setup Board Invoice Templates List page opens, as shown below. Select the checkbox(es) in the far-left
column for the template(s) to be deleted, then click the Delete Selected Template(s) button.

My Workspaces [ IRB Setup Board Invoice Templates List

Add a New Template ] | Delete Selected Template(s) |

Invoice Template

Last Modified By

(] T |sF4zs Ann Mahur 10/16/2019
=

A confirmation popup displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM
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Click the CANCEL button to return to the Setup Board Invoice Templates List page without deleting the selected
template(s).

Click the CONFIRM button to confirm the deletion and return to the Setup Board Invoice Templates List page.

Setup Correspondence Templates

The iRIS™ system provides the ability to configure standardized correspondence templates that include

commonly used boilerplate text and can automatically pull a variety of system data into the correspondence
when it is generated.

This functionality is provided on the Setup Board Correspondence Templates page. To access the page, navigate
to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Correspondence Template link.

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

Review Board System Setup

SELUP LULLUME Leter aruups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language

Setup Correspondence Template «

R R R R

The Setup Board Correspondence Templates page opens, as shown below.

My Workspaces = IRB Setup Board Correspondence Templates

[ Add Template ] [ Delete Template ]

Edit  |Title
O ) Multiple Submissions of Amendments and Continuing Review Notification

|:| Study Expiration Notice

Correspondence templates can be employed when creating a correspondence record within the submission

processing screens. Configured templates are made available via a Template dropdown picklist above the
embedded rich text editor.

[ Save & Send Correspondence

+Send Email Template: E=m | Impor template || e
—
| Subject *Content

* Recipient(s):

"
=}
~
=

2 il - - - -
Additional Recipient(s): = = = x P ey = s 1 T

Reply To(s):

m
4
i
4
il
4
liil
il

% @@ o £ = &

Additional Reply To(s):

Attachments

Add Attachment

No Attachments have been added to
this message
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The desired template is selected in the list and when the Import template button is clicked, the template’s
content is pulled into the text editor.

Add Correspondence Template

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Correspondence Template
link.

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

JELUP UULLOTIE LEwEr Groups

Setup Outcome Letter Templates

Setup Canned Motion

Setup Template Language

Setup Correspondence Template -«

L Setun Review Cvcle

(R R R R R

The Setup Board Correspondence Templates page opens, as shown below.

My Workspaces IRB Setup Board Correspondence Templates [ 4]

| Add Template I[ Delete Template ]

O Multiple Submissions of Amendments and Continuing Review Notification
=

O i Study Expiration Notice

Click the Add Template button. As shown below, an add panel opens for creation of the correspondence.

My Workspaces @ IRB Setup Board Correspondence Templates 0
[ Insert Merge Code ] [ Save Template ]
*Title: |
*Content:
s B I U § x. x* FontFamiy > 12 ~ &4 1+ - =~

i
4
!
I
I
&
(3]
b

- EH o=

Enter desired text and Merge Codes in the main text editor window. See the Using Merge Codes in Document
Templates section of this manual for more information about working with Merge Codes.
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My Workspaces = IRB Setup Board Correspondence Templates

[ Insert Merge Code } | save Template |

*Title: Pl Certification Expired |
*Content:
Verdana 11
& B I U 5§ x x - - & I~ 9 =~
= = — Q
=7 == = % = 4 8 9
[%today¥c]

Dear [%pi_frname%] [%pi_Iname%]:

To fulfill the terms of the Federalwide Assurance our Institution and the DHHS Office for Human Research Protections
(OHRP), the IRB requires that investigators and their research staff complete a course in the protection of human
research subjects every 3 vears.

Your certification in research education expired on [Insert Expiration Date]

Because you are the principal investigator for this study and because your research education certification
has expired:

1. Accrual of subjects into this study is suspended immediately.

2. You and your co-investigators and research staff may follow subjects already enrolled for safety, but
no new subjects may be enrolled and the data already collected may not be analyzed.

3. If this is a chart review or database study, you must not collect data on new subjects and you must
stop analyzing data that you have already collected.

4, The status of the study referenced above has been changed to “Temporarily Closed to Accrual -
Administratively Inactivated.”

5. The IRB will not review any new protocol that you submit to the IRB as a principal investigator.

6. The IRB will not approve your participation as a co-investigator in any new research protocol

. The IRB will not renew approval of your participation in any studies that are due for continuing

review.

~

When the IRB has received a copy of your certificate documenting completion of the education
requirement, you will be notified in writing that you may resume accrual of new subjects to this study or
resume data collection and analysis for a chart review/database study and the study status will be
returned to “Open” status.

You may not enroll new subjects until you have been informed in writing by the IRB that you have approval
to do so.

Options for renewal of research education:

Apply any desired formatting, then click the Save Template button. The template is added on the Setup Board
Correspondence Templates page.

My Workspaces = IRB Setup Board Correspondence Templates

[ Add Template ] [ Delete Template ]

Edit Title
O ._ 3! Multiple Submissions of Amendments and Continuing Review Notification
O ._ 1 Study Expiration Notice
O ._ | [PI Certification Expired

Edit Correspondence Template
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Correspondence Template
link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

SELUP UULLUme LELLET Uroups

Setup Outcome Letter Templates

Setup Canned Motion

Setup Template Language

Setup Correspondence Template «

Sodain Do Caucl

LDDD’]

The Setup Board Correspondence Templates page opens, as shown below.

My Workspaces [ IRB Setup Board Correspondence Templates {4}

[ Add Template ] [ Delete Template ]

Multiple Submissions of Amendments and Continuing Review Notification

Study Expiration Notice

PI Certification Expired

Click the icon in the Edit column for the applicable item. As shown below, the correspondence is opened in an
edit panel. Make desired changes in the Title and Content fields.

My Workspaces & IRB Setup Board Correspondence Templates |

{ Insert Merge Code ] | save Tempiate |

“Title: Pl Certification Expiration Notice| |

*Content:
o B I u 5 Xo x? Font Family ~ 12 ~ & 1~ 9~ =~
ErErE E % @B o £ =2 B8
[“htoday%]

Dear [%pi_frname%] [%pi_Iname%:]:

To fulfill the terms of the FederalWide Assurance our Institution and the DHHS Office for Human Research Protections
(OHRP), the IRB requires that investigators and their research staff complete a course in the protection of human
research subjects every 3 years.

Your certification in research education expired on [Insert Expiration Date]

Because you are the principal investigator for this study and because your research education certification

has expired:

-

. Accrual of subjects into this study is suspended immediately.

. You and your co-investigators and research staff may follow subjects already enrolled for safety,
but no new subjects may be enrolled and the data already collected may not be analyzed.

. If this is a chart review or database study, you must not collect data on new subjects and you must
stop analyzing data that you have already collected.

4, The status of the study referenced above has been changed to "Temporarily Closed to Accrual -
Administratively Inactivated.”

™

w

w

. The IRB will not review any new protocol that you submit to the IRB as a principal investigator.
. The IRB will not approve your participation as a co-investigator in any new research protocol

. The IRB will not renew approval of your participation in any studies that are due for continuing
review.

~

When the IRB has received a copy of your certificate documenting completion of the education
requirement, you will be notified in writing that you may resume accrual of new subjects to this study or

resume data collection and analysis for a chart review/database study and the study status will be
returned to "Open” status.

You may not enroll new subjects until you have been informed in writing by the IRB that you have
approval to do so.

See the Using Merge Codes in Document Templates section of this manual for more information about working
with Merge Codes.
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When all desired changes are complete, click the Save Template button. The template is revised on the Setup
Board Correspondence Templates page.

My Workspaces & IRB Setup Board Correspondence Templates {4}

[ Add Template ] [ Delete Template ]

Edit  |Title

O 3| Multiple Submissions of Amendments and Continuing Review Notification
O A Study Expiration Notice

|:| il PI Certification Expiration Notice

Delete Correspondence Template

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Correspondence Template
link.

| System Setup | | List Maintenance Setup | | Clean-up |

DELUP UULLOMmE LELLEN Uruoups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language
Setup Correspondence Template «

Cotein Dot P

POIDOIDI

The Setup Board Correspondence Templates page opens. Select the checkbox(es) in the far-left column for the
template(s) to be deleted, then click the Delete Template button.

My Workspaces & IRB Setup Board Correspondence Templates |}

[ Add Template ] | Delete Template |

O Multiple Submissions of Amendments and Continuing Review Notification
3
O Study Expiration Notice
3]
PI Certification Expiration Notice

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM

©2021 iMedRIS Data Corporation130



IRB Assistant — Review Board Administration iRIS™ v13.01

Click CANCEL to return to the Setup Board Correspondence Templates page without deleting the template(s).

Click CONFIRM to delete the item(s) and return to the Setup Board Correspondence Templates page. The
template(s) is(are) deleted.

My Workspaces [ IRB Setup Board Correspondence Templates 0o

[ Add Template ] [ Delete Template ]

O Multiple Submissions of Amendments and Continuing Review Notification
=i

O 3l Study Expiration Notice

Setup Invoice Type

Invoice Types are configured on the Setup Invoice Type page. To access the page, navigate to IRB Assistant >
Review Board Administration > [System Setup tab] > Setup Invoice Type link.

-
® Setup Invoice Type

® Setup Agenda Categories

[ ] Setup Finalized Agenda Document T

® Setup Agenda Revision Document Template
[ ] Setup Expedite Report Template

B coiin Moctinn Minatas T.

The Setup Invoice Type page opens.

My Workspaces L] IRB Setup Invoice Type n

[ Add a New Invoice Type ” Delete Invoice Type(s) ]

Invoice Type

Protocol Related Ttems
3]

D L
O ._ 3| Housing
O X

1 Supplies

Add Invoice Type
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Type link.

-
® Setup Invoice Type ‘

() Setup Agenda Categories
® Setup Finalized Agenda Document T

® Setup Agenda Revision Document Template
® Setup Expedite Report Template

B coiin Moctinn Minatac T.

The Setup Invoice Type page opens. Click the Add a New Invoice Type button.
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My Workspaces IRB Setup Invoice Type < |

I Add a Mew Invoice Type I[ Delete Invoice Type(s) ]

Invoice Type

O Protocol Related Items
=3

] ) Housing

O

=1 Supplies

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

My Workspaces & IRB Setup Invoice Type

Save Invoice Type

*Inwoice Type: |Food

Enter an Invoice Type and click the Save Invoice Type button to save the record. The record is added on the
Setup Invoice Type page.

My Workspaces IRB Setup Invoice Type <]

[ Add a New Invoice Type ][ Delete Invoice Type(s) ]
Edit Invoice Type
O . Protocol Related Items
=
[ . i Housing
O l 1 Supplies
[ =] Food

Edit Invoice Type

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Type link.

-
® Setup Invoice Type
() Setup Agenda Categories

L] Setup Finalized da Document T
® Sctup Agenda Revision Document Template
[ ] Setup Expedite Report Template

B coin Mootinn Minatac T.

The Setup Invoice Type page opens. Click the icon in the Edit column for the applicable record.
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My Workspaces & IRB Setup Invoice Type [ 4 |

[ Add a New Invoice Type ][ Delete Invoice Type(s) ]

Invoice Type

The record is op

ened in an edit panel.

My Workspaces & IRB Setup Invoice Type

Save Invoice Type

*Invoice Type: |Dry Goods Food

Make desired changes to the Invoice Type and click the Save Invoice Type button to save the record. The record

is revised on the Setup Invoice Type page.

My Workspaces & IRB Setup Invoice Type [ 4]

[ Add a New Invoice Type ][ Delete Invoice Type(s) ]
Edit Invoice Type
| \_ 1 Protocol Related Items
O =1 Housing
O \_ | Supplies
O \_ | Dry Goods Food

Delete Invoi

ce Type

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Invoice Type link.

" -
® Setup Invoice Type

[ ] Setup Agenda Categories

® Setup Finalized Agenda Document T

[ ] Setup Agenda Revision Document Template
® Setup Expedite Report Template

B coiin mocting ms T.

The Setup Invoice Type page opens. Select the checkbox(es) in the far-left column for the record(s) to be
deleted, then click the Delete Invoice Type(s) button.
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My Workspaces & IRB Setup Invoice Type 4|

[ Add a New Invoice Type ]| Delete Invoice Type(s) |

Invoice Type

Protocol Related Items
= -

Housing
= -

O oo

=) Supplies

]

1 Dry Goods Food

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 delete the record and close the popup. The Invoice Type is deleted on the Setup Invoice Type

page.
My Workspaces & IRB Setup Invoice Type [ 4 |

[ Add a New Invoice Type ][ Delete Invoice Type(s) ]

Invoice Type

Protocol Related Items
d]

Housing
-

O ood

3! Supplies

Setup Canned Motion
The iRIS™ system provides the ability for institutions to configure a list of predefined (“canned”) motions for use
in review board meetings. There is no limit to the number of canned motions that can be configured in this list.

Any configured canned motion is added to the Precanned Motion text dropdown list on the Submission Motion
page of the Vote tab in Submission processing screens.
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My Workspaces &

iRIS™ v13.01
IRB

Submission Motion

"Precanned Motion text” allows you to import text from a pre-
defined template.

Precanned Motion text:

Save Changes
—none— v Add Canned Language
o [ 2dd Canned Language |
increase number of requested
Full Board Approval —
S B I U 5 s - 2 - 4 1- 9- =-
Er =2y E E % @ Q = =

To access the configuration list, navigate to IRB Assistant > Review Board Administration > [System Setup tab] >
Setup Canned Motion link.

| System Setup | |

List Maintenance Setup

| | Clean-up |

Review Board System Setup
STLUP MTCUIY UL Cipas

Setup Outcome Letter Groups

Setup Outcome Letter Templates

Setup Canned Motion «

Setup Template Language

PDOD®DIDI

Setun Corresnandance T

The Setup Canned Motion List page opens.

My Workspaces & IRB

Setup Canned Motion List | <}
List of approved canned motion
2 result(s) found...

Edit

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

Motion Name

| Approved

Minutes Appraved

Any canned motion configured here is added to the Precanned Motion text dropdown list on the Vote tab of
Submission processing screens.

My Workspaces & IRB

Submission Motion | <]
"Precanned Motion text” allows you to import text

from a pre-defined template.

Font Famil 12 —
s/ B I U § x % v = - 8 1v q- =-
—_ — o]
Er Ex E = % [ -4 =E a8

Add Canned Motion

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Canned Motion link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

STLUp FICTUNY LSS T aLns
Setup Qutcome Letter Groups
Setup Outcome Letter Templates
Setup Canned Motion *
Setup Template Language

Setup Correspondence Template

POIDPOIDDI

Sot..o o Loecle

The Setup Canned Motion List page opens.

[ #dd a New wotion | [ Delete Selected Motion(s) ]

List of approved canned motion

2 result(s) found...

| can [oton e
O | Approved
O | |Minutes Approved

As shown below, an Add Canned Motion of submission item panel opens for configuration of the motion.

My Workspaces & IRB Setup Canned Motion List [ 4]

Add Canned Motion of submission item.

“Name: |

*Item Number: [1__ |

Biclick here to edit/view the motion text

Enter the desired Name and Item Number. Item Number dictates the order in which canned motions appear on

the Setup Canned Motion List page and in the Precanned Motion text dropdown list on the Vote tab of
Submission processing screens.

Click the Click here to edit/view the motion text link to enter desired motion text.

Add Canned Motion of submission item.

*Name: |FuII Board Renewal Approved 1 YT

*Item Number:

I Blclick here to edit/view the motion text I
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As shown below, a Canned Motion text page with a text editor for creation and formatting of the motion text
opens.

My Workspaces [ IRB IRB - canned Motion text o
Canned Motion text
Verdana 1
" B I u 5 Xz x? - -~ & 1~ 9~ =~
0
= = - E % @& - 8 9

Main Full Board Vote:

A motion was made and seconded to renew approval of this study for one year with the current stamp/approved consent form
and HIPAA authorization addendum on file. A vote was taken and the motion was approved.|

Enter desired motion text and apply any desired formatting, as shown above, then click the Save button.

As shown below, the text is added to the Add Canned Motion of submission item panel. Click the Save Motion
button.

S

Add Canned Motion of submission item.

*Name: |Full Board Renewal Approved 1 Y1
*Item Number:

X Main Full Board Vote:
Biclick here to edit/view the motion text

motion was made and seconded to renew approval of this study for one year with the current stamp/approved
consent form and HIPAA authorization addendum on file. A vote was taken and the motion was approved.

As shown below, the motion is added on the Setup Canned Motion List page.

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

List of approved canned motion

3 result(s) found...

(| 3| Approved

Edit |Motion Name

O ) Minutes Approved
=3

O]

3| Full Board Renewal Approved 1 Yr

Edit Canned Motion

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Canned Motion link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

STLUY FICTUNY FIIULSS 1 SIpians
Setup Outcome Letter Groups
Setup Outcome Letter Templates

Setup Canned Motion «

Setup Template Language

EREE R

The Setup Canned Motion List page opens. Click the icon in the Edit column for the applicable motion.

[ Add a New Motion ] [ Delete Selected Mation(s) ]

List of approved canned motion

3 result(s) found...

O 1| Approved
O ) Minutes Approved
=
O Full Board Renewal Approved 1 ¥r

As shown below, an Edit Canned Motion of submission item panel opens for configuration of the motion.

My Workspaces & IRB Setup Canned Motion List 0

Edit Canned Motion of submission item.

*Name: |FuII Board 1 ¥r Renewal Approved

#*Item Number:

Main Full Board Vote:

- I . A motion was made and seconded to renew approval of this study for one year with the current
IECI'Ck here to edit/view the motion text] stamp/approved consent form and HIPAA authorization addendum on file. A vote was taken and the motion
was approved.

Revise the Name and Item Number fields as desired. Item Number dictates the order in which canned motions

appear on the Setup Canned Motion List page and in the Precanned Motion text dropdown list on the Vote tab
of Submission processing screens.

Click the Click here to edit/view the motion text link to revise the motion text. As shown below, the motion is
opened in a Canned Motion text page with a text editor for revision and formatting of the motion text.
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My Workspaces IRB IRB - canned Motion text | <)

Canned Motion text

Verdana 11
e B I u LF Xz xZ - - & 1~ 9~

— -
= E -

% [al > = & 9

Main Full Board Vote:

A motion was made and seconded to renew approval of this study for one year with the current stamp/approved consent form
and HIPAA authorization addendum on file. A vote was taken and the motion was approved.|

When changes are complete click the Save button. As shown below, the text is added to the Edit Canned Motion

of submission item panel. Click the Save Motion button.

My Workspaces IRB Setup Canned Motion List < |

Edit Canned Motion of submission item.

*Name: |FuII Board 1Yt Renewal Approved

*Item Number:

Main Full Board Vote:

A motion was made and seconded to renew approval of this study for one year with the current stamp/approved
consent form and HIPAA authorization addendum on file. A vote was taken and the motion was approved.

Biclick here to edit/view the motion textl

As shown below, the motion is revised on the Setup Canned Motion List page.

My Workspaces & IRB Setup Canned Motion List 4|

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

List of approved canned motion

3 result(s) found...

O ! 1 Approved

Edit

Motion Name

O 8! Minutes Approved

O ! 3 Full Board 1 Yr Renewal Approved

Delete Canned Motion

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Canned Motion link.

| System Setup || List Maintenance Setup || Clean-up |

Review Board System Setup

STLup MCTUNY FEuLEs 1T ans
Setup Outcome Letter Groups
Setup Outcome Letter Templates

Setup Canned Motion *

Setup Template Language

AR R R R
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The Setup Canned Motion List page opens. Select the checkbox(es) in the far-left column for the motion(s) to be
deleted, then click the Delete Selected Motion(s) button.

[ /Add a New Motion } | Detete selected Motion(s) |

List of approved canned motion

3 result(s) found...

O 1 Approved

Edit |(Motion Name

|

Minutes Approved
)

[

1 Full Board 1 Yr Renewal Approved

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to return to the Setup Canned Motion List page without deleting the motion(s).

Click CONFIRM to delete the motion(s) and return to the Setup Canned Motion List page. The motion(s) is(are)
deleted.

My Workspaces & IRB

Setup Canned Motion List | ]

[ AdeaNewoson | [ Detete Selected MotionG) |

List of approved canned motion

2 result(s) found...

| Approved

O
O ) Minutes Approved

Setup Template Language

The iRIS™ system provides the ability for institutions to configure a list of predefined (“canned”) text blocks for

insertion in Minutes, Agendas, and Outcome Letter documents via an Insert Template Language button, as
shown in the IACUC example below.
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My Workspaces & IACUC

Save Letter Changes
Reference Number: HTML Content
IACUC-2018-3991-272-1.0

Check In/Out
b e s B I U & x x FontFamiy - 12 - = =~ = E = %
Initial Review Submission Packet
IACUC Number:
TACUC-2018-39%1 & a 4 =
Study Number:
1A7834837483 Approval Letter
Does this letter require signature . B
signoffs? Animal Research Committee
Yes ® No

Today's Date: August 20, 2019
Share this letter with other Boards?

Yes ® No

To access the configuration list, navigate to IRB Assistant > Review Board Administration > [System Setup tab] >
Setup Template Language link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
SETUPp MEeeting Minuies 1empilate

Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language «

Setup Correspondence Template

LDDDDD]

Setun i Cucle

The Setup Template Language List page opens.

My Workspaces [

IRB Setup Template Language List !l

[ MdaNewAppruvedTE)d] [ DelemeApprovedTm]

List of template language

1 result(s) found...

Edit |Name

O | IRE Signature [Shsignature_irb3s]

Any block of template language configured here is saved as a Merge Code and made available for insertion in

Minutes, Agendas, and Outcome Letters via an Add Canned Language button on the applicable processing
pages.

My Workspaces IRB

Submission Motion

"Precanned Motion text” allows you to import text
from a pre-defined template.

Precanned Motion text: Add Canned Language

i B I U § x B Font Family > 12 - & 1~ 9~

I
a4

=9 =v = = % @ Q -4 BE =
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See the Using Merge Codes in Document Templates section of this manual for more information about working
with Merge Codes.

Add Template Language
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Template Language link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
SETUp MEeernIng Mminures 1emplate

Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language «

Setup Correspondence Template

The Setup Template Language List page opens. Click the Add a New Approved Text button.

My Workspaces & IRB Setup Template Language List | 4|

[ oo Newapproved Text | | Detete Approved Text |

List of template language

1 result(s) found...

O || IRB Signature [%ssignature_irk3:]

As shown below, an Add a language item panel opens for configuration of the text block.

My Workspaces & IRB Setup Template Language List 0

Add a language item.

*Code: [%] 71

click here to add the language text

Enter a descriptive Name and the desired Merge Code to be assigned to the block of text. Note that the code
must include underscores where spaces occur between words, and cannot include any special characters (e.g., &,
#, etc.).

In the example below, a Name and Code are entered. Click the click here to add the language text link.
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My Workspaces &

IRB Setup Template Language List !I

Add a language item.

“Name: | COl Questions

*Code: [%l coi_questions

I At e T e I

i3]

The Approved Template text page opens with a text editor for entry and formatting of the text block. Notice that

no Insert Merge Code button is available on this page. This is because the text block entered here will itself be
saved as a Merge Code, and Merge Codes cannot be nested within text blocks.

My Workspaces &

HTML Content |
s B I u & x x Verdana 11 v & I Iy Er =¥ = v = %
[l Q = = o

A potential conflict of interest (COI) has been identified for one or more study personnel. Please contact the designated Coordinator for more infoermation and
required next steps.

In the example shown above the desired text is entered. Click the Save Change button. The text block is added to
the Add a language item panel.

My Workspaces [ IRB Setup Template Language List 0

Save Approved Text

Add a language item.

“Name: |COI Questions

*Code: [%lcoi_questions |°.-"o]

: A potential conflict of interest (COI) has been identified for one or more study personnel. Please
click here to add the language text

contact the designated Coordinator for more information and required next steps

Click the Save Approved Text button. As shown below, the item is added on the Setup Template Language List
page.

My Workspaces [ IRB Setup Template Language List

[ AddaNewAppruvedTmrl} [ Delete Approved Text ]

List of template language

2 result{s) found...

| | IRB Signature

Edit |Name

Merge Code

[“esignature_irb%:]

O 3 COI Questions

[%acoi_questionsa]
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Edit Template Language
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Template Language link.

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
SETUPp MEeering Minures 1empiate

Setup Outcome Letter Groups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language «

Setup Correspondence Template

Catun Daviaws Cucla

The Setup Template Language List page opens. Click the icon in the Edit column for the applicable item.

My Workspaces IRE Setup Template Language List < |

[ MdaNewAppruvedTeaﬂ] [ Delete Approved Text ]

List of template language

2 result{s) found...

O L IRB Signature [%esignature_irb%]

1 COI Questions [%&coi_guestions%a]

As shown below, an Edit a language item panel opens for revision of the text block.

My Workspaces & IRB Setup Template Language List | 4|

Edit 3 language item.

“Name: [IRE Signature

*Code: ["/u|S|gnature_ub |°/°]

Thank vou for your time,
I click here to add the language texthleaSE contact [add contact], phone number [add phone number] with any specific questions, or
email IRB@davis.edu for general inquines.

Make desired changes to the Name and Merge Code fields. Note that the code must include underscores where
spaces occur between words, and cannot include any special characters (e.g., &, #, etc.).

Click the click here to add the language text link to edit the text block. As shown below, the text block is opened
for editing in the Approved Template text page.
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My Workspaces = IRB IRB - Approved Template text [ 4]

HTML Content \

¢ B I U 5§ x x? Times New Roman ~ 16 ~ & I~ 9~

R -
=v v = -

%

Thank vou for your time,

Please contact [add contact]. phone number [add phone number] with any specific questions, or email [add email address] for general
inguiries.

Notice that no Insert Merge Code button is available on this page. This is because the text block entered here will
itself be saved as a Merge Code, and Merge Codes cannot be nested within text blocks.

Make desired changes to the text block, then click the Save Change button. As shown below, the text is added to
the Edit a language item panel. Click the Save Approved Text button.

My Workspaces & IRB Setup Template Language List 4|

Edit a language item.

“Name: |IRB Signalure

*Code: [°.-’u|signature_irb |°.-"o]

Thank you for your time,

Please contact [add contact], phone number [add phone number] with any specific questions. or
email [add email address] for general inquiries.

click here to add the language text

The edit panel closes, and the item is revised.

My Workspaces & IRB Setup Template Language List | 4 |

[ AndaNewApprwedTm] [ Delete Approved Text ]

List of template language

2 result(s) found...

Edit |Name

O _ | IRB Signature [2asignature_irbes]

O i) COI Questions [%acoi_questionsa]

Delete Template Language

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Template Language link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
SETUp Meering Minutes 1emplate

Setup Outcome Letter Groups
Setup Qutcome Letter Templates

Setup Canned Motion

Setup Template Language «

ot o £

The Setup Template Language List page opens. Select the checkbox(es) in the far-left column for the item(s) to
be deleted, then click the Delete Approved Text button.

My Workspaces = IRB Setup Template Language List 4]

{ MdaNewAppmvedde] [ etete Approves Text |

List of template language

2 result(s) found...

Name

| L} IRB Signature [%%signature_irb%:]

O 4 €Ol Questions [%booi_guestions%]

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to return to the Setup Template Language List page without deleting the item(s).

Click CONFIRM to delete the item(s) and return to the Setup Template Language List page. The item(s) is(are)
deleted.

My Workspaces & IRB Setup Template Language List [ <}

[ Add a New Approved Texl] { Delete Approved Text ]

List of template language

1 result(s) found...

Edit [Name

D _ 4 IRB Signature

[%asignature_irb%:]

Setup Review Cycle

The iRIS™ system provides the ability to configure standardized review cycle terms for use in submission
processing date calculations.
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Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Cycle link.

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

Review Board System Setup

W ITiup vulans Lo arvups
®  setup Outcome Letter Templates
Setup Canned Motion
Setup Template Language

®
®
L] Setup Correspondence Template
®
-

Setup Review Cycle «

ls tn Durns

The Setup Review Cycle List page opens, as shown below.

My Workspaces = IRB Setup Review Cycle List [ 4]

[ Add a Review Cycle ] [ Delete Review Cycle(s) ]

2 result(s) found...

Edit |Name

O 1 Biannual

O Bl Annual

Review cycles configured here populate the Review Cycle dropdown picklist on the Outcome tab of submission
processing screens (red box and arrow in screenshot below).

‘Save the Submission Outcome.

General Information

Submission Components

Correspondence

Submison story

Pre-review Screening

Submission Received
Motification Letter

Review Checkist

Review Chec Westing Approval oate: || [

=
| Shared Comments:

Take Note:

Meeting Date:  08/30/2019 @ 01:00 PM

Grmii
Sl Emres | Review Cycle: |-none— = | «

When an item is selected from the Review Cycle picklist on an approved submission, the IRB Expiration Date
field automatically calculates the corresponding expiration date (blue box and arrow in screenshot above) based
on the Submission Approval date.

Note that where the Review Cycle field is left blank the user designates an expiration date using the calendar
widget provided for the expiration date field.

Add Review Cycle
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Cycle link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

T STLUMP DULLUING LTLLE G uups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language

Setup Correspondence Template

Setup Review Cycle «

Aokl $o 0

LDDDDD

The Setup Review Cycle List page opens, as shown below. Click the Add a Review Cycle button.

My Workspaces & IRB Setup Review Cycle List 4|

| Add a Review Cycle | [ Delete Review Cycle(s) ]

2 result(s) found...

Edit |Name

N
1 | |Biannual

O iS5 Annual

An add panel is opened for creation of the new review cycle. Enter a descriptive Name, then enter the number of
months for the cycle in the Review Cycle Number in Months field. An example of the filled panel is shown below.

My Workspaces [ IRB Setup Review Cycle List 0o

*Name: | Eiennial

*Review Cycle Number in
Months : months

Click the Save Review Cycle button to save the new review cycle and close the add panel. As shown below, the
new review cycle is added on the Setup Review Cycle List page.

My Workspaces & IRB Setup Review Cycle List O

[ Add & Review Cycle ] [ Delete Review Cycle(s) ]

3 result(s) found...

O \ 3 Biannual

[l ‘_ | Annual

O a5 Biennial
Edit Review Cycle

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Cycle link.
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| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

STlup vununs Lo ansups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language

Setup Correspondence Template

Setup Review Cycle «

P O ) P Sepe

PODOIOIDI

The Setup Review Cycle List page opens, as shown below. Click the icon in the Edit column for the applicable
review cycle.

My Workspaces & IRB Setup Review Cycle List [ <]

[ AodaReviewcyce | [ Delote Review cyciets) |

3 result(s) found...

Edit Mame
IH \_ | Jgiannual
IH \_ | Jannual
IH \. i Biennial

The selected review cycle is opened in an edit panel. Make desired changes to the Name and Review Cycle
Number in Months fields, then click the Save Review Cycle button to save changes and close the edit panel.

My Workspaces & IRB Setup Review Cycle List 0

*Name: | Six Months

*Review Cycle Number in
Months : El months

The review cycle is revised on the Setup Review Cycle List page.

My Workspaces & IRB Setup Review Cycle List [« ]

[ AddaReview cyce | | Delete Review Cyciets) |

3 result(s) found...

HE]

O ] | | Six Months

O | | Annual

O ! Biennial
=

Delete Review Cycle
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Review Cycle link.

©2021 iMedRIS Data Corporation149



IRB Assistant — Review Board Administration iRIS™ v13.01

| System Setup || List Maintenance Setup || Clean-up |

Review Board System Setup

STLUY VULLUING LELLET a1 uups
Setup Outcome Letter Templates
Setup Canned Motion

Setup Template Language

Setup Correspondence Template

Setup Review Cycle «

PDIDIDIDI

The Setup Review Cycle List page opens, as shown below. Select the checkbox(es) in the far-left column for the
review cycle(s) to be deleted, then click the Delete Review Cycle(s) button.

My Workspaces & IRB Setup Review Cycle List {4}

3 result(s) found...

Edit |Name

p
| i Six Months
1 1 Annual

%
Biennial
(3]

A confirmation popup window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to return to the Setup Review Cycle List page without deleting the selected review cycle(s).

Click CONFIRM to delete the item(s) and return to the Setup Review Cycle List page. The review cycle(s) is(are)
deleted.

My Workspaces & IRB Setup Review Cycle List [ 4]

[ Add a Review Cycle } [ Delete Review Cycle(s) ]

2 result(s) found...

Edit |Name

3 }
O Biannual
=

O o | Annual
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Setup Submission Codes

An add-on feature is available to enable System Administrators to organize IRB study submissions by color code.
The property system.use_IRB_identifying_codes, under System Administration > System Configuration >
Reserved Settings, toggles this feature on or off.

NOTE: This is a reserved setting; please inquire with your iMedRIS contact for assistance.

My Workspaces & System Administration Setup System Properties Kl Back

g"""‘" Resource Center Reserved Settings [ Downioad Properties Soript | [ Authentiate | save Afier Eit

Audit Table Settings

B) cot settings system.use_grants.gov Yes ' No =

B iRIS Interfaces Description: Use submission to grants.gov

[) LDAP User Authentication Settings system.use_group_manager Yes MNo

BllLogin Page Settings Description: This property controls where managers can be assigned to user groups for the purpose of managing licenses and certifications.

B Password Security Settings system.use_investigator_only_location Yes No

B Print Friendly PDFS Description: This property is used in conjunction with Department/Location mode. When this property is Yes, the question Do you require a designee sub-investigator at
ol b askiet o st 3 0 af b i cpoy

B Project Application Setup
B Project Budget

B Project Contract

B Project Default Settings

system.use_IRB_identifying_codes Yes  No

Description: This property indicates whether the iRIS installation has IRB identifying Board Codes turned on.

Tyotem . Uee RIS Data Teed APl Setp. Yes - No

B Project Document Screen Setup Description: This property controls whether the system will use the Data Feed APL.

B Project Equipment system.use_iris_lite Yes ® No

B Recruiting Assistant Settings. Description: This property will control whether the system is iRIS Lite.

(B Reports Administration system.use_live_chat Yes © No
Description: This property enables the live chat feature within iRIS.

B Shibboleth User Authentication Settings. system.use_my_time_track Yes ® No

B study Animal Management Description: This property indicates whether the iRIS installation has My Time Track Reporting turned on.

When the property is set to “Yes” the color code option is turned on and a rb.use_identifying_codes property
becomes available in Review Board Administration under Board Configuration Options > Submissions.

My Workspaces & IRB Setup Board Properties £l Back

RB Properties List Download Properties Script Save After Edit

+ Board Setup Property Name Property Value
. Document Processing L dsploed s

+ Study Summary Info rb.use_identifying_codes s

« Submission Review Properties = Yes '/ No
« Consent Processing LS ey )l — =
+ Reviewers rb.use_study_classification_displayed ®ves (Mo
.+ Meeting Settings

« Security

o Multi-site Setup

+ Recommendations and Stipulations
. Study Board Properties
« Amendments

« Submission Prereview
« Letter

« Submissions

« Notification

« Fee tracking

« Internal Routing

+ Training

When the rb.use_identifying_codes property is set to “No”, the user cannot configure study codes in the system.

When set to “Yes”, the property displays a new column for codes to be configured in the board submissions area,
Analyst Dashboard, and the General Information tab on the board in the submissions processing page. In
addition, a new Setup Submission Codes link is added to the Board Administration page for Review Board
members with access to set up submission codes.

Setup Correspondence Template

Setup Review Cycle

Setup Submission Codes «

Setup Submission O e Validation

Setup COI Status KSP/KPP Display
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When the Setup Submission Codes link is clicked, the Setup Review Board Submission Codes page is displayed.

My Workspaces = IRB w Board Submission Codes

Add Submission Code

15 rosult(s) found

Delete |Code Order 3 Code Label Code Tooltip

3| o 1 sTuDY STUDY NON STUDY SUBMISSION FORM
3] o 10 - PRIS Prisoners used on this study
\ 0 20 PREG PREG Pregnant Woman used on this study
S| o 80 m EX8 Exempt Category 8
\ [x] 90 CEDED Ceded to Another IR8 (IRE OF RECORD = No)

Also, when the system.use_IRB_identifying_codes and rb.use_identifying_codes properties are both set to “Yes”,
a new, editable “CPT Code” label becomes available under System Administration > List Configuration and
Maintenance > Setup Ul Content.

My Workspaces = System Administration Configuration and Maintenance

[ svstemsetw» || Site List Setup || System Notifications [ ceamup || Awdits |

System Admi

Moriiow Algerithm and Forms Datatypes Setup | e

tion

Definitions ® Define Additional Signoff Routing Roles ® Define Military Categories
® Define the Institution(s) ® MEDDRA Code List ® Define Military Branches
® Define Area(s) ® - .

Setup Network Status ® Define Military Service Corps
® oefine Location(s) ® Configure System Linked List ® Define Military Ranks

® Define Department Group(s) ® Assign Review Board To Load Balance Algorithm (\’ T —

® Define the Department(s)
® Define the Review Board(s)
Status Roles

® Define System Level Role(s)

® Load Balance Scoring Rules

RB
® Drug Configuration List

Look & Feel

etup UI Content

Setup System Images

® Device Configuration List
BC
® agent List

® Agent Risk List
® Define Project Assistant Role Access ® Sectup Event Type Details
® Aagent Biosafety

Status Setup -
System Tutorials IACUC
® Ssetup Locations Status

® Set-up User Interface Tutorial Steps ® Animal Species Canfiguration List

® Define Study and Project Role(s)
® Define Study Assistant Role Access L] Setup System Look and Feel

® Setup Project Status
® 1ACUC Drug Configuration List

® Ssetup Study Status
® Restraint Device Configuration List

® Institutional Role Name List

® Set-up Module Tutorials

Project Assistant

® Ssystem Announcements

® System Broadcast ® 1nstitutional Affiliations ® Default Agency Validation Mapping
® Representative Capacity ® Define AOR Profile
® Password Personal Questions ® Define NIH Activity Codes
® Sponsor Type List ® User Profile Status List ® Define NIH Departments
® Customer Vendor Type List ® configure Time Accountability Manager Assignment ® Define NIH Divisions
@ Business Assaciate Contact Category ® additional LDAP Searchbases ® Define Organization Profile
- . User Training Setup ® Eyiernal List hd

Click that link to open the Setup Ul alternatives page, shown below.

F3In: Home > systes
My Workspaces © System Administration Setup UI alternatives Back

General System Setup - General System wide
COI Mot Approved -
No COI

Submission Routing Signoff

™ Application Main Page 5

Internal Submission Routing Signoff
Study Specific Setup N -
M Study Application Form Internal Submission Routing Complete
N
™ Study Agent I CPT Code Color Codes I
M Study Analgesia =
# Study Anesthetic correspondence
5
™ Study Consent Correspondence
M Study Contract N . .
- . Project Assistant
Stu Device b
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Here the Administrator can edit the desired label for the column where the code(s) appear in the Submissions
list and Analyst Dashboard, as well as in the General Information tab for the applicable board in submissions
processing.

The Predefined Name shown on the new label is CPT Code. The user can change it by entering a desired name in
the Alternate Name field and clicking the Save Label button.

Edit UI Labels X

Pre-Defined UI Label: o7 . 4:

Alternate UI Label: |ColorCudes |

’ Canoel] [ Save I

The new properties turn on color coding for labels in a new CPT Code column next to the Study Classification
column in the Submissions dashboard. The column name is taken from the system label, either the Predefined Ul
Label of “CPT Code” or the custom name entered by the user in the Alternate Ul Label field. In the example
shown below, an Alternate Ul Label of Codes (second column from the right) has been entered.

My Workspaces & IRB Board Submissions Kl Back

Close Search

ission Type: [ Al ~] T T | E=H] - | | =R
e ] e |
Investigator: & et
i lons
Date Board Received: | | @ - | | [ E

IRB Number: [Al ] 9 Find ...
Ref Number: | |
Common Rule: | Al |
Not Assigned Review Complete Returned from Researchers Pending Response Completed Submissions Print Friendly
Pending Action Outstanding Board Tasks
1 result(s) found... Display Submissions by: [ IRB Number | 1-1

IRB Expiration S -
Date Principal Investigator

IRB Number

Assigned Analyst

Use of stem c=

Z - Exmpt IR5-19'1E0

07/12/2021 07/29/2021

12:45:34 PM PDT

Investigator, John

The new column populates with configured codes (e.g., label, color, and logic).

When the user hovers over a color code label, a tooltip description displays (shown below).

Use of stem cells ¢
- Exmpt  |IRE-19-130

Biomedical research

Where configured, color codes also appear in submission processing queue pages (shown below).
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My Workspaces [  |IRB Number: IRB-19-180 pg Unanticipated Events Form Kl Back
PI: [Investigator John

Protocol Ttems Miscellaneous Submission Forms

Submission Details »

~(© Submission Review Status ®ﬁ
Submission Component(s)
Pre-review Screening 3 Analyst Review ) Al } Submission  Response

5;""“.5.5 G ;"?"VS‘d Checklist Process Ri‘”ﬁ”’ff) Reviewer(s) RSU"T e “msd Outcome Letter 5&“’””‘55( o
eceive Asslaned  Completed  Assigned =signe Complete SIENEATEE Assigned  Generated ompletet

Submission Correspondence ]

(@) General Information D—

Study Alias: USCSD -13323

codes: [ it

[ Edit the Master Lay Summary l

[ Edit the submission summary l

Internal Comments:

Archive Reference Num: 001313

Setup Submission Outcome Validation

It is possible to apply automated, custom validation checks prior to applying a submission outcome, in order to
enforce institution policies and practices. For example, prior to applying an “Approved” outcome a validation
check can be run against the Study Status field on the submission form to verify the study is in an “Active” status,
and if it is not, return an error message to the user instead of an outcome.

Setup Correspondence Template

Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation <

Setup COI Status KSP/KPP Display

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Submission Outcome
Validation link to access the Setup Review Board Submission Outcome Validations page (shown below).

[T =R RS CGE:SEWCl  Setup Review Board Submission Outcome Validations [l Back

Save Valldation Order Add Validation

Define the Validation Rules for the Submission Outcome Tab

Remove | Edit Name of Validation Rule Error Message
0 \ 10 Expiration Date - QSF Jacob Error
o 2] 1RB of Record and Outcoma This Protaco| MUST bs IRS.of Record to approve.
[x] \ 30 Review Cycle add Review Cyele Ploase

All configured outcome validations are listed here.

Note that because the validation rules work in much the same manner as a database query, some familiarity
with Structured Query Language (SQL) is required to build effective validation rules.
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Add Submission Outcome Validation

Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Submission Outcome
Validation link.

Setup Correspondence Template
Setup Review Cycle
Setup Submission Codes

Setup Submission Outcome Validation «

Setup COI Status KSP/KPP Display

All configured outcome validations are listed here. Notice the Order column (see screenshot below).

My Workspaces = IRB Board Setup Review Board Submission Outcome Validations Kl Back

I Save Validation Order I Add Validation

Define the Validation Rules for the Submission Outcome Tab

10 Active Study Status - QSF Jacob Active Status Required. Please review and medify Protocol status

3 IRB of Record and Outcome This Protocol MUST be IR8 of Record to approve,

() \

Q \ 2 Expiration Dats - QSF Jacob Error
)

()

40 Review Cycle Add Review Cycle Please

The Order column value dictates the order in which the validation rules are applied to the submission. The rules
are applied in ascending order beginning with Order value “10”. The rules can be re-ordered at any time by
editing the values in the Order column and clicking the Save Validation Order button (see screenshot above), or
by editing the individual records to apply a new Order value. See the Edit Submission Outcome Validation section
of this manual for more information about editing validation rule records.

If a new rule with a duplicate Order value is created, or if the Order value of an existing rule is revised such that a
duplicate Order value is created, the newly created or revised rule retains the entered Order value and all Order
values for preexisting, higher order rules are automatically incremented upward. For example, given the
screenshot below, if a new rule is created with Order value “10” the “Expiration Date — QSF Jacob” rule Order
value changes to “20”, the “IRB of Record and Outcome” rule Order value changes to “30”, and the “Review
Cycle” rule Order value changes to “40”".

My Workspaces IRB Board Setup Review Board Submission Outcome Validations [l Back

[ Save Validation Order I | 2dd validation |

Define the ion Rules for the Qutcome Tab

o 10 Expiration Date - QSF Jacob Error

[x] 20 IRB of Record and Outcome This Protocal MUST be IRB of Record to approve.

0 20 Review Cycle Add Review Cycle Please

Note that because the validation rules work in much the same manner as a database query, some familiarity
with Structured Query Language (SQL) is required to build effective validation rules.

Click the Add Validation button (shown in screenshot above). The Add Outcome Validation popup opens, as
shown below.
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Add Outcome Validation x
“Validation Name: orders| 40
*This validation is assoclated | (1 50ly to ail Submission Forms] -
“Validation Field Association
“Edit Error Message
Tool Tip:
order What to Validate Data Value Join by, if any
| e e one
o Submission Outcome selection v valdation Fierd Pasociation none-- v

--none-- hd
Value -

Notice that the Order field (upper right in screenshot above) defaults to the next available Order number, in
ascending order, which in this case is “40”. Because this rule is intended to be evaluated first however, its Order
number is changed to “10”. When the record is saved this rule retains the Order value of “10” and the Order
value of all three preexisting rules is incremented upward.

In the screenshot below, the Order value is changed to “10”. Complete the remaining fields as follows.

Validation Name — enter the name of the rule

Add Outcome Validation X
*Validation Name: | Active Study Status - QSF Jacob “Order: 10

*This validation is associated
which submission form:

“Validation Field Association [Apply to all Submission Forms]
“Edit Error Message 8-Site Submission Invitation

Abstract
Tool Tip:

[Apply to all Submission Forms] ~

Activation Checklist

Add a new Rule
Adverse Event Form

Join by, if any

Order
o 1 Submission Outcl Agent Management Plan

JErS—

Amendment Form CMN

--none-- Amendment Request

Value

Animal Farilitias and Racaarch | nratinne (Animal Shidias Aok

This validation is associated which submission form — click in the field to open a list of forms
currently configured in the system (see screenshot above); scroll to the form containing the
data value to be validated and click to select that form

Validation Field Association — click this button (see screenshot below) to select the specific
field to be validated in the selected form

©2021 iMedRIS Data Corporation156



IRB Assistant — Review Board Administration iRIS™ v13.01

Add Outcome Validation X
*Validation Name: Active Study Status - QSF Jacob *Order: 10
*This validation is associal

Ll Fn:"“"_ Quick Submission Form (Jacob) v

“Validation Field Association

Tool Tip:

Order What te Validate Data Value Join by, if any

o 1 Submission Qutcome selection ~ vl Fred -N0Ne-

~-nane-- ~

Value ~

As shown below, the Review Board Outcome Field Selection popup opens. Scroll to the
applicable field and click to select it, then click the Save button at the bottom right of the
popup to save the selection and close the popup.

Review Board Outcome Field Selection X
General IRB Outcome Details
Review Outcome
®  Study Status
Committee Name
Additional Information Required
Submission Approval
Follow-up Due
Meeting Date
IRB of Record
Use Review Notification to KSP
Please Select the Type of Review Notification that Must be Sent
IRB Initial Approval
Review Cycle

IRB Expiration Date

-

Davs Prior to IRB Expiration

Edit Error Message — click this button (see screenshot below) to create a custom error message
for display to the user when the submission fails this validation check
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Add Outcome Validation

*Validation Mame: | Active Study Status - O5F Jacob

*Order:
“This validation is associated _ on Form (1acob)
hich submieion fomm: |Quick Submission Form {Jacob

jon Field Study Status

“Edit Emor Message
Tool Tip:
Order What to Validate Data Value Jain by, if any
0 t|  Submission Outcome selection e T vone-—
one- w
value ~

As shown below, the Enter the Error Message for this Validation popup opens. Enter the

error message text and format it as desired, then click the Apply button at the lower right to
save the message.

Enter the Error Message for this Validation

x
s B I U & x x* |\erdana 1 o 8 1l e = = -
= v = % @ 0 £ = &8 9
Active Status Required. Please review and modify Protocal status
o

Tool Tip — enter any desired Tool Tip (mouseover) text, as shown below
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Add Outcome Validation X

*Validation Name: | Active Study Status - QSF Jacob *Order: 10

*This validation is associated
which submission form:

I Study Status

Quick Submission Form (Jaceb) b

I “Validation Field Association

~ Active Status Required. Please review and modify Protocol status.
[ “Edit Error Message I

##%%% This Submission Form Requires an Active protocol
Tool Tip:

Order What to Validate Data Value Join by, if any

o 1 Submission Outcome selection “Validation Field Assaciation —none--

--none— ~

Value v

What to Validate — click in the field to open a drop down pick list, as shown below; click in the
list to select “Applic. Form all columns”, “Current Form all columns”, “Submission attributes”
or “Submission Qutcome selection”

Add Outcome Validation X
*Validation Name: Active Study Status - QSF Jacob *Order: 10
TR ey fit) Quick Submission Form (Jacob) v

which submission form:

[ -valdaton Field Associauon | 57 S

- Active Status Required. Please review and modify Protocol status.
I *Edit Error Message ]

¥***% This Submission Form Requires an Active protocol
Tool Tip:

Add a new Rule

Order What to Validate Data Value Join by, if any

o 1 Submission Outcome selection v “Validation Field Association -none-—

Applic. Form all columns

Current Form all columns

ubmission attributes

Submission Outcome selection

Validation Field Association — click this button to select the specific field to be validated from
the item specified in the What to Validate field
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Add Outcome Validation

*Validation Name: Active Study Status - QSF Jacob

*This validation is associated
which submission form:

l Study Status

Quick Submission Form (Jacob)

[ *Validation Field Association

- Active Status Required. Please review and modify Protocol status.
I “Edit Error Message ]

***%% This Submission Form Requires an Active protocol
Tool Tip:

iRIS™ v13.01

*Order: 10

Add a new Rule

Order What to Validate Data Value

--none-- v

Value v

Submi: Oute lect v
o 1 ubmission Qutcome selection “Validation Field Association

Join by, if any

=none-- v

As shown below, the Review Board Outcome Field Selection popup opens. Scroll to the
applicable field and click to select it, then click the Save button at the bottom right of the

popup to save the selection and close the popup.

Review Board Outcome Field Selection

X

General IRB Outcome Details

Review Outcome
®  Study Status

Committee Name
Additional Information Required
Submission Approval
Follow-up Due
Meeting Date
IRB of Record
Use Review Notification to KSP
Please Select the Type of Review Notification that Must be Sent
IRB Initial Approval
Review Cycle
IRB Expiration Date

Davs Prior to IRB Expiration

-

As shown below, the selected field populates in the Data Value column.
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Add Outcome Validation X
*Validation Name: Active Study Status - QSF Jacab *Order: Ty

*This validation is associated
which submission form:

N N Study Status
*Validation Field Association '
» Active Status Required. Please review and modify Protocol status.
“Edit Ermor Message

###%% This Submission Form Requires an Active protocol
Tool Tip:

Quick Submission Form (Jacob) ~

Add a new Rule

Order What to Validate Data Value Join by, if any

o 1 | Submission Outcome selection Vaidaton Fieid Association | Study Status —none-— ~

--none-- ~

Value v

Join by, if any — select the desired join type (see screenshot below) to add a further validation
rule to this record; note that because the validation rules work in much the same manner as
a database query, some familiarity with Structured Query Language (SQL) is required to build
effective validation rules and this is especially true with compound rules

In this example there is no join because only one field validation is required.

Add Outcome Validation X
*Validation Name: | Active Study Status - OSF Jacob *Order: 0
*This is i
which stbmission form:  Quick Submission Form (Jacob) ~

“Valication Field Association | -7 T4
Active Status Required. Please review and modify Protocol status.
“Edit Emor Message

*##%** This Submission Form Reguires an Active protocol

Tool Tips
Grder What to Validate Data Value R
0 1| Submission Outcome selection R Studv status —none—
~-nene-—- ~ AND
Value ~
OR

Comparator — in the What to Validate column (see screenshot below), click in the comparator
field to open a pick list of options, and click the desired comparator to select it
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Add Outcome Validation

*Validation Name: Active Study Status - QSF Jacob

*This validation is associated
which submission form:

] Study Status

Quick Submission Form (Jacob) v

I *Validation Field Association

Active Status Required. Please review and modify Protocol status.
| “Edit Error Message |

#¥#4% This Submission Form Requires an Active protocol
Tool Tip:

iRIS™ v13.01

*Order: 10

Add a new Rule

Order What to Validate Data Value

Q 1 Submission Outcome selection v “Validation Field Association | Study Status

Join by, if any

~-none-- v

NOT EQUAL

LESS THAN

LESS THAN EQUAL

GREATER THAN

GREATER THAN EQUAL

Comparison Ttype — in the What to Validate column (see screenshot below), beneath the
comparator field, click in the comparison type field to open it and click to select either

“Value” or “Submission Outcome selection”

Add Outcome Validation

*Validation Name: Active Study Status - OSF Jacob

*This validation is associated

i asoocatec | Quick Submission Form (Jacob) v

[ vaidation Fietd Association ] *77 51t

*Order: 10

Active Status Required. Please review and modify Protocol status.
[ “Edit Error Message ]
##%%% This Submission Form Requires an Active protocol
Tool Tip:
Add a new Rule
Order What to Validate Data Value Join by, if any
—none-- v

0 1 | Submission Outcome selection “\falidation Field Assaciation | Study Status

EQUAL ~

Value 54

Submission Outcome selection

Note that because “Submission Outcome selection” is already selected in the first What to

Validate field, it wouldn’t make sense to make the same selection for comparison type

because that would result in the “Submission Outcome selection” being compared to itself.
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Comparison Value — when “Value” is selected for comparison type, this field populates with a
drop down list of possible values configured in the system for the selected field (see
screenshot below); when “Submission Outcome selection” is selected for comparison type,
this field populates with a list of Submission Outcome types configured in the system; click
the desired value to select it

—none--
Draft

Pending - Submitted for Initial Review
Add y X

*Validation Name: | Active Study Status - GSF Jacob Feasibility Denied *Order: 10

*This validation is associated | .
‘which submission form: Uik Submission Form (Jacob) Submitted for Initial Review

] Study Status

I “Validation Field Association
Active
J Active Status Required. Please review and mod

[ “Edit Error Message

FollowUp+CR=Email Only+IRB=No
***** This Submission Form Requires

Tool Tip: Follow Up+CR=1
FollowUp+CR = Email Only
Add a new Rule
Followup=No;CR=1
Order What to Validate Join by, if any
1 Sub fon Outs lect - -
0 ubmission Qutcome selection ~ FollowUp+ CR=No Nofification us none-- ~

Followup=Yes;:CR=No

EQUAL ~ -

Value ~ Active ~

When all fields are complete click the Save button (see screenshot below) to close the popup and create the
record.

Add Outcome Validation X

*Validation Name: Active Study Status - QSF Jacob *Order: 10

*This validation is associated
which submission form:

I Study Status

Quick Submission Form (Jacob) v

l *Validation Field Association

Active Status Required. Please review and modify Protocol status.
I “Edit Error Message I
##%%% This Submission Form Requires an Active protocol
Tool Tip:
Order What to Validate Data Value Join by, if any
o 1 Submission Outcome selection RVallaton Fieid ASSaganont] Study Status —none—
EQUAL ~
Value v Active v
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The new rule is added on the Setup Review Board Submission Outcome Validations page, as shown below.
Notice that because the new rule was created with an Order value of “10”, the three preexisting rules’ Order
values are incremented upward.

My Workspaces & IRB Board Setup Review Board Submission Outcome Validations

Save Valigation Order | | Add validation |

Define the Validation Rules for the Submission Outcome Tab

Q 10 Active Study Status - QSF Jacob Active Status Required. Please review and modify Protocol status
0 h 20 Expiration Date - QSF Jacob Error

Q 30 IRB of Record and Outcome This Protocol MUST be IRB of Record to approve.

o i) 40 Review Cycle Add Review Cycle Please

Edit Submission Outcome Validation
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Submission Outcome
Validation link.

Setup Correspondence Template
Setup Review Cycle
Setup Submission Codes

Setup Submission Outcome Vaiidation <G

Setup COI Status KSP/KPP Display

All configured outcome validations are listed here. Notice the Order column (see screenshot below).

[IVEITSDERCI S B CLY-DEE I Setup Review Board Submission Outcome Validations I Back

I Save Validation Order I Add Validation

Define the Validation Rules for the Submission Outcome Tab

Remove Edit Name of Validation Rule

o 10 Active Study Status - QSF Jacob Active Status Required. Please review and modify Protocol status.
[x] 2 Expiration Date - GSF Jacob Error

[x] 30 IRB of Record and Outcome. This Protocol MUST be IR of Record £o approve.

a 40 Review Cycle Add Review Cycle Please

The Order column value dictates the order in which the validation rules are applied to the submission. The rules
are applied in ascending order beginning with Order value “10”. The rules can be re-ordered at any time by
editing the values in the Order column and clicking the Save Validation Order button (see screenshot above), or
by editing the individual records to apply a new Order value.

Click the applicable icon in the Edit column to open the corresponding rule for editing.

My Workspaces & IRBE Board Setup Review Board Submission Outcome Validations i Back

‘Save Validation Order Add Validation

Define the Validation Rules for the Submission Outcome Tab

Remove  Edit Name of Validation Rule Error Message
o 10 Active Study Status - QSF Jacob Active Status Required. Please review and medify Protocol status.
[x) = Expiration Date - QSF Jacob Error
[x) ) IRB of Record and Outcome This Protocol MUST be IRB of Record to approve.

o ) Review Cycle Add Review Cycle Please
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The Edit Outcome Validation popup opens, as shown below.

Edit Qutcome Validation X

*Validation Name: Active Study Status - OSF Jacob *order: 10
*This

= =
o 1o asancated [ Quick Submission Form (Jacob) -

Study Status
“Validation Field Association ua
Active Status Required. Please review and modify Protocol status.
“Edit Error Message

***22* This Submission Form Requires an Active protocol
Tool Tip:

Add a new Rule
Order What to Validate Data Value Jain by, if any
o 1 | Submission Outcome selection ~ VAl Gaion Frerd AesagatenT] Study Stetus ~none-
EQUAL ~
Value e Active hd

Make desired changes to the fields on the popup, which are as follows.

Order — priority order in which this rule will be applied to the submission; rules are applied in
ascending order beginning with Order value “10”

If the Order value of an existing rule is revised such that a duplicate Order value is created,
the revised rule retains the entered Order value and all Order values for preexisting, higher
order rules are automatically incremented upward.

My Workspaces = IRB Board Setup Review Board Submission Outcome Validations i Back

[ save vaidation order | | Add vadation |

Define the Validation Rules for the Submission Outcome Tab

Name of Validation Rule

) 1] Exproin Dote - GSF Jacod o
Q D IRB of Record and Outcome
o %) |Revew Cyc

For example, given the screenshot above, if the “Review Cycle” rule Order value is changed
from “30” to “10” the “Expiration Date — QSF Jacob” rule Order value changes to “20”, the
“IRB of Record and Outcome” rule Order value changes to “30”, and the “Review Cycle” rule
is moved to the top of the list with an Order value of “10”.

Validation Name —name of the rule
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*Validation Name: | Active Study Status - OSF Jacob

*This validation is associated
which submission form:

| Activation Checklist

Adverse Event Form

Order
o 1 Submission Outd Agent Management Plan

Amendment Form CMN

“-none-t | Amendment Request

Value

[Apply to all Submission Forms]

{ “Validation Field Association ] [Apply to all Submission Forms]
{ “Edit Error Message ] 8-Site Submission Invitation
Abstract
Tool Tip:

Animal Farilitias and Bacaarch | aratinne {Animal Shidias Onlul

*Order: 0

Add a new Rule

3oin by, if any

—none-- v

This validation is associated which submission form — click in the field to open a list of forms
currently configured in the system (see screenshot above); scroll to the form containing the

data value to be validated and click to select that form

Validation Field Association — click this button to select the specific field to be validated in the

selected form

As shown below, the Review Board Outcome Field Selection popup opens. Scroll to the
applicable field and click to select it, then click the Save button at the bottom right of the
popup to save the selection and close the popup.

Review Board Outcome Field Selection

X

[sciect [outcome Fieta

General IRB Qutcome Details
Review Outcome
®  Study Status

Committee Name

Additional Information Required

Submission Approval
Follow-up Due
Meeting Date

IRB of Record

Use Review Notification ta KSP

Please Select the Type of Review Notification that Must be Sent

IRB Initial Approval
Review Cycle
IRB Expiration Date

Davs Prior to IRB Expiration

-

Cancel Save

Edit Error Message — click this button to create a custom error message for display to the user
when the submission fails this validation check
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As shown below, the Enter the Error Message for this Validation popup opens. Revise the
error message text and format it as desired, then click the Apply button at the lower right to

save the message.

Enter the Error Message for this Validation

~ B I U & x x* \Verdana

= - = % = o

Active Status Required. Please review and modify Protocol status

Tool Tip — Tool Tip (mouseover) text

= 8

2]

What to Validate — click in the field to open a drop down pick list, as shown below; click in the
list to select “Applic. Form all columns”, “Current Form all columns”, “Submission attributes”

or “Submission Outcome selection”

*This vali d

*Validation Name: Active Study Status - QSF Jacob

[ “Validation Field Association ] Study Status

validation is associated | uick Submission Form (Jacob)

Applic. Form all cclumns

Current Form all columns

ubmission attributes

y Active Status Required. Please review and modify Protocol status.
[ *Edit Error Message ]
*¥##%* This Submission Form Requires an Active protoc
Tool Tip:
Order What to Validate Data Value
0 1 Submission QOutcome selection

“Validation Field As

Submission Outcome selection

Validation Field Association — click this button (shown below) to select the specific field to be
validated from the item specified in the What to Validate field
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*Validation Name: Active Study Status - QSF Jacob

*This validation is associated

which submission form: | QUIck Submission Form (Jacob)

[ “Validation Field Association ] Study Status

- Active Status Required. Please review and madify Protocol status.
[ “Edit Error Message ]

*#*k¥k* This Submission Form Requires an Active protocol
Tool Tip:

Order What to Validate Data Value

Subt Oute lecti ~
o ! udmission Dutcome selection I *Validation Field Association I

As shown below, the Review Board Outcome Field Selection popup opens. Scroll to the
applicable field and click to select it, then click the Save button at the bottom right of the
popup to save the selection and close the popup.

Review Board Qutcome Field Selection X

e
General IRB Outcome Details

Review Outcome

®  Study Status

Committee Name

Additional Information Required

Submission Approval

Follow-up Due

Meeting Date

IRB of Record

Use Review Notification to KSP

Please Select the Type of Review Notification that Must be Sent

IRB Initial Approval

Review Cycle

IRB Expiration Date

-

Davs Prior to IRB Expiration

Join by, if any — select the desired join type (see screenshot below) to add a further validation
rule to this record; note that because the validation rules work in much the same manner as
a database query, some familiarity with Structured Query Language (SQL) is required to build
effective validation rules and this is especially true with compound rules

In this example there is no join because only one field validation is required.
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*Order: 10

e review and modify Protocol status.

Form Requires an Active protocol

Join by, if any

“Validation Field Association | Studv Status E

Data Value

OR

Comparator — in the What to Validate column (see screenshot below), click in the comparator
field to open a pick list of options, and click the desired comparator to select it

*Validation Name: Active Study Status - QSF Jacob

*This validation is associated

which submission form: Quick Submission Form (Jacob)

[ “Validation Field Association ] Study Status

- Active Status Required. Please review and modi
[ “Edit Error Message ]
*H¥k* This Submission Form Requires
Tool Tip:
Order What to Validate
o 1 Submission Outcome selection v

EQUAL v
--none-- ~
EQUAL I

NOT EQUAL

LESS THAN

LESS THAN EQUAL

GREATER THAN

GREATER THAN EQUAL

Comparison Type — in the What to Validate column (see screenshot below), beneath the
comparator field, click in the comparison type field to open it and click to select either
“Value” or “Submission Outcome selection”
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*Validation Name: Active Study Status - QSF Jacob

*This validation is associated f
e o ciaved |Quick Submission Form (Jacob)

“Validation Field Association | -+ 7%
Active Status Required. Please review and modif]
“Edit Error Message

#**%% This Submission Form Requires §

Tool Tip:
Order What to Validate
0 1 | Submission Outcome selection v
EQUAL v
Value ~

— S

Submission Outcome selection

Note that because “Submission Outcome selection” is already selected in the first What to
Validate field, it wouldn’t make sense to make the same selection for comparison type
because that would result in the “Submission Outcome selection” being compared to itself.

Comparison Value — when “Value” is selected for comparison type, this field populates with a
drop down list of possible values configured in the system for the selected field (see
screenshot below); when “Submission Outcome selection” is selected for comparison type,
this field populates with a list of Submission Outcome types configured in the system; click
the desired value to select it

*Validation Name | Active Study Status - QSF Jacob Feasibility Denied *Order: 10

‘This validation is i
which submission form:

N N Study Status
[ — I & u _
I Active Status Required. Please review and mod

| *Edit Error Message

Quick S Form (Jacob) Submitted for Initial Review

FollowUp+CR=Email Only+IRB=No
***** This Submission Form Requires
Tool Tip: Fallow Up+CR=1

FollowUp+CR = Email Only Add Rul
anew Rule

Followup=No;CR=1
Order What to Validate Join by, if any

1 Submission Qutcome selection ~-None--
0 FollowUp+ CR=No Notification lus

Followup=Yes;CR=No
EQUAL ~

Value ~ Active ~

When all fields are complete click the Save button (see screenshot below) to close the popup and save changes.
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Add Outcome Validation X

*Validation Name: Aclive Siudy Stalus - QSF Jacob *Order: 10

*This validation is associated
which submission form:

] Study Status

Quick Submission Form (Jacob) ~

[ -vataation Field association

Active Status Required. Please review and modify Protocol status.
I “Edit Error Message ]

##kx% This Submission Form Requires an Active protocol

Tool Tip:
Order What to Validate Data Value Join by, if any
0 1 Submission Qutcome selection v “validation Field A . Study Status —hone--
EQUAL %
Value v Active ~

The rule is revised and its location in the list is changed as necessary to correct any Order value changes.

My Workspaces = IRB Board Setup Review Board Submission Outcome Validations

Save Valigation Order | | Add validation |

Define the Validation Rules for the Submission Outcome Tab

Name of Validation Rule Error Message

0 \) 10 Active Study Status - QSF Jacob Active Status Required. Please review and modify Protocol status.
0 h 20 Expiration Date - QSF Jacob Error

0 Ky 30 IRB of Record and Outcome This Protocol MUST be IRB of Record to approve.

o 40 Review Cycle Add Review Cycle Please

Delete Submission Outcome Validation
Navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup Submission Outcome
Validation link.

Setup Correspondence Template
Setup Review Cycle
Setup Submission Codes

Setup Submission Outcome Validation <

Setup COI Status KSP/KPP Display

The Setup Review Board Submission Outcome Validations page opens, as shown below. All configured outcome
validations are listed here.
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My Workspaces & IRB Board Setup Review Board Submission Outcome Validations

Save Validation Order | | Add validation |

Define the Validation Rules for the Submission Outcome Tab

lame of Validation Rule

m
0 10 Active Study Status - QSF Jacob Active Status Required. Please review and modify Protocol status
0 20 Expiration Date - QSF Jacab Error

o 30 IRB of Record and Outcome This Protocol MUST be IRB of Record to approve.

o 40 Review Cycle Add Review Cycle Please

Click the applicable icon(s) in the Remove column to delete the corresponding rule(s). A confirmation popup

window displays.

Confirm the Deletion.

Are you sure you want to delete?

CONFIRM CANCEL

Click CANCEL to return to the Setup Review Board Submission Outcome Validations page without deleting the
selected rule(s).

Click CONFIRM to delete the item(s) and return to the Setup Review Board Submission Outcome Validations
page. The rule(s) is(are) deleted, and Order values on the page are automatically updated.

My Workspaces © IRB Board Setup Review Board Submission Outcome Validations i Back

10 Expiration Date - QSF Jacob Error

a 20 IRB of Record and Outcome This Protocel MUST be IRB of Record to approve.

0 Review Cycie

For example, given the screenshot above, if the “Expiration Date — QSF Jacob” rule is deleted, the “IRB of Record
and Outcome” rule is moved to the top of the list with its Order value changed to “10”, and the “Review Cycle”
rule is moved to the second position in the list with an Order value of “20”.

Setup COI Status KSP / KPP Display

The COI Status panel is where details of Key Study Personnel (KSP) Conflicts of Interest (COI) are displayed. This
panel appears on the Submission Details tab when viewing the submission, and on the COI Status page. For this
functionality and link to be present, rb.show_coi_status_table must be set to yes in the Review Board
Configuration B Board Setup area.

The contents of the panel are configured on the Setup COI Status KSP Display page (shown below).
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My Workspaces [ IRB Board Setup COI Status KSP Display Il Back

[ Reset coumns | [ save coumns |

COI Status &

Date Added to | Annual COI
Study x| DueDate x

Joe Investigator Principal Investigator 07/30/2020 02/13/2020 DAnnual COI Form 4'g;{§§f§32§DT 1 =

Ref Number
x

Last Submitted COI Form x | Date Submitted x Show Form

Match Object | ;1,0 4 Gutcome 3 Reported Interest Third Party Reported Interest Type % | Reporting Action x | Date Submitted x Management Plan

Number x

008187 In Progress [9305] Local Government SFI - Publicly Traded Entity I';{ilsgd:if“g'\g:‘;fl G?JZQ]&SZ;}Di:ZS:Ol 026234 Show Plan 0

To access the page, navigate to IRB Assistant > Review Board Administration > [System Setup tab] > Setup COI
Status KSP/KPP Display link.

Setup Correspondence Template
Setup Review Cycle
Setup Submission Codes

Setup Submission Outcome Validation

22590

Setup COI Status KSP/KPP Display

All items shown appear in the COI Status panel by default, in the locations shown.

My Workspaces = IRB Board Setup COI Status KSP Display 8 Back

[ Reset coumns | [ save columns |

[~ coI Status &

View
Last Submitted COI Form ¥ | Date Submitted % | ShowForm ¥ | Matches Conflict

Date Added to | Annual COT
Study % | Due Date x Matches %

Joe Investigator Principal Investigator 07/30/2020 02/13/2020 DAnnual COI Form 4_23’,’33"332§DT 1 =]

Maich Object | o5l Gutcome % Reported Interest Third Party Reported Interest Type % | Reporting Action % | Date Submitted % | "=F "“"'b‘;‘ Management Plan %

Number x

Individual Annual | 07/28/2020 4:23:01

Reporting Form PM PDT 026234 Show Plan €&

008187 In Progress [9305] Local Government SFI - Publicly Traded Entity

To remove an item from the panel, click the corresponding Delete icon (red circle with a white X in the center).

Note that the plus sign/minus sign (expand/compress) icon in the View Conflict Matches column, and therefore
the expanded view presented to users in the sub-table (shown in screenshot above), only populate in the panel

when the View Conflict Matches box is present. If this item is deleted from the display, users cannot expand the
view for conflict match details.

When the Show Plan button item is deleted, the user can see that a plan is in place but cannot view the specific

plan.
If an item is removed in error, click the Reset Columns button to reset the panel to its default view.

When desired changes are complete click the Save Columns button. Changes can be confirmed in the COI Status
panel in the General Information tab of the Submissions area, or on the COI Status page.
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Setup Review Board Metrics Teams
Metrics for IRB teams can be tracked in the iRIS™ system. Teams are configured on the Setup Review Board
Metrics Teams page. To access the page, navigate to IRB > Review Board Administration > Setup Review Board

My Workspaces = IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Metrics Teams link.

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup ission O Vali
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams «

Setup Submission Status Graph

Setup Review Board Groups

Click the link to open the Setup Review Board Metrics Teams page, shown below.

My Workspaces = IRB Setup Review Board Metrics Teams n Back

Add Team

2 result(s) found..

Remove | Edit |Team Name |1'um Leader Analysts
® |’| Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinator, Jane
® |}'| Team 2 Administrator Smith, John

All previously configured metrics teams are listed on the page.

Add Review Board Metrics Team
Navigate to IRB > Review Board Administration > Setup Review Board Metrics Teams link.

My Workspaces = IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle
Setup Submission Codes

Setup ission O Vali

Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams «

Setup Submission Status Graph

Setup Review Board Groups

Click the link to open the Setup Review Board Metrics Teams page, shown below.
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My Workspaces = IRB Setup Review Board Metrics Teams Kl Back

Add Team

2 result(s) found...

Remove | Edit |Team Name |Tenm Leader Analysts

@ |)| Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinator, Jane
® |’| Team 2 Administrator Smith, John

Click the Add Team button at the upper right of the page. The Add/Edit a Team popup opens, as shown below.

Add/Edit a Team X

Save

*Team Name:

*Team
Leader(s):

*Personnel

Enter the desired Team Name.
Click the Add button in the Team Leader(s) section to add the Team Leader(s).

As shown below, the Add/Edit Leader popup opens for selection of the Team Leader(s). This popup contains the
names of all eligible board members.

Add/Edit Leader X

Save Changes

E ‘ User Name

(J | Administrator

O

Analyst, John

O

Carmichael, Bob

Coordinator; Jane

Coordinator, Jillian

O

Coordinator, OSF

]

Member, RB Coordinator

()  michelle, meecho
[ | Pithavath, Suchitra
[J Ramirez, Yvette

[0 Rands, Jeffery, PhD

[ Reviewer, IRB

O Reviewer, Leia

I Reviewer, Luke, Ph.D
[J Reviewer, OSF

[J  smith, Betty

[J | Smith, John

[0 stewart, Andrew

Click to select the checkbox(es) of the desired team Leader(s). Note that multiple selections are possible, as
shown in the example below.
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Add/Edit Leader X

Save Changes

User Name

Administrator

O

Analyst, John

4]

Carmichael, Bob

<]

Coordinator, Jane

Coordinator, Jillian

Coordinator, OSF

oo

Member, RB Coordinator

m}

michelle, meecho

Pithavath, Suchitra

Ramirez, Yvette

Rands, Jeffery, PhD

O

Reviewer, IRB

O

Reviewer, Leia

(0 | Reviewer, Luke, Ph.D
[J | Reviewer, OSF

[ | smith, Betty

(0 | smith, John

[0 | stewart, Andrew

Click the Save Changes button to save the selected Leader(s) to the team and close the popup. As shown below,
the selected Leader(s) is/are added on the Add/Edit a Team popup.

Add/Edit a Team X

“Team Name:

“Team
Lendort:

O carmichael, Bob

) coerdinator, Jane

*Personnel
Prostetar

Click the Add button in the Personnel Analyst(s) section. As shown below, the Add/Edit Analyst popup opens for
selection of the Analyst(s). This popup contains the names of all eligible board members who are assigned to an
Analyst role in the system.

Add/Edit Analyst X

Save Changes

4+ User Name

Analyst, John
Carmichael, Bob
Coordinator, Jane
Coordinator, Jillian
Coordinator, OSF
Ramirez, Yvette

Smith, John

B 8008 000l

Stewart, Andrew
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Click to select the checkbox(es) of the desired metrics team Analyst(s). Note that multiple selections are possible,
as shown in the example above.

Click the Save Changes button to save the selected Analyst(s) to the team and close the popup. As shown below,
the selected Analyst(s) is/are added on the Add/Edit a Team popup.

Add/Edit a Team X

#Team Name: Team3

“Team
Leader(s): Add J m}

O carmichael, Bob

) coordinator, Jane
*Personnel
Anaiyer(ay: | Add | | Dolete

) coordinator, Jillian

) Smith, John

[ stewart, Andrew

If any personnel are added to the team in error, click to select the checkbox(es) of personnel to be deleted and
click the applicable Delete button (in the Team Leader(s) or Personnel Analyst(s) section) to delete personnel
from the team, as shown in the example below.

Add/Edit a Team X

Save

*Team Name: ‘Team 3 ‘

*Team

] Coordinator, Jane

O Carmichael, Bob
*Personnel
s
Smith, John

Coordinator, Jillian
O Stewart, Andrew

A confirmation popup displays. Note that this same confirmation popup displays when deleting either Team
Leader(s) or Personnel Analyst(s) personnel.

Are sure you want to remove this personnel(s)?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the personnel.

Click CONFIRM to delete the selected personnel from the team and close the confirmation popup.
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Click the Save button to save the team configuration and close the popup. As shown below, the new team is
added on the Setup Review Board Metrics Teams page.

My Workspaces & IRB Setup Review Board Metrics Teams Kl Back

3 result(s) found

Remove | Edit |Team Name Team Leader Analysts
® |)'| Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinator, Jane
® |)'| Team 2 Administrator Smith, John
[
® |"| Team 3 Coordinator, Jane, Carmichael, Bob Smith, John, Coordinator, Jillian, Stewart, Andrew

Edit Review Board Metrics Team
Navigate to IRB > Review Board Administration > Setup Review Board Metrics Teams link.

My Workspaces = IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup Submission O Validati
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams «
Setup Submission Status Graph

Setup Review Board Groups

Click the link to open the Setup Review Board Metrics Teams page, shown below.

Add Team |

Edit ‘T:.m Name "ham Leader
® B Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinatar, Jane
® r_, Team 2 Administrater Smith, John
® B Team 3 Coordinator, Jane, Carmichael, Bob Smith, John, Coordinator, Jillian, Stewart, Andrew

Click the icon in the Edit column for the applicable team. The team record is opened for revision in the Add/Edit
a Team popup, as shown below.

Make desired changes to the Team Name.
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Add/Edit a Team X

Save

*Team Name: ‘Team 3 ‘

*Team

@] Coordinator, Jane

O Carmichael, Bob
*Personnel
ittt
Smith, John

Coordinator, Jillian
O Stewart, Andrew

Use the Add and Delete buttons in the Team Leader(s) and Personnel Analyst(s) sections to add or delete
personnel from the team.

In the example above, two of the three Analysts are selected for deletion. When the user clicks the Delete

button, a confirmation popup displays. Note that this same confirmation popup displays when the user attempts
to delete Team Leader(s) personnel.

Are sure you want to remove this personnel(s)?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the personnel.

Click CONFIRM to delete the selected personnel from the team and close the popup. As shown below, the
selected personnel are deleted on the Add/Edit a Team popup. This popup remains open for the user’s
convenience, so that additional changes can be made to the team if desired.

Add/Edit a Team X

Save

*Team Name: Team 3

*Team
Leader(s): acd

J coordinator, Jane

O carmicheel, Bob
*Personnel
Analyst(s): jacd

[ stewart, Andrew

To add personnel to the team, click the Add button in the applicable section (Team Leader(s) or Personnel
Analyst(s)). In the example below the Add button for Team Leader(s) was clicked, opening the Add/Edit Leader
page.
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Add/Edit Leader X

Save Changes

O | Administrator

O | Analyst, John
Carmichael, Bob
Coordinator, Jane

[ | Coordinater, Jillian
(0 | coordinator, OSF

[0 ' Member, RB Coordinator
[ | michelle, meecho

[ | Pithavath, Suchitra
[ | Ramirez, Yvette

(] | Rands, leffery, PhD
[ | Reviewer, IRB

O | reviewer, Leia

[ | Reviewer, Luke, Ph.D
[ | Reviewer, OSF

[ | smith, Betty

(0 | smith, John

[0 | stewart, Andrew

The names of personnel currently assigned as Team Leader(s) are selected (checkmarks in blue boxes in
screenshot above). Clicking the Add button in the Personnel Analyst(s) section opens the Add/Edit Analyst

popup.

Click to select the checkboxes of any personnel to be added to the applicable list (Leader or Personnel Analyst)
and click the Save Changes button to close the popup. Any personnel selected are shown in the applicable list on
the Add/Edit a Team popup.

When desired changes are complete click the Save button to save changes and close the Add/Edit a Team
popup. As shown in the screenshot below, the record is revised on the Setup Review Board Metrics Teams page.

My Workspaces = IRB Setup Review Board Metrics Teams Kl Back

3 result(s) found...

Remove  Edit |Team Name "Ie-m Leader Analysts

Team 2 Administrator Smith, John

Y (Y

®
®

Team 3 Coordinator, Jane, Carmichael, Bob Stewart, Andrew

Delete Review Board Metrics Team
Navigate to IRB > Review Board Administration > Setup Review Board Metrics Teams link.
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My Workspaces = IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup
Setup Review Cycle

Setup Submission Codes
Setup ission O Vali

Setup COI Status KSP/KPP Display
Setup Review Board Metrics Teams «

Setup Submission Status Graph

Setup Review Board Groups

Click the link to open the Setup Review Board Metrics Teams page, shown below.

My Workspaces = IRB Setup Review Board Metrics Teams Kl Back

3 result(s) found...

Remove | Edit |Team Name Team Leader Analysts
® B Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinator, Jane
® z Team 2 Administrator Smith, John
® B Team 3 Coordinator, Jane, Carmichael, Bob Smith, John, Coordinater, Jillian, Stewart, Andrew

Click the icon in the Remove column for the team to be deleted. The confirmation popup shown below displays.

Are you sure you want to remove this metrics team?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the team.

Click CONFIRM to delete the selected team and close the popup. As shown below, the selected team is deleted
on the Setup Review Board Metrics Teams page.

My Workspaces = IRB Setup Review Board Metrics Teams Kl Back

2 result(s) found..

Remove |  Edit ‘T==m Name Team Leader
® l’l Team 1 Reviewer, Luke, Ph.D, Analyst, John, Carmichael, Bob Smith, John, Coordinator, Jane
® |/‘| Team 2 Administrator Smith, John
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Setup Submission Status Graph
As shown below, a new Submission Status graphic has been added to the top of each of the tabs in submission
processing to give the user an at-a-glance view of the status of the submission at this specific board.

My Workspaces = [[RBNumber: IRB-19-180) jpg Unanticipated Events Form Kl Back
PI: Investigator, John

Protocol Ttems Misc ission Forms

m001318 UTI.‘ZQI.‘ZUZL mmnmor Rule - Effective 1951 F.fpeeof) stem cells on subjects currently being treated for Diabetes

Submission Details »
@ Submission Review Status i
Submission Component(s) »
Pre-review Screening » . Analyst Review . A . Submission Response
Srision s Gufia P Rl pevewers)  submecnitens Snd’ TS submedn
Completed Assigned Complete Assigned Generated

| Submission Correspondence ‘ _

Incomplete steps are shown in gray, completed steps are shown in the color designated in the system. If a user
bypasses a step by completing the next step, the bar for the bypassed step remains gray, indicating incomplete.

@ Submission Review Status i
. Analyst Review ’ Al e Submission Response .

Sprsem freve Gl mes o) et Sbmemeniens ol IRGT sbmesor
=19 Completed Assigned S1g Complete CEMALE Assigned Generated P

This graphic is configured under Review Board Administration, via the Setup Submission Status Graph link
(shown below).

My Workspaces & IRB Board Administration Kl Back

Download Board C L c - Copy c

System Setup H List Maintenance Satup H Clean-up |

Broadcast Notice Follow-up Study Notification Setup

Setup Committee List Reviewers Notification Setup
Setup Review Board Roles Internal Documents Notification

Satup Role Accass Intarnal Routing Notification

Setup Consent Template Pre Review Assignment Notification

Setup Cansent Builder Template ion Meeting Setup
Setup Cansen t Checklist Meeting Agenda And Minute Notification

Satup Elactronic Documant Stamp Maating Attandanca Notification Setup

Setup Study Numbering Outcome Letter Notification
Setup Agenda Categories Outstanding Stipulations Notification
Setup Finalized Agenda Document Template Special Purpase Forms Response Notification Setup

Satup Agenda Revision Documant Template Inactivity Submissian Notification Setup

Setup Expedite Report Template Task Inactivity Submission Notification Setup
Setup Meeting Minutes Template

Setup Management Plan

Setup Outcome Letter Groups

Setup Outcome Letter Templates

Setup Canned Motion

Setup Carrespondence Template

Satup Review Cycle

Setup Submission Cades

Setup Submission Outcome Validation

Setup COI Status KSP/KPP Display

Setup Review Board Matrics Teams
r_umn p———— «
'Setup Review Board Groups

Click the link to open the Setup Submission Processing Status Display page, shown below.
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I
| My Workspaces = IRB Setup Submission Process Status Display nBack

[ Reset Default Steps I I ‘Add Cusiom Step ]
Select the review process and Click "Create/Reset Default Steps” to create/reset defaults steps for selected review process
Select the review process and Click "Add Custom Step” to create custom step for selected review process

Click to remove steps in board Submission Process Status display:

Select the Review Process: | —none--

® ® ® ® ® ® ® ®

Submission Received Analyst Assigned Analyst Checklist Review Process Assigned

Reviewer(s) Assigned All Reviewer(s) Complete
Completed

Submission Items Submission Outcome
Reviewed/Approved Assigned

Instructions are provided to the user at the upper left of the page. The first step is to Select the Review Process,
then click:

Reset Default Steps — to populate the default steps for the selected process in default order

Add Custom Step — to add a custom step

My Workspaces (=] IRB Setup Submission Process Status Display n Back

[ Reset Default Steps | | Add Custom Step |
Select the review process and Click "Create/Reset Default Steps" to create/reset defaults steps for selected review process

Select the review process and Click "Add Custom Step” to create custom step for selected review process

Click to remove steps in board Submission Process Status display:

Select the Review Process: —none—

~naone--

® Full Committee Review @ ® ® @ @

Submission Received biew Process Assigned Reviewer(s) Assigned

All Reviewer(s) Complete Submission Items Submission Outcomme
Reviewed/Approved Assigned

Pre-Review changes requested
Process Administratively

As demonstrated below, once a review process is selected, the Reset Default Steps button is clicked and steps
are populated in default order, the order of steps can be rearranged via drag and drop with the mouse. In the
example screenshot below, the Analyst Assigned step has been dragged away from its original location to the

right of Submission Received. The dotted line indicates where the step can be placed by releasing the mouse
with the step at that location.
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My Workspaces =] IRB Setup Submission Process Status Display Kl Back

[ Resetoetaunsieps | [ Agacusomstep |

Select the review process and Click "Create/Reset Default Steps” to create/reset defaults steps for selected review process
Select the review process and Click "Add Custom Step” to create custom step far selected raview process

Click to remove steps in board Submission Procaess Status display:

® ® ®, ® ® ® ® ®

Submissien Recelved Analyst Checklist Review Process Assigned  §  Reviewsr(s) Assigned All Reviewer(s) Complete Submission Items Submission Outcome Response Letter
Completed H Reviewed/Approved Assigned G

Steps can be removed by clicking the delete icon ® at the upper right hand corner of the step.
To discard changes and start over, click the Reset Default Steps button.

The Add a Custom Step button can be used to add custom steps but must be set up by iMedRIS personnel.
Please contact Customer Service or your Project Manager for more information.

Setup Review Board Groups
Review board groups can be configured in the system to facilitate easier tracking and coordination of related
study and/or submissions activity across groups of review board users.

Review board groups are configured on the Setup Review Board Groups page. To access the page, navigate to IRB
> Review Board Administration > Setup Review Board Groups link.

My Workspaces [ IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams
Setup Submission Status Graph
Setup Review Board Groups «

Click the link to open the Setup Review Board Groups page, shown below.
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My Workspaces = IRB Setup Review Board Groups nBack

4 result(s) found...

Remove| Edit |Group Name

® Z NIAD
® & e
® , Neurology

® z Oncology

All previously configured review board groups are listed on the page.

Add Review Board Group
Navigate to IRB > Review Board Administration > Setup Review Board Groups link.

My Workspaces IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams

Setup Submission Status Graph

Setup Review Board Groups «

Click the link to open the Setup Review Board Groups page, shown below.

My Workspaces & IRB Setup Review Board Groups Kl Back

Add Group

4 result(s) found...

Remove| Edit |Group Name

® @ weo
® (& ma
@ @ Neurology
® ([ oot

Click the Add Group button. The Add/Edit a Group popup opens, as shown below.
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Add/Edit a Group X

Save

*Group Name: ‘

*Group
Member(s):

Enter the desired Group Name.

Click the Add button in the Group Member(s) section to assign personnel to the group. As shown below, the
Add/Edit Member popup opens. This popup contains the names of all eligible board members in the system. A
search filter is included at the top, for use in cases where the popup’s list of personnel is very long.

Add/Edit Member X

Save Changes
User Name: |
Specialty: || Filter

[J Administrator

User Name ‘ Specialty

(0 Analyst, John

| Carmichael, Bob Pediatric Oncology
[J Coordinater, Jane

(] coordinator, Jillian

(] Coordinator, OSF

[J Member, RB Coordinator

] michelle, meecho

] Pithavath, Suchitra

(] Ramirez, Yvette

[ Rands, Jeffery, PhD

[J Reviewer, Luke, Ph.D

[0 Reviewer, IRB

[ Reviewer, Leia

(] Reviewer, OSF

O smith, John Anesthesiology

|  Smith, Betty

] Stewart, Andrew

A sort tool is provided in the header of the far left, select column. Click the icon to toggle the list sort between
ascending and descending alphabetical order, by last name.

Click to select the checkboxes of personnel to be added to the group. In the example below three names are
selected.
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Add/Edit Member X

Save Changes
User Name: |
Specialty: || Filter

User Name ‘ Specialty
[J Administrator
(0 Analyst, John
Carmichael, Bob Pediatric Oncology

Coordinator, Jane

Coordinator, Jillian

Coordinator, OSF

Member, RB Coordinator

[}

michelle, meecho

Pithavath, Suchitra

Ramirez, Yvette

Rands, Jeffery, PhD

Reviewer, Luke, Ph.D

a

Reviewer, IRB

a

Reviewer, Lela
Reviewer, OSF

Smith, John Anesthesiology

0O aoo

Smith, Betty

Stewart, Andrew

Click the Save Changes button to add the selected personnel to the group and close the popup.

Add/Edit a Group X

Save

*Group Name: ‘ Peds ‘

*Group
Member(s):

O carmichael, Bob

D Reviewer, IRB

O Reviewer, Leia

If any personnel are added to the group in error, click to select the checkbox(es) of personnel to be deleted and
click the Delete button. As shown below, a confirmation popup displays.

Are sure you want to remove this personnel(s)?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the personnel.

Click CONFIRM to delete the selected personnel from the group and close the confirmation popup.
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Add/Edit a Group X

Save

*Group Name: ‘ Peds ‘

*Group

O Carmichael, Bob

O Reviewer, IRB

O Reviewer, Leia

Back on the Add/Edit a Group popup, click the Save button. As shown below, the new group is added on the
Setup Review Board Groups page.

My Workspaces = IRB Setup Review Board Groups | « LEE
Add Group

5 result(s) found..

Remove| Edit |Group Name

® @ o
® @ e
® O revoesr
® @ Oncology

® ] Peds

User can also be added to or removed from a group from Grant User Access & Define Roles for a review board,

as shown below.

My Workspaces & IRB Grant User Access & Define Roles Kl Back

Save Member Info

Name: Carmichael, Bob Grant IRB Administrative Rights

| Grant IRB Junior Administrative Rights
Highest Degree Earned: U 9
[[] Grant IRE Limited Administrative Rights

Committee  [Committee Voting Experienced

Specialty: Access Name Member Member
| [ Pediatric oncalogy Committee 1 (]
| Relationship to the| —
Institution: — Affiliated L Non-Affiliated Roles

| Affiliations: Remove () Board Member Vice-Chairperson
@ cCoordinator (C) Expediting Board Member

dministrative Assistant

Representational Capacity

x-0fficio Member

O scientist (O Non-Scientist () Chairperson
onsultant/Ad Hoc

Representative of Specific Fomr () Data Entry Member
Entity: - - .
() Non-voting Member (
Reviewer
| Remove () Alternate Member

For: [ administrator

s 0 nreo ] Member, rRE
O Oncology Coordinator
|
[ pediatrics [ michelle,
meecho

| O pithavath,
Suchitra

O Rands, Jeffery,

| | Primary Number: PhD
Cell Number: O Reviewer, IRB
pag" :“"‘:"f O Reviewer, Luke,
ax Number: Ph.D

Primary Email:

[ Rrev ewer, Leia
D Reviewer, OSF
O smith, Betty

D Stewart,
Andrew
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Edit Review Board Group
Navigate to IRB > Review Board Administration > Setup Review Board Groups link.

My Workspaces & IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams

Setup Submission Status Graph

Setup Review Board Groups «

Click the link to open the Setup Review Board Groups page, shown below.

My Workspaces = IRB Setup Review Board Groups Kl Back

5 result(s) found...

Remove| Edit |Group Name

® o
® [ e
® [ oo
® @

Click the icon in the Edit column for the applicable group. The group record is opened for revision in the
Add/Edit a Group popup, as shown below.

Add/Edit a Group X

*Group Name: |Pediatrics| |

*Group
Member(s): { Add ] { Delete }

D Reviewer, IRB
(] Carmichael, Bob
Reviewer, Leia

Make desired changes to the Group Name.
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Use the Add and Delete buttons to remove members from, or add members to, the group. In the example above,
one of the three group members are selected for deletion. When the user clicks the Delete button, a
confirmation popup displays.

Are sure you want to remove this personnel(s)?

CONFIRM CANCEL

Click CANCEL to close the popup without deleting the personnel from the group.

Click CONFIRM to delete the selected personnel from the group and close the popup. As shown below, the
selected personnel are deleted on the Add/Edit a Group popup. This popup remains open for the user’s
convenience, so that additional changes can be made to the group if desired.

Add/Edit a Group X

Save

*Group Name: ‘ Pediatrics ‘

*Group
Member(s):

O Reviewer, IRB

O Carmichael, Bob

To add personnel to the group, click the Add button. As shown below, the Add/Edit Member popup opens with
currently assigned group member names selected (blue check marked boxes in the far-left column). This popup
contains the names of all eligible board members in the system. A search filter is included at the top, for use in
cases where the popup’s list of personnel is very long.
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Personnel currently assigned to the group are selected (checkmarks in blue boxes in screenshot above).

Click to select the checkboxes of any personnel to be added to the group and click the Save Changes button to
close the Add/Edit Member popup. Any personnel added are shown in the group list on the Add/Edit a Group

popup.

Add/Edit Member X

Save Changes

User Name:

|
Specialty: || Filter

oo

User Name ‘ Specialty
Administrator
Analyst, John
Carmichael, Bob Pediatric Oncology
Coordinator, Jane

Coordinator, Jillian

Coordinator, OSF

Member, RB Coordinator

michelle, meecho

Pithavath, Suchitra

Ramirez, Yvette

Rands, Jeffery, PhD

Reviewer, Luke, Ph.D

Reviewer, IRB

Reviewer, Lela

Reviewer, OSF

Smith, Jehn Anesthesiology
Smith, Betty

Stewart, Andrew

iRIS™ v13.01

When desired changes are complete, click the Save button on the Add/Edit a Group popup.

As shown below, the Group is revised in the Setup Review Board Groups page.
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My Workspaces = IRB Setup Review Board Groups Kl Back

5 result(s) found...

Remove| Edit (Group Name

® o
® B we
® [& neurology
® [ oncoieay
® [ recirrics

Delete Review Board Group
Navigate to IRB > Review Board Administration > Setup Review Board Groups link.

My Workspaces & IRB Board Administration

| System Setup | | List Maintenance Setup | | Clean-up |

Review Board System Setup

Setup Review Cycle

Setup Submission Codes

Setup Submission Outcome Validation
Setup COI Status KSP/KPP Display

Setup Review Board Metrics Teams
Setup Submission Status Graph
Satup Review Board Groupe «

Click the link to open the Setup Review Board Groups page, shown below.

My Workspaces & IRB Setup Review Board Groups Back

5 result(s) found...

Remove| Edit (Group Name

® B e
® @ wme
® [& neurolosy
® [& oncolosy
@ E Pediatrics

Click the icon in the Remove column for the group to be deleted. The confirmation popup shown below displays.

Are you sure you want to remove this group?

CONFIRM CANCEL

©2021 iMedRIS Data Corporation192



IRB Assistant — Review Board Administration iRIS™ v13.01

Click CANCEL to close the popup without deleting the group.

Click CONFIRM to delete the selected group and close the popup. As shown below, the selected group is deleted
on the Setup Review Board Groups page.

My Workspaces ] IRB Setup Review Board Groups n Back

Add Group

4 result(s) found...

Remove| Edit |Group Name

® @ o
® [ e
@ Z Neurology
® [ oncoioer

Review Board Notification Setup

The Review Board Notification Setup panel, accessed via IRB Assistant > Review Board Administration > [System
Setup tab], provides links for configuration of various standardized notification types to be sent to applicable
study personnel and board members.

R ST Board Administration

SystemSetup | List Malntanance Setup Clean-up

ia Ravision Documant Tamplate

sa
Setup Expedite Report Tamplate
s.
s

Setup COI Status KSP/KPP Display

Notifications configured here are automatically sent to applicable personnel when study tasks (e.g., review,
signoff, set meeting availability, etc.) are assigned, completed, or overdue.

See the RBA Notifications manual for details of RBA notification configuration and management.
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List Maintenance Setup Tab

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

In the IRB Assistant module, system lists are accessed via IRB Assistant > Review Board Administration > List
Maintenance Setup tab.

See the IRB Assistant — List Maintenance manual for details of list configuration processes and settings.

Clean-up Tab
The Clean-up tab under IRB Assistant > Review Board Administration provides access to pages that allow the
system administrator to transfer tasks among staff members and unlock orders for editing.

My Workspaces = IRB Board Board Administration Kl Back

Transfer outstanding tasks
When a Coordinator leaves the institution, tasks assigned to that user must be reassigned to a different user in
order to avoid any breaks in study processing continuity.

IMPORTANT: the iRIS™ user profile for the Coordinator whose tasks are being reassigned must still exist in the
system, and that user must be designated as a Coordinator.

This process is completed on the Transfer RB Tasks page. To access the page, navigate to IRB Assistant > Review
Board Administration > Clean-up tab > Transfer outstanding tasks link.

IVt B LY. Board Administration i Back

ions . Capy Selected Configurations

System Sotup || List Maintenanca Satup H Clean-up

Review Board Systam Setup

The Transfer RB Tasks page opens, as shown below.
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| Transer task to new user |
Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:
[--none-- ~] —-none-—- |

=0 e

Here, the System Administrator or designee can look up a Coordinator name, view tasks assigned to that
Coordinator, and reassign them individually or in a group to one or more other, active Coordinators in the
system.

Click in the Select the user that tasks are currently assigned to field to open a dropdown list of users assigned to
the role of Coordinator.

[ Transfer task to new user ]

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

~=None-- ]

Aguilar-Villarreal, Argentina

Bonilla, Moises AMBA

Glaser, Trevor, M.D. Ph.D.

Gutierrez, Jane, B.S.

Jackson, Rachel

Jain, Ritu, M.D. Ph.D.

Makwana, Minarik, M.S.

Mandloi, Akasha, M.5.

Medlock, Stephen w

Title/ Task type

Click an item in the list to select the name of the Coordinator whose tasks are to be reassigned.

As shown below, all tasks currently assigned to the selected Coordinator populate in the Study Title/ Task type
list.

[ Transer task o new user |

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

[ Glaser, Trevor. M.D. Ph.D ~ » [--none-- ~]

Study Title/ Task type

Conflict of Interest Reviewer Assignment
Conflict of Interest Reviewer Assignment

Conflict of Interest Reviewer Assignment

Select the checkbox(es) for the task(s) to be reassigned to a different Coordinator.

Note that in the example above all tasks are selected, but individual tasks can also be reassigned to different
Coordinators by selecting a single task and repeating the process of reassignment multiple times.
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Click in the Select the user who will accepts these tasks field to open a dropdown list of users currently assigned

to the role of Coordinator.

[ Transfer task to new user ]

Select the user who will accepts these tasks:

Select the user that tasks are currently assigned to:

|Glasel. Trevor, M.D. Ph.D. hd ]

Aguilar-Villarreal, Argenfina
Bonilla, Moises A MBA
Glaser, Trevor, M.D. Ph.D.
Gutierrez, Jane, B.S,
Jackson, Rachel

Jain, Ritu, M.D. Ph.D.
Makwana, Minarik, M.S.
Mandloi, Akasha, M.S.
Medlock, Stephen

Study Title/ Task type

[#] | conflict of Interest Reviewer Assignment

[%] | Conflict of Interest Reviewer Assignment

[] | Conflict of Interest Reviewer Assignment

Click an item in the list to select the name of the Coordinator to whom the selected task(s) is(are) to be
reassigned, then click the Transfer task to new user button.

I Transfer task to new user I

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

| Glaser, Trever. M.D. Ph.D. | Medlock_ Stephe: v

L

[#] | cCenflict of Interest Reviewer Assignment

[#] | Conflict of Interest Reviewer Assignment

[#] | Cenflict of Interest Reviewer Assignment

A confirmation popup briefly displays, then closes automatically when its countdown timer expires.

Tasks were successfully transferrad.

The reassigned tasks now appear in the Workspace(s) of the new assignee(s).

Document Management
Study document version merge functionality is provided via IRB Assistant > Review Board Administration >

Clean-up tab > Document Management link.
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My Workspaces = IRB Board Board Administration Kl Back

Download Board Configurations Upioad Board Configurations ... Copy Selected Configurations

| systemsetup | [ ListMaintenanceSatup | | clean-up

Review Board System Setup

L] Transfer outstanding tasks

L] Document Management

The link opens the Find A Study page, as shown below.

My Workspaces & IRB Board Find a Study K Back

Find a Study Filters &

Display Projects by: | TRE Number ~ IR8 Number:
Study Alias: Study Status: | All - s o
Spansor: Study Classification: | All ~ (- S

Active | Principal Tnvestigator : Reference Number: ﬁ Find ...

Department: IRB Expiration Date -

Location Status: | All ~ Common Rule: | All ~

0 result(s) found... 0-0

Study Alias

Study Status n " IRB Number n 1IRB Expiration Date | —————————— | Principal Investigator
Study Title

No Studies found that match the filter criteria

Enter / select desired search criteria in the Find a Study Filters section (described below), and click the Find
button to execute the search. Click the Reset Find Options button to reset all filter fields.

The Display Projects by dropdown allows for selection by number type (e.g., study/protocol number, IRB
number).

Text entry fields are provided to search by full or partial Study Number/Alias, Sponsor name, Department, IRB
Number or Reference number.

The Principal Investigator (PI) field can be used to search by full or partial Pl name and includes a button to
toggle the search between Active or Inactive Pls. As shown below, the button is toggled to Active by default.

Click the Active button to toggle it to Inactive, as shown below.

FPOITSOT I I

Inactive Principal Investigator: |

Note that it is not possible to search by both Active and Inactive Pls simultaneously.

The Location Status dropdown allows for selection by Location Status. Note that Location Status is configured by
the institution under System Administration > Setup Locations Status.

The Study Status dropdown provides a pick list to filter the search by study status. Click an item in the list to
select it.

The Study Classification dropdown provides a pick list to filter the search by study classification. Click an item in
the list to select it.
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Calendar widgets are provided for searching by IRB Expiration Date range. Available date range options are as
follows:

— to limit the search to studies whose IRB Expiration Date occurs on or after a specific date,
click the left-hand calendar widget and select the desired start date; leave the right-hand
date field blank

— to limit the search to studies whose IRB Expiration Date occurs on or before a specific date,
click the right-hand calendar widget and select the desired end date; leave the left-hand date
field blank

— to limit the search to studies whose IRB Expiration Date occurs between two specific dates,
select the desired start date using the left-hand calendar widget and the end date using the
right-hand calendar widget

Find a Study Results Section
As shown in the screenshot below, after search criteria and filters are applied and the Find button is clicked,
results are displayed in the lower part of the Find a Study page.

My Workspaces & IRB Board Find a Study | < [:EY

Find & Study Filters

Display Projects by: | [R& Number v IRB Number: | & Reset
Study Alias: Study Status: | Al - Find Options
Sponsar: Study Classification: | Al v ﬁ

Active  Principal Investigator : Reference Number:

Find ...

Department: 1IRB Expliration Date =y = "_', I"‘::v;l‘?:;‘

Location Status: | All ~ Common Rule: Al v

8149 result(s) found... - p

Study Alias

Location
Status

Location IRB Number IRB Expiration Date Principal Investigator

Study Title
NovaRx Mussatto, Donna
H120010 No 07/17/2013 Registration Phase III Study of Lucanix (Belagenpumatucei-L) in Advanced
Non-small Cell Lung Cancer
[9006]
Special
50421 Mussatto, Donna Research
raft H120016 Yes Initiatives
(cC 108)
€TSU 50421: Phase IIT Study of Docetaxel and Atrasentan vs Docetaxel and
Piacebo for Patients with Advanced Hormone Refractory Prostate Cancer

Columns in the results section of the page are:

Select — click the icon in this column to open the Document Management page and proceed
with merging document versions (see the Merging Document Versions subsection of this
manual)

Study Status — current study status (e.g. Open, Pending, Draft, Completed)
Location — current study location
Location Status — status of the study at the specified location

IRB Number — IRB number assigned to the study, if any
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2019 Common Rule? — whether or not the study is subject to the 2019 Common Rule; see the
Common Rule Display section of this manual for more information
IRB Expiration Date — IRB expiration date, if any

Note that the title and contents of the IRB Number and IRB Expiration Date columns are dictated by the Display
Projects by filter setting in the upper part of the Find a Study page, shown below.

Find a Study Filters &
* Display Projects by: | [ACUC Number v IACUC Number: |
Study Number: EALALILICS Study Status: | Al
IACUC Number
Sponser: | [BC Number Study Classification: | All
[l Adiver . [Hemcieel Reference Number:
Investigator:

Department: IACUC Expiration Date [l - =
IACUC Full Renewal Expiration: ] - =]

Study Alias [or Number] — Nickname/Number given to the study in the Study Application
Study Title — Study Title entered in the Study Application
Principal Investigator — name of the Principal Investigator on the study

Sponsor —name of the Sponsor on the study

Merging Document Versions
When the desired study is listed in the results section of the Find a Study page, click the applicable icon in the
Select column.

1 result(s) found... 1-1p
IACUC o
Expiration
Date Alias

Select Study Status IACUC Number _— | —— Principal Investigator Sponsor

IACUC Full Study Title
Renewal
Expiration
VA Merit:
Arrestin
. 07/25/2013 Regulation of Hauger, Richard L
=1 CRF1 Signaling

Arrestin Regulation of CRF1 Signaling: Mechanisms for Stress Resilience and PTSD

The selected study is opened in the Document Management page.
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My Workspaces IRB Document Management | 4 |
Mm Study Title : Arrestin Regulation of CRF1 Signaling: Mechanisms for Stress Resilience and PTSD

Please follow the next steps:

-Select a root document.

-Select the documents that you want to associate.
-Review your selections.

-Apply changes.

Associate Study Documents or Consents

Select Category: | All v Title:
Version #: .0 Document Outcome: | Al v
Approval Date: v between -vl Expiration Date: vl between

Document Type: ® Documents Consents

Filter Documents

Select Root

Docament | VEFSion ‘Tlﬂe} Category Document ‘ Approval Date | Expiration Date ‘
1.0 12-020 Figure 1 \
w 07/26/2012 ACORP Diagram o ake
1.0 test . . @
LT 11/13/2012 Revision modified by the IRB - VA
12.68 KB

All version 1.0 study documents associated with the selected study are listed in a Root Documents table. Click
the icon in the Select Root Document column for the applicable document.

All versions of the selected document populate, and the Select Root Document column is replaced with a Select
Document column containing select checkboxes. Prepare Changes, Select a Different Root Document and Filter
Documents buttons populate in the upper right corner above the table.

[ Prepare Changes } [ Select a Diferent Root Document ] [ Filter Documents
Select | yorcion Tile/  Category Document Outcome | Approval Date Expiration Date
Document
Se}!\:(otted l‘Dl 12-020 Figure 1
Document  07/28/2012 ACORP Diagram 32.44 KB
11 12-020 Figure 1
v 7/26/2012
07/25, i
ACORP Diagram 12.456 KB
v 1.2 12-020 Figure 1
07/26/2012 i
ACORP Diagram 12.456 KB

Click the Select a Different Root Document button to revert to the prior version of the Root Document table,
where a different root document can be selected.

Select the checkbox(es) for all document versions to be merged with the root (version 1.0) document and click
the Prepare Changes button.
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[ Prepare Changes ] [ Select a Difierent Root Document I [ Filter Documents ]
Select " _
Docament | Version Document Outcome | Approval Date Expiration Date
Selected 12-020 Figure 1 W
Root Lo : A
Document | 97/26/2012 ACORP Diagram 32.44 KB
1.1 12-020 Figure 1
e s
07/26/2012 ACORP Diagram 12.45 KB
- 1.2 12-020 Figure 1
07/26/2012 ACORP Diagram 12.46 KB

The selected documents are opened in a Prepare Changes popup window. If multiple versions of the same root
document are chosen from the Root Documents table, all versions of that document are selected by default in

the popup.
Prepare Changes X

Document Title Current Version Proposed Version Category

! 12020 Figure 1 ¥ el ACORP Diagram %

# [12-020 Figure 1 1.1 11 ACORP Diagram v

T 12-020 Figure 1 1.2 1.2 ACORP Diagram v

< [12-020 Figure 1 1.3 1.3 ACORP Diagram v
ACORP Diagram 1.1 1.|a v
ACORP Diagram 1.2 1[5 v

Columns in the popup are:
— Document Title: original name of the document, editable
— Current Version: current version of the document
— Proposed Version: suggested version of the document following the merge, editable
— Category: category to which the root document is assigned, editable

Any versions of the root document that were not chosen from the Root Document table also appear in the
popup but are not selected by default. Click the applicable blank box(es) in the far-left column to select the
additional document version(s) to be merged, as shown in the screenshot below.
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Prepare Changes X
Document Title Current Version Proposed Version Category

Ci 12-020 Figure 1 & 1.0 ACORP Diagram He)

v |12-020 Figure 1 1.1 1.1 ACORP Diagram v
¥ |12-020 Figure 1 1.2 1.2 ACORP Diagram v
v |12-020 Figure 1 1.3 1.3 ACORFP Diagram v
¥ | ACORF Diagram 1.1 1.4 v
T ACORP Diagram 1.2 1.5 v

Note that the documents to be merged can have different Document Titles.

Click the Merge Documents button. The Prepare Changes popup is updated with proposed merged document
version details.

Prepare Changes X
Title/Category Document Outcome Approval Date Expiration Date
1.2 12-020 Figure 1
1 107102012 i
ACORP Diagram 12.46KB
11 12-020 Figure 1 @
02/21/2013 i
S s \ACORP Diagram 13.91 KB
- 12-020 Figure 1 @
0-9,’28.,’201.2 ACORP Diagram
13.51 KB

Note that in the example shown above only the top three document versions were selected.

Click the icon in the View History column to preview document version history as it will appear after the merge is

complete.

Click any document icon in the File column to open that version of the document in a separate, read-only
window.
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Click the Cancel button to cancel the merge and return to the pre-merge version of the Prepare Changes popup,
as shown below.

Prepare Changes X
Document Title Current Version Proposed Version Category
s. 12-020 Figure 1 5| 1.0 ACORP Diagram %
L4 12-020 Figure 1 1.1 1.1 ACORP Diagram v
v 12-020 Figure 1 1.2 1.(2 ACORP Diagram v
L4 12-020 Figure 1 1.3 1.3 ACORP Diagram v
ACORP Diagram 1.1 1.4 v
ACORP Diagram 1.2 1./5 v

Click the Confirm button to complete the merge. A confirmation popup appears.

Confirm the action of reorganizing the documents.

Are you sure you want to reaorganize the documents?

CONFIRM CAMNCEL

Click CANCEL to close the confirmation popup and return to the Prepare Changes popup.

Click CONFIRM to complete the merge. The selected versions are merged and a “Documents have been
reorganized” countdown popup briefly appears. The countdown popup closes, and an updated version of the
Root Documents table is loaded.
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