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IRB Assistant - Review Board Administration

Introduction

Within IRB Review Board Administration, you can setup configuration lists, define Outcome Letters, define Meeting
Agenda and Minutes templates, and setup automatic review board-related notifications. Review Board Administration is
typically reserved for Review Board Administrators.

System Setup

The first section of Review Board Administration is System Setup. This area allows you to manage the general setup of
the review board. You can define review board details, set up review board roles, and define their access in iRIS. You can
also create the templates for Outcome Letters, Minutes and Agendas, Consents, Invoices, and Correspondence. You will
also set up your institution’s Review Board Notifications.

My Workspaces = IRB Board Administration n Back

Copy Configurations

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

Review Board System Setup Review Board Notification Setup

Board Definition Review Response Motification Setup

Board Configuration Options Continuing Review Notification Setup
Broadcast Notice Follow-up Study Notification Setup
Setup Bundle Email Template Expiring Study Notification
Setup Committee List Reviewers Notification Setup
Setup Review Board Roles Internal Documents Notification
Setup Role Access Internal Routing Motification
Setup Consent Template Pre Review Assignment Motification
Setup Consent Builder Template Meeting Agenda And Minute Motification
Setup Consent Checklist Meeting Attendance Notification Setup
Setup Electronic Document Stamp Designated Review to be placed on the Agenda Notification
Setup Study Numbering Outcome Letter Notification

Setup Agenda Categories Outstanding Stipulations Notification

Setup Finalized Agenda Document Template Special Purpose Forms Response Notification Setup
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 Template Language

Setup Correspondence Template

Setup Review Cycle

Setup Submission Codes

© iMedRIS Data Corporation 4
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Copy Configurations

Note: This is a tool designed to help with the initial setup of iRIS. It is not recommended that this be used once your
review boards are set up or once your system is live. This also must be used in conjunction with other IRB review board
modules. Configurations cannot be copied from review boards that are different types (IRB to IBC, IRB to IACUC), but can
only be copied to review boards that are the same type (IRB to IRB, IBC to IBC, IACUC to IACUC).

If you have two review boards of the same type, you can copy configurations that are set in one review board to another
review board of the same type.

Click on the Copy Configurations button to get started.

My Workspaces [ IRB Board Administration Kl Back

Copy Configurations

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

Review Board System Setup Review Board MNotification Setup

Board Definition Review Response Notification Setup

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

Setup Consent Builder Template Meeting Agenda And Minute Notification

Setup Consent Checklist Meeting Attendance MNotification Setup

A new screen will open, displaying the available configurations that can be copied to the other review board.

My Workspaces & IRB Copy Review Board Configuration
Source bestination : l Copy Configurations l ’ Helpful Infermation l |
IRE Mone A4

al
Review Board Systemn Setup - General Review Board Motification Setup
|

Board Definition Help Submission Netification Setup

Board Configuration Options Continuing Review Motification Setup
Setup Committee List Renewal Notification Setup |
Setup Review Board Roles Expiring Study Motification |
Setup Role Access Reviewer Assignment MNotification |
Setup Consent Template Rewviewers Complete Motification |
Setup Consent Builder Template Internal Routing Complete Notification
Setup Consent Checklist Pre Review Assignment Notification
Setup Electronic Document Stamp Meeting Attendance Motification

Setup Study Numbering Member Attendance Change Notification |

MW wmm o o

Setup Agenda Categories Designated Review to be placed on the Agenda Notification

Setup Finalized Agenda Document Template Outcome Signoff Letter Notification |

L 2 O v e A A R e P

ier.copyResult{ "Setup Finalized Agenda Document Qutcome Signoff Complete Notification
== A\ EAT-Fir
Template®, RB_SETUP_AGETJDA_TEMP %= Outcome Letter Notification |
Setup Agenda Revision Document Template Qutstanding Stipulations Notification |
Setup Expedite Report Template :

Internal Documents Notification

Tk Mmbime Mimoban Trmmnlobn

© iMedRIS Data Corporation 5



IRB Assistant - RB Administration

iRIS
11.02
At the top of the page, the source is listed. This is the review board you are currently in. You will need to select a
Destination review board. Only review boards of the same type will populate in the Destination drop-down list. When a

destination is selected, checkboxes will populate next to each configuration option.

orkspaces [ IRB
Source : Destination : - 5
[ Cancel Copy l l Copy Configurations l l Helpful Information ]

IRB | second IRB v |

Board Definition Help Submission Metification Setup

Board Configuration Options Continuing Review Motification Setup

Setup Committee List Renewal Motification Setup

Setup Review Board Roles Expiring Study Notification

Setup Role Access Reviewer Assignment Notification

Setup Consent Template Reviewers Complete Notification

E Setup Consent Builder Template B Internal Routing Complete Notification

]
]

Note: certain configurations of the IRB cannot be copied:

Setup Review Board Roles
Setup Electronic Document Stamp
Setup Correspondence Template

Study Status Configuration List

Select the checkbox next to the configuration items that you would like to copy to the other review board. If you do not
wish to proceed, click the Cancel Copy button to return to the Review Board Administration list. To proceed with the
copy, click the Copy Configurations button.

orkspaces & IRB
ISRD; ree DS:;:E::;H : v ’ Cancel Copy ] l Copy Configurations l [ Helpful Information ]
¥| Board Definition Help Submission Notification Setup
#| Board Configuration Options Continuing Review Motification Setup
Setup Committee List Renewal Motification Setup
#| Setup Review Board Roles Expiring Study Notification
Setup Role Access Reviewer Assignment Motification
Setup Consent Template Reviewers Complete Notification
Setup Consent Builder Template Internal Routing Complete Motification
Setup Consent Checklist Pre Review Assignment Motification
#| Setup Electronic Document Stamp Meeting Attendance Notification
Setup Study Mumbering Member Attendance Change Netification
Setup Agenda Categories Designated Review to be placed on the Agenda Motification
Setup Finalized Agenda Document  This option will copy the master CQutcome Signoff Letter Notification
.Templa-te P N temeiate only. Qutcome Signoff Complete Notification
ier.copyResult{ "Setup Finalized Agenda Document
Template”,"RE_SETUP_AGENDA_TEMP™)%= Outcome Letter Notification
Setup Agenda Revision Document  This option will copy the master Outstanding Stipulations Notification

Template template only.

© iMedRIS Data Corporation 6
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The screen will refresh and update. Any item successfully copied will turn green, and items that did not copy successfully

will turn red. An item may not copy over if there is no data from the source review board or if that field is not turned on
in the destination review board.

Note: When performing a copy from one board to another, if any field is populated in the destination board, it will be
overwritten.

Good practice for successful copying is to have each item in the source review board completely configured and ready to
copy so you only need to copy one time. iMedRIS recommends only performing the copy one time to the destination
review board.

Board Definition
The first item in the Review Board System Setup list is the Board Definition.

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

Setup Finalized Agenda Document Template

S S

This page allows you to specify details regarding the review board. There are two required information fields: Review
Board Name and Review Board Type. The Review Board Type is a list of predefined board types as specified in your
contract with iMedRIS Data Corporation. For more information on the different types of available review boards, please
contact your iMedRIS project manager. This list will be grayed out on this page, as the review board type has already
been defined.

You may update or add information regarding the board’s Assurance Number and Assurance Expiration, Primary Address,
Phone Number, and E-mail, and add any comments. Click the Save Definition button on the top right of the page to
retain your changes.

© iMedRIS Data Corporation 7
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My Workspaces = IRB Setup Board [l Back

Save Definition | |

*Review Board Name: IRE
*Review Board Type: Institufional Review Board L
Assurance Number:

Assurance Expiration: '

Comments:

Primary Address:

Street: 3330 La Jolla Village Drive
City: |3an Diego
State: CA v
Zip/Postal Code: 92161
Country: | United Siates v

Primary Phone:
Phone Mumber: 353-552-7434
Primary E-mail:

E-mail:

Board Configuration Options

This page lists the properties that you can configure within the review board. Before changing these properties, it is a
good idea to have a working knowledge of your system and of any potential changes. It is also a good to verify changes
with iMedRIS personnel before applying them to a live system.

The properties are divided into categories and these categories are displayed on the left panel of the screen. To view the
properties in a category, click the category in the left panel, and all the properties related to that category will display.
The “Yes” and “No” radio buttons indicate that the properties are on/off. Any other value indicates that the property is a
variable.

Please see the IRB Assistant - Properties manual for specific information related to each property.

© iMedRIS Data Corporation 8
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My Workspaces IRB Setup Board Properties [l Back

RB Properties List l Download Properties Script ]

Board Setup . ) _
Document Processing » 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

Consent Processing

Reviewers

Meeting Settings

Security

Multi-site Setup

Recommendations and

Stipulations

Study Board Properties

Amendments

Submission Prereview

Letter

Submissions

Maotification

Fee tracking

Internal Routing

Training

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

Broadcast Notice

Broadcast Notice is a tool that will allow you to send an email to review board members and users associated to the
review board (users on studies that are associated to the review board). Use this tool from within the review board to
send out alerts and messages that pertain to this group of users. There is another Broadcast Notice that can be setup and
sent from System Administration; however, this will send to all users in iRIS.

When you open the Broadcast Notice page, the system will display any broadcasts previously set up/sent out. The first
time you open this page, the page will be empty.

Click on the Add a New Notice button.

My Workspaces & IRB Broadcast Notice i Back

l Add a New Notice ] [ Delete Selected MNotice ]

‘Edl‘t_f‘o"lew Subject ‘Date Sent ‘Lasl: Modified By

IRE - Broadcast Motice July 21, 2017 Admin

A new page will open, allowing you to provide a Subject for the notice, enter the Content, and attach any documents, if
necessary.

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

© iMedRIS Data Corporation 9
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’ Return To List ] ’ Temp Save Notics | [ Send ]

Add a new notice.

“Subject: New Policy

Content:

" B T u & x » Verdana - 11 - s I~ 9~ =~

iii
L]
iii
4
lil

% @ o #*£ & 9

The new policy will take effect on January 2020 for ...

Attachments:
Add a new Attachment

No Attachments have been added to this broadcast.

If you have started the broadcast notice but are not ready to send it yet, you can save the notice without sending by
clicking the Temp Save Notice button. Doing this will save the notice and return you to the list of broadcast notices. You

can return to the notice by locating it in the list of notices and clicking on the L. icon.

When creating your notice, only the Subject field is required. This allows you to temporarily save your notice without
providing any detail in the Content section. You can type in the Content field or copy and paste.

If you need to attach a document to the notice, click on the Add a new Attachment button.

A new page will open. Enter the Title of the document and click the Upload button to search your computer for the
document you wish to upload.

My Workspaces & IRB Add Attachment i Back

*Title: |Policy Document

Load the document into iRIS: Upload ...

Once you upload a document, the page will refresh and display an icon to the left of the Title. Click the Save and Return
button to associate the document to the notice.

© iMedRIS Data Corporation 10
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My Workspaces = IRB Add Attachment n Back

Save And Return

w *Title: |Palicy Document
RTF Load the document into iRIS: Upload ...

The associated document will display in a table in the Attachments area. You can add multiple attachments to the
broadcast; however, your email server may have a restriction on the max file size for documents attached to outgoing
emails. You may want to check with your email administrator on any limitations before sending large documents through
the broadcast. You can remove an associated document by selecting the checkbox next to the document and then click
the Delete Selected Attachment(s) button.

Attachments:
[ Add a new Attachment ] [ Delete Selected Attachments(s) ]

L= Attachment Name

Attachment

"

Policy Document
RTF

Once you have defined the Subject, entered Content, associated any necessary documents, and are ready to send the
broadcast notice, click on the Send button. A small popup window will open, allowing you to choose the recipients of the
broadcast notice. It will default to “Send to KSPs and review board members;” un-checking the box will give the option to
send to all KSPs or review board members.

Please choose where email destination:

¥ Send to KSPs and review board members

oo

Make your selection and click Send or Cancel to close the window and return to editing the notice.

You will then be returned to the list of broadcast notices. Your broadcast notice will populate in the list. The Date Sent
column will update with the date you sent the notice. You can view the notice to see the content, but you will not be
able to edit or delete sent notices. You are only able to edit/delete notices that haven’t been sent out.

© iMedRIS Data Corporation 11
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My Workspsces @ D
[ Add a New Notice | ’ Delete Selected Notice ]

|Edit;v1ew Subject Date Sent

Mew Policy July 24, 2015 admin Admin Admin, J.0. Brig. Gen.

Setup Bundle Email Template
This option allows you to create an email template to be included with bundle emails sent from the Submission
Complete tab of the submission processing screens. Clicking this link will open the RB Bundle Template screen, where

%

you can click the - icon to open and edit the template. You can click Delete Notification to delete the existing

template.

My Workspaces = IRB RB Bundle Template n Back

Send E-mail Notification

5
il Bundle Email Template Bundle Email Template Yes Delete MNotification

If no template has been added, click Add Notification.

My Workspaces & IRB RB Bundle Template Kl Back

Send E-mail Notification

RB Bundle Template Mot Defined Mat Defined Add Notification

When editing the bundle email template, first, enter a subject in the E-mail Subject field. You can use the Send E-Mail
Notification flag to determine whether an email will be sent along with the notification.

My Workspaces = IRB Edit RB Bundle Template n Back

’ Insert Mergs Code ] ’ Save Notification ] :

-

E-mail Subject: Bundle Email

Send E-Mail Notification: ® ves Mo

*Recipient(s):

Additional recipient(s):

v B I U 5§ x x? Verdana * 11 - & I v =~ =~ =~

Content:

© iMedRIS Data Corporation 12
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Click the Recipient(s) link to open a screen where you can search for users in your iRIS system to whom you can send the
email or click Additional recipient(s) to add non-iRIS users and their email addresses. To delete a recipient, check the box

next to their name and click Delete.
Enter email content in the Content field, and enter merge codes, if desired, by clicking the Insert Merge Code button.
Click Save Notification to save your changes.

Setup Committee List
Committee Setup lists the current committees for the review board. From the Committee Setup list page, you can add
new committees and edit/delete existing committees.

Opening the Committee Setup page will display a list of the current committees in your review board. This is a list of the
committees only; access to committees is defined in a user’s account. Once a committee is set up, then you will be able
to associate users to the committee through user access in the system.

My Workspaces & IRB Setup Committee List I Back

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

152 result{s) found... i-10 p

‘ Edit | Order |Committea Name

0 IRB one

0 IRB three

If your review board is set up for Committee Submissions (property rb.use_submission_by_committee is set to Yes), the
system will be setup to route submissions to individual committees and not the review board as a whole. The
committees in this list are the committees that will be routed the submissions. When your review board is set up for
Committee Submissions, members of one committee will not be able to access submissions that were not sent to their
committee.

Most systems are not setup for Committee Submissions; rather, all submissions arrive in the review board’s Submissions
gueue and, when processing a submission, it will be placed on the appropriate committee’s meeting date. Each
committee set up will have its own set of meeting dates.

Committees can be added, removed, and renamed from this area.

To add a new committee, click the Add a Committee button, enter the desired Order Number (order in which the
committees are listed), committee name in the Description, and then click the Save Committee button.

My Workspaces = IRB Setup Committee List Back

Save Commitiee

“Order Number: D

Description: |IRB one

To delete a committee, select the checkbox next to the committee name, and then click on the Delete Selected
Committee(s) button.
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To rename a committee, click on the ~— icon next to the committee name.

A new page will open. You can modify the name by changing the Description. Click the Save Committee button to save
your changes.

The changes will display in the list of committees.

If your account has been assigned to more than one committee within the review board, you will be able to flip between
the committees by selecting the appropriate committee from the Review Board Assistant menu.

Each committee will have its own unique information. Switching committees will show you details for that committee
when you click on certain screens in the review board assistant menu — Meeting Agenda, Meeting Minutes, and Meeting
Manager will all display information only for the committee you are currently in.

If your system is setup into Committee Submissions, the submissions queue will only contain forms sent to the
committee you are currently in.

IRB Assistant Workspace

SEE TR GO '

Add a new Study IRE three

Find a Study IRB two

Setup Review Board Roles

Your review board will be preset with review board roles that you can associate to users within your review board. These
roles are listed in Setup Review Board Roles. From here, you can rename certain roles or add new roles as needed. Each
role you define in this list can then be setup in the Setup Role Access area to have access to only certain screens within
the review board. This is covered in Setup Role Access in the following section.

Opening the page will list out all the current roles for your review board. These are iRIS predefined review board roles
and you can rename these as needed (if you want to call a role something else) but you cannot delete the role. These

predefined iRIS roles will say Yes in the Reserved column, and you will not see a © icon next to the role name.
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Filter By In Use: ® ves O No
20 result(s) found... i-10 }
T = N T
t 3 1 Board Member Yes Yes Yes Yes No
‘7 | 2 IRB Staff Yes Yes No Yes No
\_ 3| 3 Chairperson Yes Yes Yes Yes No
a5 4 Data Entry Member Yes Yes No Yes Yes
t 3| 5 MNon-Voting Member Yes Yes No Yes Yes
=5} 6 Alternate/Board Member Yes Yes No Yes Yes
\_ 1 7 Vice-Chairperson Yes Yes Yes Yes Yes
a5 8 Expediting Board Member Yes Yes Yes Yes No
t 3| 9 Auditor 1 Yes Yes No Yes No
33 10 Ex-Officio Member Yes Yes No Yes No

%

To change an existing role name or change the order in which it is displayed, click the -~ icon.

A new page will open. From here, you can change the Order Number and Role Name. You can also change the In Use and
Allow Alternate for Meetings flags. When you are finished making changes, click the Save button. To return to the list of
roles without making changes, click on the Back to List button.

My Workspaces = IRB Setup Roles List Kl Back

Edit a Board Role.

*Order Number:

“In Use: (® veo Mo

“Role Name: [Board Member

“Allow Alternate for Meetings:  ® vas () o
“Include in Minutes and Agenda? ® ez () 1y

*Include in Correspondence? Yes ® ng

To add a new role, click on the Add a New Board Role button.

Enter the Order Number and Role Name.

My Workspaces & IRB Setup Roles List I Back

Add a Board Role.

“Order Number:

“InUse: ® vas (g

*Role Name: |

“allow Alternate for Meetings: Yes ® No
“Include in Minutes and Agenda? ® yves (g

*Include in Correspondence? @ vez () o
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In Use — You can specify whether a review board role is in use, telling the system whether to activate the role or not. If In
Use is set to Yes, then you will be able to assign a user this role. If In Use is set to No, then you won't be able to assign a
user this role. The reason for this functionality is to discourage deleting a role that has been used and is assigned to
users. Rather than deleting the role, you can set In Use to No, which will preserve the history of this role and will remove
the role from future use. If a role that has been used in the past is deleted, links and historical records associated to the
role may not display properly.

Allow Alternate for Meetings — Set this flag to Yes to allow members assigned this role to be assigned an alternate at a
meeting. Any user given the Alternate Member role or a role with this flag set to Yes will be included in the Alternate For
list within Grant User Access & Define Roles as shown in the screenshot below.

My Workspaces = System Administration Assign IRB Roles for Administratorl , System, Esq.
Save User Role
Grant IRB Administrative rights
Grant IRB Junior Administrative rights
ccess
IRB one
Roles
Board Member Auditor 1 test for special RB role
IRBE Staff Ex-Officio Member final test role
Chairperson Consultant/Ad Hoc Roman tes 2
b Reviewer
Data Entry M IS0
ata bntry Member Julia Test Role
Mon-Voting Member PO Senior IRB Staff
Vice-Chairperson Doa Test Role
Expediting Board Alternate/Board
Member Member
Alternate for: aaa, abed, D Mchaboe, Jim
Ack, Billy, R.N. Member, IRB

Ack, Abby, MSN Ph.D.
admin, Admin Admin, J.D. Brig.

Include in Correspondence — Set this flag to yes will allow members to be included in the Correspondence Contact list.
Users assigned to roles flagged to include in correspondence will appear in the Correspondence list when sending a study
correspondence. If the role is flagged no, users associated to the role will not appear in the Correspondence List.

My Workspaces [ IRB Correspondence contact Kl Back
e I~ O
iE

IRB Committee 1

Board Member Administrater
Analyst, John
Chair, Department

Coordinatar, Jane

When you are finished adding the details for the new role, click on the Save button.

If there are more than ten roles in the list, you will need to use the page navigation to see the role you added. At the top
right of the table is an arrow that you can click to view the next page.
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My Workspaces = IRB Setup Roles List ¥ Back
Filter By In Use: ®) ves No

20 result{s) found...

Correspondence
1 Yes Yes ves Yes
(3]

Board Member No

i 2 IRB Staff Yes Yes No Yes Mo
3| 3 Chairperson Yes Yes Yes Yes No
1 4 Data Entry Member Yes Yes No Yes Yes
5 Mon-Voting Member Yes Yes No Yes Yes

Any role added outside of the pre-existing roles will read “No” in the Reserved column.

My Workspaces © IRB Setup Roles List £l Back
Filter By In Use: ® ves No
20 result{s) found... 1-10 ’

Correspondence

1 Board Member Yes Yes Yes No
L=

2 IRB Staff Yes No Yes No
3]

3 Chairperson Yes Yes Yes No

—

Setup Role Access

This feature gives you the ability to allow user(s), by role on the review board, read/write privileges within certain
screens and forms. The Role Access matrix gives access to various screens within your review board assistant, study
management, and forms that have been given IRB access in form designer.

This page will list out available screens on the left side of the matrix. The top of the page displays a list of current review
board roles. Within each role are checkboxes for Read and Write. Each of these cells represents access for that user to
the screen name on the left.

If the Read and Write checkboxes are both selected, that means the user has been granted full access to that page in the
system — to view the page and update records on the page.

If Read is selected, but Write is not selected, that means the user has been granted read-only access to that page in the
system — to view the page but not modify records on the page.

You cannot give a user Write access to a page without first giving them Read access.

The first set of Read and Write columns are to turn on/off a screen in general. If you remove Read and Write access at
the top level, none of the roles on the review board will have access to that screen. This is recommended for use if you
do not want to see a particular screen within your review board.
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My Workspaces = IRB Setup Role Access
- - Non-Voting ;
Screen Name Board Memberl Coordinator Chairperson Data Entry Member Member

Read Write Read Write Read Write Read Write Read Write Read Write
Review Board Assistant i i i i i i i ¥ i i i i
Submissions Not Assigned Ld v L4 L4 Ld v v v 7
Submissions Assigned L4 v U L4 L4 v v v v v v
Submissions Completed v v L4 4 4 v v v 7 7 v
Submissions Agenda i v v < < v v i i i v
Submission General Tab < v v < < v v v v ¥ v
Submission Preview Screening Tab v v G v v U L4 L4 v

There are vertical and horizontal scroll bars at the bottom and right of the screen so you can navigate to the other roles
and screens available on the page.

If you have set up a new role under Setup Review Board Roles, you will need to set up that role’s access in the Role
Matrix. Any new role added to Review Board Roles will populate in a column in the Role Matrix (at the end of the list of
roles). iRIS will default all Read and Write cells to be unchecked for the new role.

Consultant/Ad Hoc
Reviewer

Read Write Read Write Read Write
& & & & & &
v v
v v
v v
v v
v v
v v
v v
v v

After making any changes to this screen, be sure to click the Save Changes button to save your work.

Setup Consent Template
Review Board Consent Templates give you the ability to upload consent templates or edit existing templates that
researchers can download when building their informed consent document(s).

In the screenshot below, the existing templates are shown with an RTF icon, meaning that they are currently in rich text
format and can be viewed in a word processor such as Microsoft Word.
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The list of documents shown in the screen shot below will be available when you add an Informed Consent to a study.

My Workspaces & IRB Setup Consent Template n Back

’ Add a New Template ] ’ Delste Selectsd Templata(s) |

‘ Edit | ViewFile |Title ‘Last Modified by
w . . . .
Standard Consent Admin Admin admin, 1.D. Brig. Gen. 07/24/2019 No
) RTF

Click the Add a New Template button to add a new template. The text editor will appear again, but this time it is blank
because a new template is being created.

Title — Enter the title of the consent template in the text box.

Comments — Enter any comments if necessary.

My Workspaces = IRB Setup Consent Template n Back

Save the Templaie
*Title: Standard Consent
*Comments:
y:
Shared: ‘
HTML Content | Check InfOut |
<« B I U 5 x x2 Times New Roman ~ 16 ~ & I~ 9~ &~ =~ =~ E % [ o = = ]

Standard Documents

Shared — Check this box to share the consent template with other review boards that use consent documents.

Text Editor — Allows user to input content.

Check In/Out — Allows users to download the document to edit it off of the iRIS system and the re-upload it to the

system.

[ HTML Content | 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 ... \

After clicking Download Document, another screen will show with instructions to download the file, as seen below.
Instructions are on the page, but users can choose to open only, save to their computer, or cancel the download.
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INSTRUCTIONS

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

‘E‘, 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 opticns.

Mere 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 bex, it is only a picture. In order to Check - out the document and edit it, you will need te
Save it to your workstation.

Download Complete

Do you et t0 ogan e xave ihis file? L
i N sty o merts—d srenys2. doe
Type Merassh wiord Dosment, 23,508 Cancel

Fiomt 66.220.42,146 L

EEEsEE TR
Q et il
sawe s fle. what's the wd )

Te do so, click Save. This will cpen up a window similar to the one shown below that allews you te chcose where in your workstation you
would like to save the document.

To re-upload the document, click Upload Document, and then attach your file and then click Save selected file.

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 uplead operation has completed.

E Save selected file o Cancel

When you are finished creating the template, click the Save the Template button. To return to the list of consent
templates without saving changes, click the Back button.

The new template appears in the list if you clicked the Save the Template button.

To delete one or more templates, check the box next to the appropriate consent template(s). There is an option to select

or deselect all by clicking the & icon. Then, click the Delete Selected Template(s) button. A dialog box opens confirming

the delete. Click the OK button to continue and delete the selected consent template(s). Click the Cancel button to keep
the consent templates. If you click the OK button, the selected consent template(s) will be deleted from the system and
will no longer appear in the list of consent templates.

View File — Allows user to view the file.

Title — Displays the title of the consent.

Last Modified By — Displays the user who last changed the consent template.

Date Modified — Displays the date when the consent template was edited or created.

Shared — Displays whether the consent form has been shared (option is available when editing forms)
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To edit a consent template in the list, click the —— icon.

When you open a template for editing, a rich text editor will open containing the text for the consent. Edit any of the text
using the features provided in the text editor. You may also edit the title of the consent or the comments.

Text between brackets can be used to mark places in the template where the user needs to fill in required information.
Other types of formatting can be used to denote the areas that require user attention on the consent form, such as
bolding, underlining, or even changing the colors of the text they must replace. After making the necessary changes to
the template, click the Save the Template button. To exit the editor without saving, click the Back button.

The screenshot below shows where the informed consent templates can be chosen. This screen is accessible when a new
consent form is added, and user chooses to add from the list of Informed Consent Templates. Note that the consent
template added in the example above is shown in the list of available templates.

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 informed consent from the list of Informed Consent Builder Templates?

Study Consent Add: X

*Consent Title: |Standard Consent

*
Select the consent to | o500 Filg | No file chosen
upload:
*Version Number: |1 .0
*Version Date: 06/28/2019 "
Sponsor Version:
* Category: | --none-- v

* Language: | English v

Description:

Comments:
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Setup Consent Builder Template
A Consent Builder Template is a document that has been specifically designed to step you through the process of
customizing your consent form. When you click the Setup Consent Builder Template link, you will be brought to the list of
master consent builder templates.

My Workspaces & Setup Core Consent Template

Add a New Template Master ] ’ Delete Template Master ]

List of approved consent template master documents

47 result{s) found...

Study Consent

Click the — icon to edit an existing template or click Add a New Template Master to create a new template.

When creating a new template, enter a Name, and click the Click here to add the consent builder template link to
proceed.

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 template

This will bring you to the Consent Master Template Editor screen, a rich text editor that you can use to design your
template.

My Workspaces & IRB IRB - Consent Master Template Editor £l Back

’ Validate MergeCode Formatting ” Insert Merge Cade ” Save Change ]

HTHML Content

< B I U & x x Verdana - 16 - & I~ I~ S~ =~ =~ E % [ [o I’ 4 - 2]

You can use merge codes in your template to bring in study-specific information to your document. A merge code is a
programmed label that will pull information into the document when the document is generated. Click Insert Merge
Code to view the list of available codes.
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Insert Data Merge Code: X

Today's Date
Direct Task Redirect Link

———————— PI Info ---------------

Principal Investigator Name (Last, First)
Principal Investigator Name (First, Last)
Principal Investigator First Name
Principal Investigator Middle Initial
Principal Investigator Last Name
Principal Investigator Address

Principal Investigator Phone

Principal Investigator Email

Principal Investigator Department
Principal Investigator Degree

Principal Investigator Military Rank <

7 X

0K Cancel

To insert a merge code, highlight it in the list and click OK. If, for example, you selected the merge code “Study Title,” it
will appear in your current document as “[%study_title%].” However, when the actual document is generated, the real
study title will appear.

Validate MergeCode Formatting

Validate MergeCode Formatting is a functionality that allows you to test whether the merge codes in your template
contain invalid RTF content that will prevent them from populating correctly in your documents. For example, if the text
in part of a merge code, but not the entire merge code, is bolded, this is the type of error that Validate Merge Code
Formatting will correct.

When you click Validate MergeCode Formatting, one of three things will occur. If all of the merge code formatting in your
template is valid, you will see the following message:

MergeCode Formatting is Valid
You can Save the file,

If any of your merge codes contain invalid content, as seen below, you will get a popup message displaying the merge
codes that the system was able to correct for you.

Study Title - [%TITLE%]
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In the example given, you can see that part of one merge code is bolded. When you click Validate MergeCode

Formatting, you will see the following popup:

Altered Formatting for these Merge Code(s) :

[%TITLE%]

When you look at the document again, the merge codes are corrected. If you need to, you can click the Undo Changes
button to revert to the previous version of the merge codes.

If there is an incorrect merge code that cannot be validated, the system will return an error message. For example, if
"[%” or “%]” is entered in the template with no other associated merge code content, you will receive the following
error:

There was error while clearing merge code formatting. Please manually cdlear formatting of each merge code.
1. Select a merge code. 2. Go to "Home" > 'Styles’ > Click "More’ = Click "Clear Formatting'.

You can go in and remove any incorrect merge code data as described above or follow the instructions in the error
message to manually clear merge code formatting.

When you have finished editing the template, click Save Change, or click Back to return to the main setup screen without
changes. On the Consent Template Master Setup screen, click Save Template to finish completing your template and
return to the main list of templates.

Setup Consent Checklist

The consent checklist configuration setup allows you to create a consent checklist that the review board can use when
evaluating consent forms. In addition to being able to create new consent checklist items, you can order, edit, and delete
existing checklist items.
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My Workspaces & IRB Setup Consent ChecklList ¥ Back
’ Add a New Item ] ’ Delste Selected llem(s) ] ’ Save Checklist ]

Checklist Item ‘Checldisl Item

1 Consent 1

Consent 2

this is test

Conszent 4

Consent 5

Consent 6

Consent 7

Consent 8

To add a new checklist item, click the Add a New Item button.

After a text editor appears, type in content, and then click the OK button.

IRB IRB - Consent CheckList Item Editor Kl Back

=] Alias:  test 6583

My Warkspaces PI: Escobar, Moises, B.5. CM3gt

Consent CheckList Item Editor.

< B I U § xx x* Font Family > 12 -~ & I~ 9+ =~
Er Er E E % @ o £ &

Consent 1

The new item is displayed in the list of checklist items. It will be given a default Checklist tem number of 1, so it will
appear at the top of the document. (If an item is already at number 1, the new item will appear under the old item, still
with the same item number). You can reorder the checklist items as needed.

Chechklist Item

1 Include both a medical title and a lay title.

1 Use a study design to describe all procedures.

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

To delete an item, check the box to the left of the item to be deleted. There is an option to select or deselect all by

clicking the & icon. Click the Delete Selected Item(s) button. When a Confirm dialog box appears, click the OK button

to complete the deletion. The item will be removed from the list. To edit an item, click the - icon next to the item to

be edited. A text editor containing the text of the checklist item will appear. Make the necessary changes to the item, and
then click the OK button. The item will be saved with the changes made on the main page.
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To change the checklist item order, change the current number appearing in the Checklist Item text box. Type in the

desired number, click the Save Checklist button, and the item will move to the order specified.

Chedidist Item

0 Include both a medical title and a lay title.
Use a study design to describe all procedures.

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

Setup Electronic Document Stamp
The Document Stamp Setup page is used to set up document stamp details. The document stamp is used on Study
Documents and Consent Forms that require approval from the IRB.

My Workspaces & IRB Setup Document Stamp Kl Back

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

‘ Edit |Title Document Category
N

O Mew Stamp General Purpose NfA
=
h"

(] Informed Consent Informed Consent NfA

To add a new stamp, click the Add a New Stamp button.

The following screen will display:
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My Workspaces & IRB Setup Document Stamp Kl Back

[ Preview Stamp Layout | | Save Stamp Detais |

*Title: |New Stamp
I DUWARE [
5 v
Type: | General Purpose [T T T e R

Comments:

Show Stamp On: Last Page Only '® All Pages

9 Use placeable stamp:

“Stamp Position On Page:

¥ Top Left Top Center Top Right

Bottom Left Bottom Center # Bottom Right

Font Type: |30F3_MNEW ¥
Font Size: |10 ¥ I
Font Color: | Black v

Opacity: [1.00 ¥

& .
9 Scale Image To Fit: Seale To Fit

Use Stamp Label: ez ® No
Stamp Label:
Use Expiration Date: Yes ® no I

Approval Label:

Expiration Label:

Image file must be in .jpg format.

Upload ... ‘/ Image has been uploaded.

Title — Indicate the Title of the stamp by filling out this text box.

Type — Choose the type of stamp. Types available are General Purpose (used for all documents, consents and other study
documents alike), Informed Consent (used only on consent forms), and Study Document (used only for other study
documents).

Category — When the Study Document Type is selected, the user will need to select a category.

Type: | Study Document ¥ | Category: | --none-- v
Consent document (Exempt research)
Comments: IBC Approval
IDE
Show Stamp On: ° IND
Last Page Only All Pages International Waiver
9 Investigational Drug Information Record VA 10-9012
Use Investigator brochure
placeable stamp: Master Protocol

Comments — Add any necessary comments in the Comments text area.
Show Stamp On — You can specify if the stamp should appear on all pages or the last page only.

Use Placeable Stamp — Checking this box will allow you to place the stamp on the document using exact coordinates.
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Coordinate (from

bottom left): X (0 - 600):300 Y (0 - 850):/500 [Drag/drop]
Stamp Position On Page — If you do not wish to enter coordinates, you can select from Top Left, Top Center, Top Right,
Bottom Left, Bottom Center, or Bottom Right.

Font Type — You can change the font type of the words appearing in the stamp. The preview at the top right will adjust to
the selected font.

Font Size — You can change the font size of the words appearing in the stamp. The preview at the top right will adjust to
the selected font size.

Font Color — You can change the font color of the words appearing in the stamp. The preview at the top right will adjust
to the selected font color.

Opacity — You can change the opacity of the stamp. The preview at the top right will adjust to the selected opacity.

Scale Image to Fit — Checking this box is highly recommended when an image is included in the stamp. This checkbox will
scale any uploaded images to fit the small size of the stamp.

Upload - Click the Upload button to browse your computer for the .jpg image that will be used with the stamp.

Document Location: | Choose File No file chosen

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.

a Save selected file o Cancel

After clicking the Upload button, a dialog box displays. If the location of the image is known, type it into the Document
Location text box. Or, click the Browse button to search for the image. When finished locating the image, click the OK
button to upload the image, or click the Cancel button to cancel out of uploading an image.

When you are finished entering the details of the document stamp and uploading an image, click the Save Stamp Details
button to save all changes made.
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Preview Stamp Layout — After entering your desired options, you can click this button to open a new window containing
a preview of how the stamp will look in a document. It is highly recommended that you do this, because some fonts

might be too big and cut off part of the text.

After saving your stamp and returning to the main list of stamps, you can edit or delete existing stamps. To delete
existing stamps, check the boxes next to the desired stamps. There is an option to select or deselect all by clicking the

& icon. Click the Delete Stamp(s) button.

| Edit  |Title Document Category
Declined - further information needed Study Document Safety SOP
Approved General Purpose N/A

To edit an existing stamp, click the - icon next to the stamp.

Setup Study Numbering
This feature is used to set up automated IRB numbers. This is where you will configure the auto-generated IRB number
sequencing.

My Workspaces = IRB Setup Board Auto Generated Numbering n Back

Use Sequence for IRE Number: ®  Yes Mo

Use in Number Description of Number Part Number Part Information

¥ Constant Prefix IRE
School Code
All 4 digits

d Calendar Year
0 Last 2 digits

rd System Generated Number Zero Pad the Sequence Number
Number of Digits 3

o Zero Pad the Sequence Number
d Multi-Site suffix Generated Number |

Number of Digits 1

To use this feature, select Yes to Use Sequence for IRB Number.

To set up variables in automated IRB numbers, check the box in the Use in Number column to indicate use in the IRB
number. In this case, Constant Prefix, School Code, Calendar Year, and System Generated Number are being used to
create the IRB number. These are listed in the second column, Description of Number Part. The next column, Number
Part Information, is where data values are given to the auto-generated number. The last column, Separator, specifies
which separator to use between the chosen number parts. Note: Multi-Site suffix Generated Number variable will only
affect multi-site studies and will add a suffix to the end.

The Constant Prefix will begin all IRB numbers with the prefix specified under Number Part Information. It will be
followed by a separator (-), as indicated in the Separator column. A School Code can also be used. This code is added
when setting up the department list under System Administration. The school code will be pulled from the primary
department listed on the study. The Calendar Year will use the year, displaying either all four digits, or only the last two,
depending on which is selected. The last row indicates that a System Generated Number will be used. The first text box is
used to specify where the number should begin. The selected number will increase each time a new IRB number is
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created. The Number of Digits specified indicates how many digits will be used. In this case, the auto generated number
will start at GH-2016-019 and increase one digit each time it is assigned to a study, e.g. GH-2016-020, GH-2016-021,

GH-2016-022, and so on.

Setup Agenda Categories

You can create agenda categories to use in the Finalized Agenda and Agenda Revision templates. These categories will be
created using unique merge codes that identify each category. You will be able to associate submission types to each
category. This allows you to create agendas for each type in either the Finalized Agenda Document Template section or
the Agenda Revision Document Template section (see screenshot below).

This is where you define the categories that will be included in the agendas (finalized and revision) and in the meeting
minutes templates. The categories are for the different types of submissions that will be made to the review board and
come up on a meeting’s agenda. After you create a category, you can go into Setup Finalized Agenda Document
Template, Setup Agenda Revision Document Template or Setup Meeting Minutes Template to create the template for
this category. For more information on creating these templates, refer to further sections of the manual.

This section is only available if rb.use_meetings is set to Yes (See the Board Configuration Options section of this

document).
My Workspaces = IRB Setup Board Auto Generated Numbering n Back
Use Sequence for IRB Number: ® Yes No

Use in Number Description of Number Part Number Part Information

T Constant Prefix IRB
School Code
All 4 digits

Ld Calendar Year
» Last 2 digits

i System Generated Number Zero Pad the Sequence Number
Number of Digits 3

X : Zero Pad the Sequence Number
r Multi-Site suffix Generated Number r

MNumber of Digits 1

The name of the group will be displayed under Group Name. The code that will be used to reference this group will be
displayed under Merge Code. The order in which the sections will appear in the Setup Finalized Agenda Document
Template, Setup Agenda Revision Document Template and Setup Meeting Minutes Template sections will be displayed
under Group Display Order. Two groups may have the same group number —the most recently added will be listed after
the older group.

Before creating a new group, you must add the appropriate filters to the agenda. The filters are used to determine which
agenda group a given submission will fall into. To do so, select the Add Agenda Filter button.
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[ Add Filter ] [ Delete Filter(s) l

Filter Typa Filter Nama
Expedited Filter Expedited Filter
Exempt Filter Exempt Filter
Designated Reviewer Filter Designated Reviewer Filter

A new page will be displayed with a list of filter types (if any have already been defined). To delete one or more filters,
select the checkbox(es) next to the filter(s) to be deleted. Click the Delete Filter(s) button. A confirmation dialog will
appear; select the OK button to complete the deletion or select the Cancel button to cancel the deletion. To edit a filter,

click the - icon next to the appropriate filter. Make the necessary changes. When you are finished editing the filter,

click the Save All Changes button.

The Filter Type column displays the type of filter, while the name of the filter appears in the Filter Name column. To add a
new filter, select the Add Filter button.

My Workspaces = IRB Set-up Agenda Filter I Back

Validator Details

“Filter Type: | --none-- v

“Filter Name:

A new page will be displayed, prompting you to enter the Filter Type and Filter Name (both are required fields). The Filter
Types that can be added are Designated Reviewer, Expedited, Facilitated Review, Exempt, Processed Administratively,
Previously Reviewed, Conflict of Interest, Board Chair COl filter, and User Defined. The Filter Name field will be auto
populated when a type is selected, unless the User Defined filter is selected. In that case, the name will have to be
entered manually and rules for this filter will have to be defined (see below).

My Workspaces & IRB Set-up Agenda Filter 8 Back
i Add a new Clause I [ Delete Clause ] ’ Save All Changes I
Validator Details
*Filter Type: | Filter User Defined r
*Filter Name:
Ordar What to Filtar Data Value Join by, if any
1 Applic. Form all columns v What Application? -none-- ¥

--none-- A

What Application Column ?
--ngne-- v

--none-- v

Value ¥

The checkbox can be used to delete a clause. If there is more than one clause to a filter, you can use the Order text box to
specify in which order the clauses will run. The first drop-down menu in the What to Filter column consists of the items
that may be selected for the system to check.
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What to Filter

Applic. Form all columns v

Applic. Form all columns
Submission Form all columns

1. Applic. Form all columns — This will allow you to select from the list of study applications in your system and
their respective data values.

Order What to Filter Data Value

1 Applic. Form all columns v What Application?
MAIN IRB APP A

What Application Column ?
SELECTION_YN v

EQUAL v

Value ¥ Yes ® No () Not Set

2. Submission Form all columns — This will allow you to select from the list of submission forms in your system and
their respective data values.

Order What to Filter Data Value
1 Submission Form all columns v What Form?

Continuation Form v

What Form Column ?
ACTION_END_DATE v

EQUAL v

Value ¥

The Data Value column will populate depending on whether you select application form or submission form from the
drop-down list in the What to Filter column. The What Form? Drop-down menu allows you to select the specific form
that you would like to base your filter off of. The What Form Column? menu allows you to select the data value from the
form, identified by its database column name. Once you have selected a form and a column, a space will appear to enter
your needed value to create the filter. In the example below, the data value is a Yes/No selection. In other cases, you will
have a text box in which you can type your needed value (see the above screenshot for an example).

Data Value
What Form?
Continuation Form v

What Form Column ?
STEM_CELL v

Yes No Not Set
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The second row in the What to Filter column is the comparator for the filtering item selected. You can select EQUAL to
indicate that the response in the form for the chosen data value should equal the value you select, or NOT EQUAL to

indicate that the answer given in the form should not equal the value you select.

The “Join by, if any” drop-down menu is used when you wish to define more than one clause. The AND value signifies
that all clauses have to be true for the filter to be true. The OR value signifies that only one clause has to be true for the
filter to be true. Select —none- when there is only one clause in the filter.

A new clause can be created by selecting Add a new Clause button. To delete a clause, select the box(es) next to the
appropriate clause(s) and select the Delete Clause(s) button.

After all values for the filter have been defined, click the Save All Changes button. This will return you to the filter list
screen with the new filter listed. Add new filters as needed or select the Back button to go back to the agenda group list.

To create a new group, click the Add Group button.

My Workspaces & IRB Set-up Agenda Categories Il Back

Group Name*:
Group Order®:

Group Merge Code™:

= remNwe |

No record found

The 3 required fields are:

1. Group Name —This is what will be displayed in the Setup Finalized Agenda Document Template, Setup Agenda
Revision Document Template and Setup Meeting Minutes Template sections, and within the Agenda page.

2. Group Order - This determines in which place in the list of groups this will appear. It must be a positive integer.

3. Group Merge Code - This is the code that the system will use to refer to this group when inserting it into the
master template for the Setup Finalized Agenda Document Template, Setup Agenda Revision Document
Template, and Setup Meeting Minutes Template sections.

There is a table underneath these fields. This is used to add submission types to this group. This means that any type of
submission that is categorized with this group will pull into the section that uses the Merge Code created for this group.
This will not display the entire form that is submitted, but only the information (e.g., Pl, Study Title) that is specified in
the Setup Finalized Agenda Document Template, Setup Agenda Revision Document Template, and Setup Meeting
Minutes Template sections.

To add a submission type, click the Add button found above the right side of the table. A pop-up will open. This lists all of
the available submission forms defined in your system. You may add one or more by checking the box(es) next to the
form(s) that you would like to select. Click the Select button to add these forms to the group. Click the Cancel button to
close the pop up without adding any forms.
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| select | | cancel |

2-Initial Review Submission Summary and Attachments

700U2 Disclosure Form

3-5ite Submission Invitation
A_Submission form to test with workflow
Adverse Event Form

Akshay Test Submission Form
Amendment Form

Amendment Form - VA Minniapolis
Amendment Form CMN

Amendment Request

The added form(s) will appear in the table with the filters created previously listed under it. Each filter will have a
drop-down menu with three selectable options: “No Match Required,” “Include if this Type is found,” and “Not Included
if this Type is found.”

Deferral Form

Expedited Filter No Match Required v
Exempt Filter Include if this Type is found v
Designated Reviewer Filter Not Included if this Type is found ¥

No Match Required — Select this option to indicate that you want this submission status filter to be included in this
group.

Not Included if this Type is found — Select this option to indicate you do not want any submissions with this status filter
to be included with this group.

Include if this Type is found — Select this option to indicate that you want submission types with this status to be
included in the group, and also exclude all undefined status filters from the group. It will also exclude the status filters
that are defined as No Match Required.

When you are finished adding the form definitions for the group, click the Save All Changes button to add this group to
the agenda categories list. To remove a form from the group, check the box next to the form to be deleted and click
Remove.

After returning to the main Agenda Category screen, if you wish to delete one or more groups, check the boxes next to

the group(s) to be deleted. There is an option to select or deselect all by clicking the & icon. Click the Delete Group(s)

button. A confirmation dialog box appears; click the OK button to complete the deletion. To cancel, click the Cancel
button.

To edit a group, click the - icon next to the appropriate group. Make the necessary changes. When you are finished
editing the group, click the Save All Changes button.

This list will be viewable on the Meeting Agenda screen.
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B Initial Review - Full Board - 0 Submissions
0 Items for review in this category.

E Intial Review - Active - 0 Submissions
0 Items for review in this category.

E Continuing Review - Full Board - 0 Submissions
0 Items for review in this category.

E Continuing Reviews - Active - 0 Submissions

0 Items for review in this category.

Setup Finalized Agenda Document Template

You can create a master template for your Meeting Agenda document to store your meeting agenda outline. You can use
merge codes to pull submission information as well as other key study information into the agenda. (See the IRB
Assistant - Meetings manual for instructions on how to generate the agenda for a specific meeting).

My Workspaces ® IRB Finalized Agenda Templates n 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 Review - Full Board Setup Section Information

Intial Review - Active Setup Section Information

Continuing Review - Full Board

\ |

\ |

\ Setup Section Information |

Continuing Reviews - Active \ \

Setup Section Information

The Finalized Agenda Templates page gives you the option to view the Agenda Master Template, which displays the
general layout of the agenda document, as well as the different sections that can be added to the master template (set

up as agenda categories). You can set up the template for these sections individually, which will merge data from each
submission into the Master Agenda Template.

You will first define the content of the Master Agenda Template. To do so, click on the Setup Agenda Template button.

My Workspaces & IRB Agenda Template Definition I Back

[ Validate MergeCode Formatting ” Insert Merge Cade ” Save Change ]

HTML Content

« B I U § x x2 Calibri > 14 =~ 4 1= I~ =E~ =~ =

4
Il

% @ o =+ &

[%erb_chaw rank%]
Finalized Meeting Agenda
[¥orb_meeting_date%s]
[%erb_meeting location%o]

Todays Date [%today®]

Review Board Name  [%rb_nam%)]

Board Committee Name [%rb_committee_name%]
Chairperson Name Last name, First name [%rh_chair_name?%)]

Chair Person name First name, Last name [%erb_chair_namel1%]
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A new page will open, containing an embedded Word editor. If the master template has already been created, you will
already see content in the window. You can edit the existing content or add new content by using the features of the
text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code button. A window will pop up

listing the available merge codes. Select the merge code to insert, and then click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated from
the template. In the example above, when the Agenda is generated for a specific meeting date, the merge code for the
meeting date will populate with the date of the meeting.

You can now use merge codes to pull agenda sections into the master template. If you do not insert the sections, they
will not display on your agenda.

Insert Data Merge Code: X

ffffffff Agenda Sections --—------—-----
Initial Review - Full Board

Intial Review - Active

Continuing Review - Full Board
Continuing Reviews - Active

———————— Submission Infg ------==-------

---These merge codes will be populated after the submission is submitted.---

IRB Expedited Review Category

Submission Approval Date

Submission Type

Submission List of all reviewers

Submission Primary Reviewer

Submission Secondary Reviewer -

A %
oK

Cancel

In the screenshot below, you can see how you can use the merge codes for the sections. Headers have been entered for
the specific sections, with the section merge codes below. These merge codes will eventually be populated with the
information you add to the templates for the individual sections.

Initial Reviews:
[“einitial_reviewa]
Continuing Reviews:

[“ocontinuingreview%s)

When finished creating or editing the master template, you can click the Save Change button to return to the main
Finalized Agenda Templates screen.

At this point, you can edit the information that you wish to appear in the individual agenda sections. To edit a submission
type template, click on the Setup Section Information button.
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2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type

Edit Template
Initial Review - Full Board

Setup Section Information
Intial Review - Active

Continuing Reviews - Active

Continuing Review - Full Board ‘ Setup Section Information

|

Setup Section Information |
|

|

Setup Section Information

You can create and edit the section templates in the same way as the master template. Note: What is entered here is
what will appear where you placed the section merge codes in the master template.

My Workspaces & IRB

Agenda Section Definition

Validate MergeCode Formatting ” Insert Merge Code ” Save Change ]
HTML Content

El

¢ B I U & x

x? Font Family > 12 - & 1~

i
i
4

]

1]

% @ o £ 2
Todays Date: [Yetoday¥]

Review Boards Name: [¥orb_name%a]

Principal Investigator: [%:lead pi_name2%:]

Study Title: [%estudy_title%]

When you generate a Meeting Agenda on a specific meeting date, the system will generate one document combining the

Agenda Template Master and the submission subsections and populate the merge codes with meeting and
submission-specific information.

Setup Agenda Revision Document Template

Agenda Revision Documents are used when a new submission is placed on the agenda after the main agenda document

for a meeting date has already been published. The Agenda Revision Template is designed in the same way as the
Finalized Agenda Template, with a master template and individual subsections.

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
Initial Review - Full Board

\ Setup Section Information \
Intial Review - Active

\ Setup Section Information \
Continuing Review - Full Board

\ Setup Section Information \
Continuing Reviews - Active

\ Setup Section Information \

The Agenda Revision Templates page gives you the option to view the Revision Template Master, which displays the
general layout of the agenda document, as well as the different sections that can be added to the master template (set

up as agenda categories). You can set up the template for these sections individually, which will merge data from each
submission into the Master Revision Template.

You will first define the content of the Master Revision Template. To do so, click on the Setup Revision Template button.
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My Workspaces IRB Revision Template Definition
Validate MergeCode Formatting '; Insert Merge Code Q Save Change
HTML Content |
O™l M a8 B I U X, X215 A A E\l=E ==
€ Normal ~ | Font v size - B B &

Meeting Agenda Addendum

Todays Date [%today%]
Review Board Name [%rb_name%)]
Board Committee Name [%rb_committee_name%)]

Chairperson Name Last name, First name [%rb_chair_name%]

A new page will open, containing an embedded Word editor. If the master template has already been created, you will
already see content in the window. You can edit the existing content or add new content by using the features of the
text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code button. A window will pop up
listing the available merge codes. Select the merge code to insert, and then click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated from
the template. In the example above, when the Agenda is generated for a specific meeting date, the merge code for the
meeting date will populate with the date of the meeting.

You can now use merge codes to pull agenda sections into the master template. If you do not insert the sections, they
will not display on your agenda.

Insert Data Merge Code: X

———————— Agenda Sections ---------------
Initial Review - Full Board

Intial Review - Active

Continuing Review - Full Board
Continuing Reviews - Active

———————— Submission Info ---------------

---These merge codes will be populated after the submission is submitted.---

IRB Expedited Review Category

Submission Approval Date

Submission Type

Submission List of all reviewers

Submission Primary Reviewer

Submission Secondary Reviewer v

0K Cancel

© iMedRIS Data Corporation 38



IRB Assistant - RB Administration

iRIS
11.02
In the screenshot below, you can see how you can use the merge codes for the sections. Headers have been entered for
the specific sections, with the section merge codes below. These merge codes will eventually be populated with the

information you add to the templates for the individual sections.

Initial Reviews:
[Yoinitial review?%a)
Continuing Reviews:

[“6continuing_review%o]

When finished creating or editing the master template, you can click the Save Change button to return to the main
Agenda Revision Templates screen.

At this point, you can edit the information that you wish to appear in the individual agenda sections. To edit a submission
type template, click on the Setup Section Information button.

My Workspaces & IRB Setup Board Agenda Revision Templates nBack

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 Eelit Tmnlate

Initial Review - Full Board Setup Section Information
Intial Review - Active Setup Section Information

Continuing Review - Full Board Setup Section Information

Continuing Reviews - Active Setup Section Information

You can create and edit the section templates in the same way as the master template. Note: What is entered here is
what will appear where you placed the section merge codes in the master template.

My Workspaces [ IRB Revision Section Definition

Validate MergeCode Formatting -» - Insert Merge Code Q Save Change

HTML Content |

[l BN a % B I U X, X2= = A- A~

O | Normal (... ~ | Font - size ~| @B B a8

Today's Date: [%today%)]
Review Board: [%rb_name%]
PI: [%pi_name2%]

When you generate a Meeting Agenda on a specific meeting date, the system will generate one document combining the
Revision Template Master and the submission subsections and populate the merge codes with meeting and
submission-specific information.

Setup Expedite Report Template

You can use this area of the system to create a template for a specialized type of meeting report that summarizes
expedited submissions. This feature is only available if the review board property rb.use_expedited_report is set to Yes
within the Meeting Settings group.
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The Expedite Report Template functions similarly to the Meeting Agenda and Minutes templates, as it is created within
an embedded word editor with available merge codes. However, there is just one section of the template to set up. Click
the Setup Template button.

My Workspaces & IRB Setup Expedite Report Templates Kl Back

1. Setup the Expedite Report Template Section which will merge the data from each Expedite submission

Expedite Report Template Setup Template

This will open the embedded Word editor. Click on Insert Merge Codes to pull in information about the meeting’s
expedited submissions. Using the merge codes, you created for the submission sections when you were setting up the
agenda categories will pull in the associated content and populate it for each expedited submission on the agenda.

For example, in the screenshot below, the merge code for the expedited initial review section has been put into the
Expedite Report Template.

My Workspaces & IRB Expedite Report Template Definition

Validats MergeCode Formatting || insert Merge Code || Save changs |

HTML Content

o B T u S x x2 Times New Roman ~ 16 ~ & I~ 9~ =~ = ~

1

)
il
#
"
|
N
[
o

[%etoday?e]
[%erb_name%]
[%orb_chair fhame%s]

[%erb_chair_lname%]

When the Expedited Initial Reviews section was created for the Finalized Agenda Template, the section was set up to
contain information about the name of the Pl and the Study Title:

My Workspaces & IRB Expedite Report Template Definition

[ Validate MergeCode Formatting ” Inzert Merge Code “ Save Change ]

HTML Content

. B I u = ' x? Times New Roman = 16 ~ & I~ I~ E~ =~ = ~ = %

Lead PI [*slead_p1_namel%s]
Study Tilte:[%TITLE%)
[%otoday?o]

[%orb_name%o]

[%orb_chair_fname%]
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When the Expedited Report is generated, it will pull in the information as defined above for each expedited submission:

My Workspaces & IRB Expedite Report Template Definition

[ Validate MergeCode Formatting ” Insert Merge Code ” Save Change ]

HTML Content

o« B I u S x x2 Times New Roman ~ 16 ~ & [~ I~ E~ =~ = ~ = %

Lead PI: John Investigator

Study Tilte: Application For Research

When you are done editing the Expedite Report Template, click Save Change to retain your changes and return to the
previous screen.

To generate an Expedite Report, you must go to a finalized meeting agenda within Review Board Assistant > Meeting
Manager. Start by clicking Generate an Expedite Report under the Expedite Report group. The system will generate a
document based on any expedited submission placed on this particular meeting date. You can edit this before publishing
by checking out the document to your desktop (Check-Out the Expedite Report For Editing In Word), or you can make
your changes within the browser (Edit the Expedite Report Within The Browser). When you are finished, click Publish
the Expedite Report to convert the Word document to a PDF document.

Meeting Agenda Options -> Current Agenda Status is: Finalized

| Click To Open The Meeting Agenda
Finalized Agenda

#) Send The Finalized Agenda Document To All Members
Q Unpublish The Finalized Agenda

[@] View The Finalized Agenda Document

Expedite Report

B Generate An Expedite Report
@ Check-Out The Expedite Report For Editing In Word
C,-" Edit The Expedite Report Within The Browser

e Publish The Expedite Report

Once you publish the Expedite Report, a PDF file will populate on the Meeting Agenda in the Expedite Reports section.
This table will also contain the number of expedited submissions included in the report.
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Expedite Reports

View File

Number of Expedite Reviews

Setup Meeting Minutes Template

This area of the system allows you to create a master template for your Meeting Minutes document. This template will
store your meeting minutes outline, and with the use of merge codes, will pull in specific information regarding the
meeting when you generate the minutes.

My Workspaces = IRB Setup Board Minute Templates nBack

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 Review - Full Board Setup Section Information

Intial Review - Active Setup Section Information

Continuing Reviews - Active Setup Section Information

| |

| |

Continuing Review - Full Board | Setup Section Information |
| J

The Minutes Templates page lists the Minutes Template Master and the different sections that can be added to the
master template. You can set up the template for each section, representing different types of submissions, which you
can then use to merge data from each submission into the master minutes template.

You will first define the content of the Minutes Template Master. Click on the Setup Minutes Template button.

My Workspaces & IRB Minutes Template Definition

’ Validate MergeCode Formatting ” Inzert Merge Code ” Save Change l

HTML Content

o B I u & x x2 Verdana ~ 16 ~ & 1~ 9~ &=~ =~ = ~ = % [ Q

Meeting_Minutes
Meeting Date:[%_meeting_date%]
Location[%_meeting_location%]

A new page will open, containing an embedded Word editor. If the master template has already been created, you will
already see content in the window. You can edit the existing content or add new content by using the features of the
text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code button. A window will pop up
listing the available merge codes. Select the merge code to insert, and then click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated from
the template. In the example above, when the minutes document is generated for a specific meeting date, the merge
code for the meeting date will populate with the date of the meeting.

You can now use merge codes to pull sections representing different submission types into the master template. If you
do not insert the sections, they will not display in your minutes document.
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Insert Data Merge Code:

———————— Agenda Sections ---------------
Initial Review - Full Board

Intial Review - Active

Continuing Review - Full Board
Continuing Reviews - Active

———————— Submission Info ---------------

---These merge codes will be populated after the submission is submitted.-—-
IRB Expedited Review Category

Submission Approval Date

Submission Type

Submission List of all reviewers

Submission Primary Reviewer

Submission Secondary Reviewer

A

OK

Cancel

iRIS

In the screenshot below, you can see how you can use the merge codes for the sections. Headers have been entered for

the specific sections, with the section merge codes below. These merge codes will eventually be populated with the

information you add to the templates for the individual sections.

Initial Reviews:
[“einitial review%a]
Continuing Reviews:

[*ocontinuing_review%a)

Note that there are also meeting-specific merge codes that you can use in the master template to pull in information

about the meeting itself.
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Insert Data Merge Code: X

77777777 Data Values ———---------—-— -
Meeting Call to Order

Meeting New Business

Meeting Old Business

Meeting Miscellaneous

Meeting Closing Comments

Meeting Actual Start Time

Meeting Actual End Time

Meeting Planned Start Time

Meeting Planned End Time

Meeting Chair(Last, First)

Meeting Chair(First, Last)

Meeting Chair Military Branch

Meeting Chair Military Rank

Meeting Chair Military Corp <

A x

(o] 4 Cancel

When finished creating or editing the master template, you can click the Save Change button to return to the main
Minutes Templates screen.

At this point, you can edit the information that you wish to appear in the individual minutes sections. To edit a
submission type template, click on the Setup Section Information button.

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

Initial Review - Full Board Setup Section Information

Intial Review - Active Setup Section Information

Continuing Review - Full Board Setup Section Information

Continuing Reviews - Active Setup Section Information

You can create and edit the section templates in the same way as the master template. Note: What is entered here is
what will appear where you placed the section merge codes in the master template.

My Workspaces IRB Minutes Template Definition

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

HTML Content

" B I u £ x = Verdana ~ 16 ~ & I~ I~ =~ =~ =~ = % [ Q

- = )

[%sub_motion%]

When you generate a meeting minutes document for a specific meeting date, the system will generate one document
using the Minutes Template Master and Minutes Template subsections.
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Setup Outcome Letter Groups
From this screen, you can define and list groups that can be used to categorize your outcome letters. When you are
setting up your outcome letter templates, the groups that you have created will be available in the Letter Type

drop-down list.

The list of Outcome Letter Groups will be similar to this screen:

My Workspaces = IRB Setup Board Letter Group List n Back

l Add Group ] l Delete Group(s) ]

Edit

Group Name

Adverse Event

Continuing Review

To delete existing groups, check the boxes next to the desired group(s) and click the Delete Group button. It is possible to

select or deselect all checkboxes by clicking on the i icon at the top of the column of checkboxes. To edit a group,

click the - icon.

To add a new group, click the Add Group button.

My Workspaces IRB Setup Board Letter Group List

Save All Changes

Group Name*:

Exempt Limited Review I Processed Administrative | Designated Review

Mo records found |

Type in the Group Name, as this is a required field. To associate this particular outcome letter type to a specific
submission form, click the Add button. The following screen will display:
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Feasibility Form

Institution Investigator Cover Form
Institution Profile Cover Form
Pre-Review Correction Form - IRB
Review Response and Correction Form
Send COI Project Disclosure Form
Initial Review Submission Form
Proposal Form

Proposal Form - Main Application
Study Amendment Form

Continuing Review Submission Form

Check the box next to the desired submission form(s) to include in this category, and then click the Select button.

The selected form(s) will be added to the Outcome Letter Group. Listed in columns next to the submission form name
will be several columns listing different review processes, depending on your system settings. This allows you to specify
which review process any letter associated to this group should display for. If a letter group applies to a Full Board review,
no selection is needed, as listing the form in the group will cause the letter to display. Select the checkbox in the columns
that are applicable in addition to the Full Board Review, and then click the Save All Changes button.

To delete unwanted forms, check the box next to the desired form in the table and click the Remove button.

My Workspaces [ IRB Setup Board Letter Group List Kl Back

Group Name®: |submission Discussion

Limited Review Processed Administrative | Designated Review

Amendment Reguest

In the above screenshot, the Group Name is called “Submission Discussion.” In the Setup Outcome Letter Templates
screen, outcome letter templates can be created and associated to this letter type by selecting the
Outcome-Amendment type from the drop-down list. Any template that is saved in the Outcome Letter Templates list that
is of the type “Amendment” will then appear in the Notification Letter drop-down list in the Outcome Letters tab of an
Amendment Submission that has been assigned to a Full Board review.
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[ Outcome Letter &

Notification Letter:

--none-- hd

#=1 Submission Discussion -
o Send| _ | Version 1 No Waiting to be sent

Setup Outcome Letter Templates

From this screen, you can set up templates for your review board’s outcome letters. Letter templates are edited using a
Word editor and can be created using merge codes that will pull information specific to the submission when the letter is
generated.

My Workspaces & IRB Setup Board Letter Templates Kl Back

[ Adda New Tempiate | | Delete Selected Tempiate(s) |
List of |etter templates
124 result(s) found... 1-10 ’
Letter Type Last Modified by
* Reviewers Comments® Outcome - General Admin Admin admin 07/16/2019
#=*FEOutcome Letter®®® CQutcome - General Steve Pappalardo 07/02/201%

When you open the screen, any letter already defined for the review board will list on the page, displaying information
regarding the Title, Letter Type, Last Modified By, and Date Modified information. You can edit an existing letter by

clicking onthe -~ icon, or you can add a new letter by clicking on the Add a New Template button.

If the number of letter templates exceeds ten results, a small arrow will display on the top right of the letter templates
table. Click this arrow to move to the next page of letter templates.

My Workspaces & IRB Setup Board Letter Templates El Back

| Validate Mergecode Formatting | | Insert Merge Codes | | Save the Letier Template |
Edit a letter template.
*Title: |* Reviewers Comments® Letter Type: | Outcome - General v
Comments:
p
HTML Content [ Check In/Out

Il
&
(3]
o)

= e = v

]
4

< B 1 U & x x Times NewRoman ~ 16 ~ @& I~ Q-

When you add a new letter template, a page will open containing a blank embedded Word editor. If you had chosen an
existing template, the Word editor would contain the contents of the letter template. Enter the Title of the template and
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select a Letter Type from the drop-down list. The types of letter listed in the drop-down list will include Submission,

Outcome — General, and any custom types defined when setting up outcome letter groups as described above.

Submission-type letter templates appear as options on the Submission Received Notification Letter tab of the submission
processing screens.

General Information ~
Submigsion Received Notification Letter WU

Submission Components
Correspandence ; )

e Submission Recaived Latter: |5, pmission Received V]

= - Lh:lcu:; uir.r‘ Signature

Pre i S M-
Submission Received I bubll nissio)
Notification Letter | 0 ersion 1 o Walting to be sent
Rewview Chechdist

Selecting the Outcome-General type from the drop-down list will cause the letter template to be listed among the
templates available on the Outcome Letter tab in the submission processing screens. Templates that fall into a
user-defined group will appear on the Outcome Letter tab as defined when the group was created.

Add content to the template by inserting merge codes (click the Insert Merge Codes button) and using the features of
the embedded Word editor. The merge codes you insert into your letter will populate when the actual letter is
generated.

My Workspaces & IRB Setup Board Letter Templates n Back

l Validate Mergecode Formatting ] l Insert Merge Codes ] ’ Save the Letter Template l
Edit a letter template.
*Title: |* Reviewers Comments* Letter Type: | Outcome - General v
Comments:
P
HTML Content [ Check In/Out
" B I U < Xz x2 Times New Roman ~ 16 ~ & [~ 9~ =~ =~ = ~ = 9% [5a) (o]

[Yosub_stipsa)

When finished creating the template, click the Save the Letter Template button to retain your changes.

Setup Invoice Template

If you are using IRB Fee Tracking, you can define the templates that will be used to generate invoices to studies for
collecting IRB-related fees. This feature is only available if rb.use_rb_invoicing in the Fee Tracking group of review board
properties is set to Yes.

When you initially view the Review Board Invoice Template page, no record will be created. You may only have one
invoice template created for the review board. Click the Add a New Template button to create the template.
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My Workspaces & IRB Setup Board Invoice Templates List

’ Delete Selected Template(s) ]

Invoice Template

Edit [Title Last Modified By Date Modified

Admin Admin admin 07/24/2019

Mew Invoice test

When you add a new template, a page will open containing an embedded Word editor. If you chose an existing template,
the Word editor would contain the contents of the existing letter template. Enter the Title of the template and enter any

comments in the Comments field.

My Workspaces [ IRB Setup Board Invoice Templates List
Validate MergeCode Formatting ] [ Insert Merge Codes l [ Save the Invoice Template ]
Y
*Title: |MNew Invoice
Comments:
A
HTML Content

L —
=

q
|
4
Il
&
[y
o]

[
1

5 x x2 Verdana >~ 11 ~ 4 1~ 9~

Sy
o]
~
=

Review Board
1234 Main Street
Redlands CA 92373

[%atodayse]

Add content to the template by inserting merge codes (click the Insert Merge Code button) and using the features
available in the embedded Word editor.

When you are finished creating the template, click the Save the Invoice Template button to save.
For more information on the IRB Invoicing feature, see the IRB Assistant - Invoicing manual.

Setup Invoice Type
In order for an item to appear on the Not Invoiced tab of the Invoice History list, there first must be an invoice type set

up in Review Board Administration. Invoice types specify a fee and its associated submission form. Shown below is an
example of a fee of $2,500.00 set up for Initial Review Submission forms.
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My Workspaces IRB Setup Board Invoice Type List

Add a New Type ] ’ Dalste Invoice Type(s) ]

7 result(s) found...

‘ Edit |Invoice Type Submission Form
IACUC New Form IACUC New $150.00
Initial Review Submission Form Initial Review Submission Form  Initial Review Submission Form Real £3,500.00

When a submission associated to an Invoice Type is processed by the IRB, the Coordinator will be able to indicate if the
submission will receive a review service fee. If the review board indicates Yes to “Apply Fee For Service?” an Invoice item
will be placed in Invoice History.

[ ‘Save the Pre-Review Screening

General Information

- Review Fee W
Submission Components

Correspandence Apply Fee For Service? Yes ® o

Submission History

Pre-review Screening

Setup Canned Motion
You can set up canned motion text that you can use to pull into a motion for a submission. You can have any number of
canned motions in this list.

My Workspaces © IRB Setup Canned Motion List Kl Back

[ Add a New Motion l ’ Delste Selacted Motion(s) ]

List of approved canned motion

4 result(s) found...

Edit |Motion Name

Minutes Approval
Approved

Approved Pending

When you open the page, a list of any canned motions will display. If canned motions have not yet been added, this page
will not list any records. You can click the Add a New Motion button to add a new canned motion to the list.
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My Workspaces = IRB Setup Canned Motion List n Back

Edit Canned Motion of submission item.

*Name: |Minutes Approval
*Item Mumber: |1

Biclick here to edit/view the motion text The minutes from the WVA-IRB meeting were reviewed and approved.

When you add a new canned motion, you will need to provide the Name of the motion and the Item Number (the order
in which the canned motion is displayed). To add the content of the canned motion, click on Click here to edit/view the
motion text.

My Workspaces & IRB IRB - Canned Motion text I Back

Save

Canned Motion text

< B I Uu § x x* Font Family ~ 12 v & [~ - =~

i
1
iii
1
lil

E % @& 0 *£ &

The minutes from the WA-IRE meeting were reviewed and approved.
This will open a new page containing an embedded rich text editor. You can copy and paste or type in your canned
motion text. Click the OK button when you are ready to add the text to your motion.

After adding the Name, Item Number, and text for the canned motion, click the Save Motion button and the record will
be added to the list of canned motions.

My Workspaces & IRB Setup Canned Motion List

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

List of approved canned motion

4 result(s) found...

Edit |Motion Name

Minutes Approval
Approved

Approved Pending

You can edit canned motions by clicking on the -~ icon next to the name of the motion. This will open a new page

allowing you to modify the Name, Item Number, and text for the canned motion.
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You can delete a canned motion by selecting the checkbox next to the appropriate canned motion and clicking on the

Delete Selected Motion(s) button. To select all of the motions listed, click the & icon at the top of the column.

Any canned motion added will display in the Precanned Motion text drop-down list when you are adding a motion to a
submission on the Vote tab of the submission processing screens.

Setup Template Language

When you generate Minutes, Agendas, and Outcome Letters you have the ability to merge in template language.
Template language can be used when there is specific language you need to repeatedly pull into documents. You can set
up a list of different types of template language under Setup Template Language that you can pull as needed into your
Minutes, Agenda, or Outcome Letter.

My Workspaces = IRB Setup Template Language List n Back

[ Add a New Approved Text ] [ Delete Approved Text ]

List of template language

20 result(s) found... 1-10 ’

Edit |Name

3| 192.168.0.112 - Java [%aguery_javadc]
4 192.168.0.112 - Javascript [%a]_3s%]

3| 192.168.0.112 - php [%php_lan%a]

3} 192.168.0.112 - What is jQuery? [%ajay_queda]

| |192.168.0.178 - Lang 1 [%lang1%]

1 192.168.0.178 - Lang 2 [%alang2%:]

When you open the page, a list of any template language that has already been defined will display. If template language
has not yet been added, this page will not list any records.

You can click the Add a New Approved Text button to add new template language to the list. You can also edit an existing

letter by clicking on the - icon.

My Workspaces = IRB Setup Template Language List n Back

Edit a language item.

“MName: [192.168.0.112 - Java

“Code: [3[query_java %]

click here to add the language text J AVA

Java is a programming language and computing platform first released by Sun Microsystems in 1995 There are lols of applications and websites tha will not work unless you
have Java installed, and more are created every day.

When you add a new template language, you will need to provide the Name of the template language as well as the
Code (the merge code iRIS uses to insert language into a document). The Code must be alphanumeric and cannot contain
spaces or special characters. To add the content of the template language, click on Click here to add the language text.
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My Workspaces [ IRB IRB - Approved Template text Kl Back

HTML Content

o B I U = Xz x? Font Family - 12 = 4 I~ I~ =E~ =~ =~ E

hil
Y]
o]
o

JAVA

Java is a programming language and computing platform first released by Sun Microsystems in 1995. There are lots of applicatio
ns and websites that will not work unless you have Java installed, and more are created every day.

This will open a new page containing an embedded Word editor. You can copy and paste or type in your template
language. Click the Save Change button when you are ready to save the text and return to the previous screen.

After adding the Name, Code, and text for the template language, click the Save Approved Text button and the record
will be added to the list of template language.

My Workspaces [ IRB Letter Kl Back

[ save Letter changes |

= 2 Expand Word Window | ™ ¢ [nsert Template Language

Reference Number: | HTML Content I Check In/Out |
009981

Submission Type: [] &
Adverse Event Form

IRB Number: ¢ Nommal ~ || Font v size v | B F- =]
IRB-18-3269

Alias:

Event Form  0/02/2018 Today's Date: 6/21/2018

Does this letter require signature signoffs?

3 A8 4E B I U= x x21= = A A- : 3

Oves ®@no X
Outcome of today's meeting . . .
Share this letter with other Boards?

Oves ®no

Template Language can be inserted into Outcome Letters, Meeting Minutes, and Meeting Agendas. Above the embedded
Word editor of the generated letter, agenda, or minutes you will see an Insert Template Language button. First, position
your mouse cursor in the document where you would like to insert the language.

Insert Template Language X

192.168.0.112 - Java
192.168.0.112 - Javascript
192.168.0.112 - php
192.168.0.112 - What is jQuery?

Clicking the Insert Template Language button will open a small popup window that will link to your list of template
languages. Click on the language you wish to insert into the document.
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Insert Template Language X

JAVA

Java iz a programming language and computing platform first released by Sun Microsystems in 1295, There are lois of
applications and websites that will not work unless you have Java installed, and more are created every day.

The popup will refresh, displaying the text of the template language. You can highlight the text of the language and copy
and paste it into your document, or you can click on the Insert Template Language button in the window.

Setup Correspondence Template
You can set up templates that you can pull into correspondence generated for a submission. You can have any number of
templates and pull any template into a correspondence within the submission processing screens.

My Workspaces = IRB Setup Board Correspondence Templates n Back

[ Add Template H Delete Template ]

Correspondence Template-1
4

IRB Correspondence Template A
4

When you open the page, a list of any defined correspondence templates will display. If templates have not yet been
added, this page will not list any records. You can click Add Template to add a new template to the list.

My Workspaces & IRB Setup Board Correspondence Templates Kl Back

[ Insert Merge Code ] ’ Save Template ]

*Title:

*Content:

e B T U § x o= Font Family - 12 - 4 1~ 9~

]
[

1 —

i
4
i
4
il
lil
&

(al Q = =

i= 3

When you add a new correspondence template, you will need to provide the Title of the template language. Beneath the
Title field is an embedded rich text editor where you can copy and paste or type in the content of your correspondence
template. You can also insert merge codes that will pull in specific information when the correspondence template is
added to a specific submission. To insert a merge code, position your mouse cursor in the document where you would
like the code to be inserted, click the Insert Merge Code button, and then click the code you want to insert.
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When you are finished adding content to the correspondence template, click the Save Template button.

Correspondence Templates are used on the Correspondence tab of the submission processing screens when you create a
correspondence record. Above the embedded rich text editor, a drop-down menu will contain the available templates.

My Workspaces [ IRB Board Correspondence Il Back

l Save Correspondence as a Draft l [ Send Correspondence ]

*Send Email ¥ Template: —-none-- v Import template

S *Content
IRB Number
. B I u § x Font Family ~ 12 - & 1~ M~ =~
* Recipient(s):
Additional Recipient(s): = = = = % [Za] Q - =

Reply To(s):
Additional Reply To(s):
Attachments

Add Attachment

Mo Attachments have been added to this
message

Setup Review Cycle

From this screen, you have the ability to create review cycles that can be used to calculate the IRB expiration date on the
Outcome tab of the submission processing screens. If you have an IRB submission approval date, the IRB expiration date
can be calculated based on your pre-defined review cycles. Please note that the review cycle calculates based on “x”
amount of months.

When you open the page, a list of any review cycles defined will display. If review cycles have not yet been added, this
page will not list any records.

You can click Add a Review Cycle to add a new record to the list.

My Workspaces [ IRB Setup Review Cycle List Kl Back

[ Add a Review Cycle ] ’ Delete Review Cycle(s) ]

6 result(s) found...

Edit |Name

1 month
3 months

6 months

This will open a new page where you can enter information related to the review cycle.

Enter the Name of the Review Cycle and the number of months in the Review Cycle Number in Months field. Click the
Save Review Cycle button and the record will be added to the list of review cycles.
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Submission History

iRIS

IRE of Record: * Yes No

Pre-review Screening

IRBE Initial Approval:

Review Checklist
and Comments

Review Cycle: | —none— L

Review Summary

IRE Expiration Date: Calculate Date

Submission Discussion

Continuing Review Due:

Recommendation

Stipulation

Study Follow-up:

Internal Submission
Routing

@@al

Protocol Closure:

Temporary Closed: Yes ® Ko
Expedited by
Outcome Tempaorary Closure Start: '
Outcome Letter Temporary Closure End: '
Submission Complete
Risk Assianed: | -none-- v

The Review Cycle is available on the Outcome tab within the submission processing screens. Once the approval

information is entered, you may select a Review Cycle from the drop-down list, as shown in the screenshot below.

Submission History

Pre-review Screening

Review Checklist
and Comments

Review Summary

Submission Discussion

Recommendation

Stipulation

Internal Submission
Routing

Expedited by

Outcome

Qutcome Letter

Submission Complete

Take Note:

IRB of Record: ©Yes O No

Please Select the Type of Review

Notification that Must be Sent: | Email with Home Screen Task and Continuing Review

IRB Initial Approval:

Review Cycle:

IRB Expiration Date/Status Check
Due Date:

Continuing Review Due:

~ Protocol Closure:

Based on the Submission Approval and the number of months associated to the Review Cycle selected, the IRB Expiration

will auto-populate if rb.use_autocal expiration is set to yes.
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required: no
General Information Assign the Submission to Agem
Submission Components Submission Approval:

Correspondence Meeting Approval Date: I:l

Submission History

Pre-review Screening =)
! Internal Comments:

Review Checklist

and Comments y

Shared Comments:

Review Summary

Submission Discussion

Take Note:
Recommendation
Stipulation
Internal Submission IRB of Record: @ ves O o
Routing

Please Select the Type of Review

Eqpelizd] &y Notification that Must be Sent:

| Email with Home Screen Task and Continuing Review

Outcome

IRB Initial Approval:
Qutcome Letter

Submission Complete Review Cycle:
IRB Expiration DntElSta:)l:_smc[?aBtg;( 06/26/2021

Setup Submission Codes (Not Applicable Unless Purchased)

This feature in iRIS is not available for general use, only an iMedRIS employee can adjust this information. Please contact
your Project Manager or Customer Support Representative if you have any questions regarding the properties for this
setup.

My Workspaces [ IRB Setup Review Board Submission Codes

[ Add Submission Code ]

11 result(s) found...

Edit Delete |Code Order Code Code Label Code Tooltip
3| 0 10 PRIS PRIS Prisoners used on this study
3| o 20 PREG PREG Pregnant Woman used on this study
3 o 70 n D& Legal Authorized Representative
1 o 80 m EX 8 Exempt Category 8
3 0 S0 m CEDED Ceded to Another IRB (IRB OF RECORD = No)
3| o 110 m RAD Radiation Study for Multi Site
3 o 140 ca ca Open to enrollment of new subjects
1 o 150 ™ T Texas is the State of Record
3| 0 160 YES YES Open to enroliment of new subjects
1 o 170 m MO Giant Yes No is set to NO
3| o 180 2015 Common Rule 2019

This area of the system will allow you to configure System Submission Codes essential to the operation for submissions.
Create and maintain the submission codes for submission in the Setup Submissions Codes page. These codes will allow
you identify characteristic of a protocol easily. When the properties: system.use_IRB_identifying_codes and
“rb.use_identifying codes are set to yes, the Setup Submission Codes list will be available in the System Setup tab.
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The Review Board Submission Codes are used for every single criteria described in Submission Form, Outcome tab or

study application. The review board will maintain the submission codes of a particular study; however, the system will
also default the appropriate code depending on the criteria selected.

The Edit column contains icons that you can click to open information about the submission code and Edit.

The Delete column is used to delete a submission code. To delete a submission code, click the icon next to the
submission code desired.

The Code Order column determines sets the order of the submission code. The Code Order can be changed by typing in
the new section order then clicking on the Save Section Order button.

The Code column contains a sample of the assigned color and code label for the code.

The Code Label column is used when using the code, this is used as a reference point, so be sure to label it with an
accurate description. The code label entered will display in the code column which will be associated to a specific color.

The Code Tooltip column is used to describe the code. This area allows you to create a help popup for specific words. By
hovering the mouse cursor over the code, the tooltip text you entered in this column will display. This feature is helpful
for complicated areas where providing additional explanations will be beneficial.

Codes Department

m ADMIN. - Redlands

| Radiation Study for Multi Site I

To create a new submission code, click the Add Submission Code button. The Add/Edit IRB Submission Code Definition
page will open. All the field on this page are required fields.

Add /Edit IRB Submission Code definition X
“Code Label:
#Code Tooltip:

*Order: 190

Add a new Rule
Order What to Validate Data Value Join by, if any
0 1| | Application Form all columns ¥ What Application? --nong-- ¥
--none-- v
What Application Column ?
--none-- v
--none-- v

© iMedRIS Data Corporation 58



IRB Assistant - RB Administration

iRIS
11.02
You can use the bottom section of the page to setup rules within the application and submission form. Selecting the Add
a New Rule button in this area will allow you to build rules for the inclusion of the section based on the criteria selected

on the application form, IRB outcome fields and submission form.

Any code with an included rule defined will only display that code if the rules defined are met.

Add a new Rule

Order What to Validate Data Value Join by, if any
0 1| || Application Form all columns ¥ What Application? --none—- ¥
--mone-- \d

What Application Column ?
--mone-- \d

--none-- r

Order — This order field determines in which order the rules will be checked against the value entered by the user.

What to Validate column has a list of options from which to select from. You may select an application, a submission
form or IRB outcome fields from the drop-down menu.

The Data Value column populates based on what was selected in the “What to Validate” column.

What Application — This selection will pull in the names of all the application. This is used when you want your
rule to reflect a value completed in the application form for the study or project. The Data Value column will first
ask “What Application?” you are setting this rule for. Once this is selected, the “Data Type” column will update
and ask which application to pull data from, then it will update with the database column name from the
selected application.

What Application Column? — Once an application is selected, the system will update database column name
selected from that specific application selected to apply the code rule to.

Note: The What Application Column populates based on what was selected in the “What to Validate” column.
Keep in mind the Data Value is pulling the database column names that were created when the data value was
created in System Forms Designer.

Setting the Validate Action — After selecting the Data Value, you can indicate how the data value relates to the
rule. In most cases, the “EQUAL” action will adequately capture the rule, however in some cases the other
options need to be selected.

EQUAL — This action is used to indicate that the value entered in the form for the specified Data Value must be
equal to the selection.

NOT EQUAL — This action is used to indicate that the value entered in the form for the specified Data Value
must not equal the selection.
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LESS THAN, LESS THAN EQUAL, GREATER THAN, GREATER THAN EQUAL — These actions can only be used when

the Data Value selected is a numeric value. If this is the case, you can build a rule that will only trigger if the
specified value for the data value is less than, less than or equal to, greater than, or greater than or equal to
the value specified in this rule.

Join by, if any — This column will be used if your Validation determination is based on more than one value.

Review Board Notification Setup

Review Response Notification Setup

The Review response, or submission notifications, will generate and send to the study when a review board returns a
submission for pre-review or post-review changes. You can also define reminder notifications to be sent when the study
does not respond within a certain amount of time to these changes.

My Workspaces & IRB Review Response Notification Setup i Back

List of Response Types

Send E-mail Notification

Submission Correction [%sirb_number3z] Submission Correction test [%estudy_title%s)] Yes

Review Response IRB Protocol [%irb_numberd:] Review Response test 11025QL Yes

List of Submission Correction Reminder Notifications

Add a New Reminder Notification | [ Delete Reminder Notification(s)

Notification after 7 Days Send E-mail Notification

9 s c - r:
Submission Correction Reminder Notification 30 Days [%eirb_number%s] Subm ssiolno;osraellctlor Reminder Notification Yes

Submission Correction Reminder Motification 1 Days submission correction reminder notification: [%5irb_number3:] Yes

List of Review Response Reminder Notifications

[ Add a New Reminder Notiication | | Delete Reminder Notifcation(s)
Notification after ? Days Send E-mail Notification
Submission Response Reminder Neotification 31 Days [%irb_numbersa)] Sub 1 R der Motification Yes
Submission Response Reminder Notification 5 Days IRE protocol [%irb_number3:] response or correction not received Yes

yet

IRB protocol [%eirb_numbers:] response or correction not received

Submission Response Reminder Notification 1 Days yet

Response Types

These two notifications will generate and send when the review board requests changes. The Submission Correction will
generate and send when the review board indicates there are pre-review changes. The Review Response will generate
and send when the review board adds stipulations and sets the Submission Outcome to an outcome that will return to
the study.
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Response Reminder Notifications

The Response Reminder notification will send to the study a certain amount of days after a submission has been
returned to the study and works with the Submission Correction/Review Response. This notification will send x amount
of days after the Submission Correction/Review Response has been sent, if the study has not responded.

Continuing Review Notification Setup

The Continuing Review Notification will alert selected users of an upcoming Continuing Review. An email will be sent out
as specified in the screenshot below. Continuing Review notifications are sent to the Principal Investigator, and to the
additional recipients configured to receive them by the board administrator. There are currently three notifications set
up: one to be sent 90 days prior to the expiration date, one 60 days prior, and one 30 days prior. These can be modified
and deleted, and new notifications can be added.

My Workspaces © IRB Continuing Review Notification Setup

List of Continuing Review Notifications

[ Add a New Notification ] [ Delete Notification(s) ]
| B e | we | Nowmcmonprormewatendats | me | SendEmai Notiication |
[ogi a6 i i iew
i Continuing Review Motification 90 Days -f"'rb—n”m(?t?f:Ef;ﬁg:ng”drgssrli%gt'gg'['g Review Yes

List of Email and Home Screen Task Notifications

[ Add a New Notification ] [ Delete Notification(s) ]
I I S e ™ e
i} Email an%g{;fﬂ:tis;nree” Task 90 Days Email and Home Screen Task Notification for 90 days Yes
List of Email Only Notifications
[ Add a New Notification ] [ Delete Notification(s) ]
I e S T ey
- . . Email Only Notification [%irb_number%:] - 1102Dev- 30
=1 Email Only Notification 30 Days days [%hirb_number%] Yes

The notifications will be sent out on the amount of days specified before the Review Board Expiration Date set for the
study by the IRB on the Outcome Tab.

Email and Home Screen Task Notification
These notifications will generate and send when the review board assigns a task. The Email and Home Screen Task
Notification will send a notification to the home screen and send an email to the Pl and Study Contact.

Email Only Notification

The Email Only notification will send an email to the study of upcoming Continuing Review but will not send a
notification in iRIS. This notification will send x amount of days after the Submission Correction/Review Response has
been sent, if the study has not responded.

Follow-up Study Notification Setup

When a Review Notification Type is select for a study status in System Administration > Setup System Status, the review
notification type selected for the status will automatically display within the “Please Select the Type of Review
Notification that Must be Sent” drop-down menu in the Outcome tab. This will allow a notification to be sent out for a
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study follow-up date, if the property “system.IRB_allow_cont_review_notification_selection_No’ is set to “Yes’ and the

appropriate fields- Study Follow-up" and "Send Follow-up Notification?" fields have been selected in the Outcome tab.

You must select a Study Follow-up date and select the Yes Radio button for Send Follow-up Notification? In order for the
notification to be sent out.

My Workspaces [ IRB Follow-up Notification Setup [l Back

List of Follow-up Notifications

[ Add a New Nofification ] [ Delete Notification(s) ]
Follow-up Notification 24 Months Year 2 Follow-up [%irb_number%] Yes

—d

Expiring Study Notification

When the Expiring Study Notification property: rb.send_expiring_study_notification_to_PIl_contact is set to “Yes”, the
notification for the expiring study will be sent to the PI, and study contact. If the property is set to “No”, then it will be
sent to the assigned analyst. If there is no analyst assigned, the notification will be sent to the coordinator(s).

Reviewers Notification Setup
Reviewers Notifications are sent to the assigned reviewers of a submission. There is also a notification you can set up to
let the assigned analyst of a submission know when the reviewers have completed their reviews.

Reviewers Complete Notification
This notification will trigger and send to the assigned Analyst when reviewers are complete with their reviews on a
submission.

List of RB Reviewers Complete Notifications

Send E-mail Notification

4 RE Reviewers Complete Notification Reviewers Complete Notification/10032 Yes

Reviewer Assignment Notifications
These notifications will generate and send to an assigned reviewer based on the review process of the submission. You
can also setup a notification to send to the reviewer if they have been removed from the review.
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ist of Reviewer Assignment Notifications

Send E-mail Notification
3]

Expedited Reviewer Assignment Notification Expedited VA & IRB Review Assignment Yas Delete Notification

Agenda Reviewer Assignment Motification IRB Reviwer Assignment (10032 testing) Yes Delete Notificatio

Designated Reviewer Assignment Motification Designated Reviewer Assignment Notification/10032 Yas Delete Notification

Designated Review Member Assignment

i iew i ificati Delete Notification

25| Designated Review Member Assignment Notification Notification/ 10032 Yas
Exempt Reviewer Assignment Notification Exempt Review-1102 SQL Yas Delete Notification
Limited Review Reviewer Assignment Notification Limited Reviewer Assignment MNotification -1102 SQL Yas Delete Notification

Process Administrative Reviewer Assignment

e WA IRB Administrative Review Assignment Yas Delete Notification
— Notification

Reviewer Unassignment Notification VA IRB Reviewer Assignment Change Yes Delete Notification

Agenda Reviewer Assignment Notification
This notification will send to a full board reviewer. Note that you must also have Enable Reviewer Notifications set to Yes
for the Meeting Date in Meeting Manager before any full board review notifications will send.

Expedited Reviewer Assignment Notification
This notification will send to an expedited reviewer as soon as you assign them to review an Expedited submission.

Exempt Reviewer Assignment Notification
This notification will send to a reviewer as soon as you assign them to review the Exempt submission.

Designated Reviewer Assignment Notification
This notification will send to a reviewer if you assign them to review a submission with the Designated Reviewer review
process.

Designated Review Member Assignment Notification
This notification will be sent to a board member if they have been assigned to review a Designated Reviewer submission.

Process Administrative Reviewer Assignment Notification
This notification will send to a reviewer as soon as you assign them to review a submission that has been given a review
process of Process Administratively.

Reviewer Unassignment Notification
This notification will send if you delete a reviewer assignment task.

Reviewer Assignment Reminder
You can set up a notification that will send out a specified number of days after the review assignment to remind the
reviewer of their task.
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List of Reviewer Assignment Reminders

When to Notify Send E-mail Notification

Reviewer Assignment Pending

T 1] = i i i
=) Reminder Notify every 2 Days VA IRB Review Reminder Yes Delete Notification

Internal Documents Notification

The review board has the ability to upload documents to a study record that are specific to the study and internal to the
review board. When documents are uploaded, you have the ability to email that document to another user of the
system. Notifications defined here will attach the uploaded document and send to the selected recipient.

My Workspaces & IRB Setup Internal Document Notification Kl Back

I S ™ ™ S
A document has been routed to you through
—l Internal Document Notification iRIS for review/action. Please log in for details. DS e

From this page you will be able to add the title and define the recipient(s) for the notification.

My Workspaces & IRB Setup Internal Document Notification Kl Back

Type of Notification: Internal Document Notification
Title: A document has been routed to you through iRIS for review/action. Please log
Send To: Add

The recipient of this notification is specified within the notification template, or any additional recipients manually added
at the time you send the notification. The screenshot below shows an example of a template about to be sent from a
study within the IRB board. The Recipients column pulled in the recipient as defined in the notification setup, and you
can manually add additional recipients here.

*Send Email *Content

*Subject

|InternaIDucument [ == e & B I U e x, %2 1S I A A- £ == ==
* Recipient(s): & | Format N Yoo . @ —e

Administrator
Additional Recipient(s):
Attachments
Delete Aftachment(s)
O document.docx

Click Attachment Name to View

The notification will send when you access Review Board Internal Documents within a study record within the IRB board.
Select the checkbox next to the document you wish to send and then click the Send Email button.

This will cause the Internal Document Correspondence page to open. You can type in content for the notification, change
the recipient list, or change the Subject line for the email. When you are done and ready to send the notification, click on
the Save & Send Correspondence button.
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Internal Routing Notification
These notifications will send to a user assigned an Internal Routing task and also to the Assigned Analyst when an
Internal Routing task is completed.

My Workspaces ] IRB Internal Routing Notification Kl Back

Edit Type Title Send E-mail Notification

RB Internal Submission Routing Signoff

P Notice of Internal Routing Assignment Yes Delete Notification
=l Notification

Edit Type Title Send E-mail Notification

RB Internal Submission Routing Complete

o RB Internal Routing Complete Notification Yes Delete Notification
(3] Notification

3 B
; i

Internal Routing Assignment Notification
This notification sends to a user assigned an Internal Routing task.

Internal Routing Complete Notification
This notification will send to the Assigned Analyst when all assigned users have completed their Internal Routing tasks for
a submission.

Pre-Review Assignment Notification

The Pre-Review Assignment Notifications will email to the study when a submission has been assigned a certain review
process. Each notification listed on this page matches a process in the Pre-Review Screening tab of the submission
processing screens.

My Workspaces ] IRB Prereview Notification Setup i Back

Edit Type Title Send E-mail Notification | Action

Prereview Agenda Assignment Notification NOTICE OF AGENDA REVIEW ASSIGNMENT Yes Delete Nofification
Prereview Expedite Notification Notice of Expedited Review Assignment Yes Delete Nofification
Prereview Exempt Notification NOTICE OF EXEMPT ASSIGNMENT Yes Delete Nofification
Prereview Exempt Notification Not Defined Mot Defined Add Notification

Prereview Administrative Notification NOTICE OF PREREVIEW ADMINISTRATIVE Yes Delete Nofification

=l ASSIGNMENT

T
L

Pre-Review Agenda Assignment Notifications
Pre-Review Agenda Assignment Notification is sent when a submission has been placed on the agenda for full board
review.

Pre-Review Expedited, Exempt, and Administrative Notifications

The Pre-Review Expedited, Facilitated, Exempt, and Emergency Use Notifications are sent when a submission has been
set to Expedited, Facilitated Review, Exempt, Emergency Use by the IRB. Depending on your system settings, you may or
may not have all these notification types listed on this page.
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Meeting Agenda and Minute Notification

The Meeting Agenda and Minutes notifications send out to board members when you generate, publish, and then
indicate to the system to send out the agenda template or minutes template for a specific meeting date in the Meeting
Manager. These notifications generate and will attach the PDF-published versions of the appropriate document. They will
send to all board members or to members present at a specific meeting, depending on what notification is sending out.

My Workspaces [ IRB Meeting Agenda and Minute Notification Setup Kl Back

Send E-mail Notification

Final Meeting Agenda Notification Finalized Meeting Agenda Notification Yes Delete Notification

Revised Meeting Agenda Notification Revised Meeting Agenda Notification Yes Delete Notification

Final Meeting Minute Motification Final Meeting Minute Motification Yes Delete Notification

Draft Meeting Minute Notification Draft Meeting Minute Notification Yes Delete Notification

Final Meeting Agenda Notification
This notification will generate when you send the published Meeting Agenda for a specific meeting date in the Meeting
Manager. It will attach the PDF Meeting Agenda and send to all board members.

Revised Meeting Agenda Notification
This notification will generate when you send a published Revised Meeting Agenda for a specific meeting date in the
Meeting Manager. It will attach the PDF Meeting Agenda Revision and send to all board members.

Final Meeting Minute Notification
This notification will generate when you send the published Meeting Minutes for a specific meeting date in the Meeting
Manager. It will attach the PDF Meeting Minutes and send to all board members present at the meeting.

Draft Meeting Minute Notification
This notification will generate when you send a copy of the Draft Meeting Minutes for a specific meeting date in the
Meeting Manager. It will attach the PDF Draft Meeting Minutes and send to all board members present at the meeting.

Meeting Attendance Notification
You can set up notifications that will send to board members a certain amount of days prior to a meeting date, asking
them to log in to the system and set their meeting availability. You can also setup a notification that will send to IRB
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Coordinators if any member changes their availability within a certain amount of time prior to a meeting date.

My Workspaces & IRB Meeting Attendance Notification Setup

[ Add a New Notification ] [ Delete Notification(s) }

List of Meeting Attendance Notifications

Notification prior to expiration

date Send E-mail Notification

Meeting Attendance Notification 30 Days Meeting Attendance Notification Yes

List of Member Attendance Change Notification

Send E-mail Notification

Member Attendance Change Notification Member Attendance Change Notification Yes Delete Member Attendance Change Notification

Meeting Attendance Notifications

If you would like to send notifications to board members to alert them to set their availability for upcoming meetings,
you can set up reminders here. These notifications will send a certain amount of days prior to a meeting date to let the
member know they need to set their availability. You can have any number of notifications set up.

Member Attendance Change Notification

This notification will send to IRB Coordinators a certain amount of time prior to the meeting date if any member has
changed their availability.

Outcome Letter Notification
Notifications related to Outcome Letters are set up here. These notifications send to Outcome Letter recipients, to users
assigned to sign an Outcome Letter, and to alert analysts that signoffs on letters have been completed.

My Workspaces & IRB RB Outcome Letter Notification K Back

List of RB Outcome Letter Notifications

et | Twe | Tl SesdEmailNotifcan | Adin
| RB Qutcome Letter Notification Outcome Letter Notification Yes [ Delete Qutcome Letter Nofification ]

List of Outcome Signoff Letter Notifications

et Twe | TWe  SendEmailNelification _________ Adin
RB Outcome Signoff Letter Notification RB Qutcome Signoff Letter Notification Yes [ Delete Outcome Signoff Letter Notification ]

List of Outcome Signoff Complete Notifications

[ew | we | e | SedEmNoumaon| _____ hgim
5| RB Outcome Signoff Complete Notification Outcome Signeff Complete Notification Yes [ Delete Outcome Signoff Complete Notification ]
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Outcome Letter Notification
This is the notification that will generate and send to the recipients selected when you send an Outcome Letter. This

notification will attach the PDF Outcome Letter.

Outcome Signoff Letter Notification
This is the notification that will generate and send to a user assigned to sign off on an Outcome Letter.

Outcome Signoff Complete Notification
This is the notification that will generate and send to an assigned analyst when all signoff tasks for the letter have been
completed.

Designated Review Agenda Assistant Notification
The review agenda notification will be sent when a user has been assigned the role of a Designated Reviewer for a study
and the reviewer need to submit their review comments within a specific amount of time.

Outstanding Stipulations Notification

These notifications are sent to the PI, Study Contact, and assigned analyst on the defined number of days before the
follow-up due date defined by the IRB in a stipulation. There are three notifications shown below as examples in this
group of notifications. One is designed to be sent 1 day before the due date of the stipulation and the others are
designed to be sent 5 days and 30 days before the due date of the stipulation. These notifications will not be sent if the
Review Board has closed the stipulation and assigned a Date Closed prior to the day the notification would be triggered.

My Workspaces = IRB Outstanding Stipulations Notification Setup

[ Add a New Notification ] [ Delete Notfication(s) ]

List of Qutstanding Stipulations Notifications

B . Send € mail Noticaion

Qutstanding Stipulations Notification 30 Days Cutstanding Stipulations Notification Yes

When the IRB defines a stipulation, the stipulation type “Comments that must be addressed” causes the follow up date
field to appear. When this is defined, then the number of days defined in the notification before this follow-up date is
when the notifications will be sent.

[ Print Friendly ] [ Add Multiple ] [ Add New ] [ Add Pre-defined ] [ Save Stipulation ]

General Information

I~ Stipulaticons to be sent for Response W&

Submission Cemponents

Correspondence - - Follow-up = 3
Stipulation Type Due Stipulation
Submission History
Pre-review Screening o ) 1 Stipulation must be N/A Administrator
- Filiesesd Revise Lay Summary )(\%ﬁ?rﬁi%?aigg
Review Checklist (07/25/2019) Click to link

and Comments

Review Summary

Submission Discussion

I~ Stipulaticns with the responses from the previous submission &

Stipulation

No response Stipulations entered

© iMedRIS Data Corporation 68



IRB Assistant - RB Administration

iRIS
11.02
If the study returns the submission correction form with the stipulations addressed, and the review board takes an action
and assigns a Date Closed before the day that the notification has been set up to send out, then the notification will not

be triggered.

In order to add an outstanding stipulation notification, simply click the Add a New Notification button and fill in the Title,
the Notification if within number of days, the Send Email Notification, and the E-mail Content. Merge codes can be
inserted into the email as defined in Submission Notification Setup.

Special Purpose Forms Response Notification Setup
Here, you can configure notifications, including reminder notifications, for Submission Correction and Review Response

forms for Special Purpose submissions.

My Workspaces & IRB Special Purpose Response Form Notification Setup

List of Response Types

Send E-mail Notification

Submission Type Review Response Yes

Submission Type Submission Correction Yes

List of Submissicn Correction Reminder MNotifications

Add a2 New Reminder Notification ] [ Delete Reminder Notification(s)

Notification after ? Days Send E-mail Notification

Special Purpose Form Correction o .
=] Reminder Notification 30 Days [9%irb_number®s] Yes
List of Review Response Reminder Notifications
Add a2 New Reminder Notification ] [ Delete Reminder Notification(s)

Notification after ? Days Send E-mail Notification

Special Purpose Form Response

o 0y
L= Reminder Notification 30 Days [%0irb_number9s] Yes

When configuring these notifications, the “Form Author” merge codes described in the previous section are available for

use.

List Maintenance Setup
List Maintenance Setup is where you set up the information that will appear in review board drop-down lists.

© iMedRIS Data Corporation 69



IRB Assistant - RB Administration
iRIS
11.02

System Setup | List Maintenance Setup | | Clean-up

Review Board Lists

Adult Benefit Assigned Configuration List
Pediatric Risk Assigned Configuration List

Regulatory Determination 1 List

[ [P PR RIS TR RN pup 8- J T - N

Adult Risk Assigned Configuration List

The Adult Risk Assigned Configuration List allows you to set up a list of current risk ratings that the review board uses to
rate the adult risk for a particular study. Depending on whether the rb.use_adult_risk_assigned property is turned on,
this configuration list may not appear.

My Workspaces = IRB Setup Adult Risk Assigned List Kl Back

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

Edit order | jult Risk Adult Risk Description

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

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

3]
3 ;imln:g (TR 22 =T The research invelves more than a minor increase over minimal risk to subjects.

—)

4 N/A MN/A

To delete one or more Adult Risk Assigned record(s), check the boxes next to the record(s) to be deleted, and then click
the Delete Selected Adult Risk(s) button. A dialog box will open. Click the OK button to continue and delete the
record(s). Click the Cancel button and the record(s) will not be deleted.

To edit a risk, click the —— icon next to the risk to be edited. After a new page opens, you may change the name, order,
and description of the risk. Click the Save Adult Risk button to save the changes.

The Order Number indicates the order in which these risk categories will appear in the actual drop-down list on the
Outcome tab.

The Adult Risk field displays the name of the risk that will be displayed for the reviewer to choose.
The Adult Risk Description explains when this Adult Risk category might be assigned.

After returning to the main Setup Adult Risk Assigned List screen, click the Add Adult Risk button to add a record to the
list.
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*0Order Number: 1
*Adult Risk: minimal

The research involves no mere than minimal risk to subjects.

*Adult Risk Description:

Enter the order of the risk, the Adult Risk name and enter a detailed description of this risk category.
Click the Save Adult Risk button to add the risk to the Adult Risk Assigned page.

The list that is defined here is available to choose from when assigning the Adult Risk to a study. The screenshot below
shows where this feature is used on the Outcome tab. It also appears on the Study Summary screen.

Submission Discussion Adult Risk Assigned:
minimal
Recommendation o -
Adult Benefit Assigned: minor increase over mlnl_m_al :IV
. ; = minor increase over minimal
Stipulation N/A
Pediatric Risk Assigned: T s

Internal Submission
Routing
Exempt: |:|

Expedited by

Non-Human Subject Research
Outcome b3 (nHsr): O Yes ONo

Adult Benefit Assigned Configuration List

The Adult Benefit Assigned Configuration List lists the current benefit ratings the review board uses to rate the benefit
for a particular study. Depending on whether the rb.use_adult_benefit_assigned property is turned on, this configuration
list may not appear.

My Workspaces = IRB Setup Adult Benefit Assigned List Kl Back

[ Add an Adult Benefit ] [ Delete Selected Adult Benefit(s) ]
‘ Edit "?I':‘l:;r Adult Benefit ‘Allult Benefit Description
1 knowledge of condition w/ no The research involves no prospect of direct benefit to individual subjects but is likely to vield generalizable knowledge about the subject’s
=] direct benefit disorder or conditien.
3 societal understanding w/ no  The research involves no prospect of direct benefit to individual subjects, but likely to vield generalizable knowledge to further society's
= direct benefit understanding of the disorder or condition under study.
3 prospect of direct benefit The research involves the prospect of direct benefit.
4 N/A /A

To delete one or more Adult Benefit Assigned record(s), click the box(es) next to the record(s) to be deleted, and then
click the Delete Selected Adult Benefit(s). A dialog box will open. Click the OK button to continue and delete the
record(s). Click the Cancel button and the record(s) will not be deleted.

To edit a benefit, click the -~ icon next to the risk to be edited. After a new page opens, you may change the name,

order, and description of the benefit, and then click the Save Adult Benefit button to save the changes.
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The Order Number indicates the order that these risk categories will appear in the actual drop-down list on the Outcome

tab.
The Adult Benefit field displays the name of the risk that will be displayed for the reviewer to choose.
The Adult Benefit Description explains when this Adult Benefit category might be assigned.

After returning to the main Setup Adult Benefit Assigned List screen, click the Add an Adult Benefit button to add a
record to the list.

*0Order Number: 1
*Adult Benefit: New Adult Benefit

New Adult Benefit Description

*Adult Benefit Description:

Enter the order of the Benefit, the Adult Benefit name, and enter a detailed description of this Benefit category. Click the
Save Adult Benefit button to add the risk to the Adult Benefit Assigned page.

The list that is defined here is available on the Outcome tab for the reviewers to choose from to assign the Adult Benefit
to a study. The screen shot below shows where this feature is used, and it also appears on the Study Summary screen.

Recommendation

Adult Benefit Assigned:

knowledge of condition w/ no direct benefit

Stipulation

Pediatric Risk Assigned: |30Cietal understanding w/ no direct benefit
Internal Submission prospect of direct benefit
Routing MIA

Exempt: T

Expedited by

Non-Human Subject Research )
Outcome (NHSR) : Yes ' No

Outcome Letter

Ceded - Collaborating IRB List
The Collaborating IRB List is used to configure the organizations that will appear in the Ceded From/Ceded To IRB lists on

the Outcome tab of a Submission. When rb.use_ceded_review_details is set to yes, you will be able to enter information
about an IRB that the study has been ceded from or to. The Collaborating IRB List displays when you indicate that the
study has been ceded from or to another organization.

Recommendation
Ceded to IRB:
Stipulation IRB of Record: Oves ®no |IRB One |
L. Ceded to Expiration |IRB Two
Lnte{.nal Submission IRB Initial v Date: st
outing Approval: |:|
Ceded to IRB Number: | |
Outcome Review Cycle:
Ceded to IRB Review
Outcome Letter = IRB Expiration: ’—| ,=°|'| Type: |--none-- V|

To delete an organization entered on the Collaborating IRB List, check the box(es) next to the organization(s) you wish to
delete and click Delete Selected Organizations.
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My Workspaces & IRB Setup Collaborating IRB List Kl Back

[ Add an Organization ] [ Delete Selected Organization(s) ]

Edit ‘Organizatiun

Children Hospital IRB

St Joseph Hospital

To edit an organization, click the - icon next to the organization you wish to edit. The following screen will open, and

you will be able to edit the organization name in the Organization field. Click Save Organization to save your changes and
return to the main Collaborating IRB List screen.

My Workspaces & IRB Setup Collaborating IRB List Kl Back

Save Crganization

*0rganization: Children Hospital IRB

To add a new organization, click the Add an Organization button. You will be brought back to the screen seen in the
screenshot above, and you will be able to enter the name of the new organization in the Organization field. Click Save
Organization to save the new organization and return to the main Collaborating IRB List screen.

Ceded - Review Type List
The Review Types added in this list will appear in the Ceded to IRB Review Type drop-down list on the Outcome tab of a
submission.

Review Checklist

and Comments Ceded to TRB: ‘ |RE One v
IRBE of Record: : Jves . No
B SN Ceded to Expiration Date: [{0104/2015
——— 5 IRE Initial Approval: B
Submission Discussion
Review Cycle: Ceded to IRE Number: ‘ |
Recommendation
IRB Expiration: Ceded to IRB Review Type:
Stipulation l:l _Iv Calculate Date | Escalated
Expedited
Internal Submission Continuing Review Due: |:| v
Routing

Outcome Protocol Closure: I:l vI

Outenme | etter Tamnnrary Clocad:

This list is available when you have indicated that the current IRB is not the IRB of Record and the study has been ceded
to another IRB.

To delete a type of review entered on the Type of Review List, check the box(es) next to the review type(s) you wish to
delete and click Delete Selected Type of Review(s).
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My Workspaces = IRB Setup Type of Review List n Back
[ Add an Type of Review } [ Delete Selected Type of Review(s) ]

1'3/ ‘ Edit |Type of Review

Review Type [
Review Type II

Review Type IIT

%

To edit a review type, click the —— icon next to the type of review you wish to edit. The following screen will open, and

you will be able to edit the type of review name in the Type of Review field. Click Save Type of Review to save your
changes and return to the main Type of Review List screen.

My Workspaces L] IRB Setup Type of Review List £l Back

#Type of Review: Review Type |

To add a new organization, click the Add a Type of Review button. You will be brought back to the screen seen in the
screenshot above, and you will be able to enter the name of the new type of review in the Type of Review field. Click
Save Type of Review to save the new organization and return to the main Type of Review List screen.

Pediatric Risk Assigned Configuration List

The Pediatric Risk Assigned Configuration List lists the current risk ratings the review board can use to rate the risk for a
particular study. Depending on whether the rb.use_child_risk_assigned property is turned on, this configuration list may
not appear.

My Workspaces IRB Setup Pediatric Risk Assigned List

[ Add a Pediatric Risk } [ Delete Selected Pediatric RIsk(s) ]
‘ Edit g;‘l“’;ﬂ Pediatric Risk Pediatric Risk Description
1 minimal Research not involving greater than minimal risk.
Category 2 - 45 CFR

S 46.405/21 CFR 50.52 test

2 ;ir?;gllg:wle?i‘{ prospect of Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.

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

4 3 G AT Research notl otherwise approvable which presents an opportunity to understand, prevent, or alleviate a sericus problem affecting the health or
—_ welfare of children.

5 NfA NfA

To delete one or more Pediatric Risk Assigned record(s), check the box(es) next to the record(s) to be deleted, and then
click the Delete Selected Pediatric Risk(s) button. A dialog box will open. Click the OK button to continue and delete the
record(s). Click the Cancel button and the record(s) will not be deleted.
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My Workspaces = IRB Setup Pediatric Risk Assigned List

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

‘ Edit g;‘::;er Pediatric Risk Pediatric Risk Description
1 minimal Research not involving greater than minimal risk.
1
2 > minimal w/ prospect of Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects.
= direct benefit
3 > minimal w/ NO direct Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge

L=l benefit about the subject's disorder or condition.

4 not otherwise approvable EleeTsaarrecgfn(?ilztrlgirwlse approvable which presents an cpportunity to understand, prevent, or alleviate a serious preblem affecting the health or

To edit a risk, click the -~ icon next to the risk to be edited. After a new page opens, you may change the name, order,

and description of the risk. Click the Save Pediatric Risk button to save the changes.

The Order Number indicates the order that these risk categories will appear in the actual drop-down list on the Outcome
tab.

The Pediatric Risk field displays the name of the risk that will be displayed for the reviewer to choose from.
The Pediatric Risk Description explains when this Pediatric Risk category might be assigned.

After returning to the main Setup Pediatric Risk Assigned List screen, click the Add a Pediatric Risk button to add a record
to the list.

My Workspaces & IRB Setup Pediatric Risk Assigned List

Save Pediatric Risk

*Order Number: 1
*Pediatric Risk: minimal

Research not involving greater than minimal risk.

*Pediatric Risk Description:

Enter the order of the risk, the Pediatric Risk name, and a detailed description of this risk category. Click Back to return

to the Pediatric Risk Assigned page without saving any changes. Click the Save Pediatric Risk button to add the risk to the
Pediatric Risk Assigned page.

The list that is defined here is available for the reviewers to assign the Pediatric Risk to a study. The screen below shows
where this feature is used, and also appears in the Study Summary.
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Outcome Adult Risk Assigned:
QOutcome Letter ) . minimal
Adult Benefit Assigned: . .i5imal w/ prospect of direct benefit ]
Submission Complete = minimal w/ NO direct benefit

Pediatric Risk Assigned: |not otherwise approvable
MNIA

Category 2

Exempt:

Regulatory Determination 1/ Regulatory Determination 2 List

This list allows you to set up a list of regulatory determinations for your IRB to select on the Outcome tab of a
submission. If you need a second list of regulatory determinations, you can also use the Regulatory Determination 2 List
functionality. After clicking on a Regulatory Determination 1 or 2 List link, you will be brought to a screen where you can
create, edit, and delete regulatory determinations for your review board.

My Workspaces [ IRB Setup Regulatory Determination 1 List

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

Edit ::l‘::lr)er Regulatory Determination

1 Regulatory Determination Risk Group 1

My Workspaces = IRB Setup Regulatory Determination 2 List

Add a Regulatory Determination ] [ Delete Selected Regulatory Determination(s) ]

‘ Edit g:u‘j:lr)er Regulatory Determination

1 Regulatory Determination 2

To delete existing Regulatory Determinations, check the box(es) next to the record(s) you wish to delete and click Delete
Selected Risk Group(s).

%

To edit an existing Regulatory Determination, click the =~ icon next to the record. You will be brought to a screen

where you can edit the order number (indicating in what order the items will appear in the list) and the name of the
Regulatory Determination. Click Save Risk Group to return to the main Setup Regulatory Determination 1 List screen with
your edits saved or click Back to return with no edits.

My Workspaces = IRB Setup Regulatory Determination 2 List

Save Regulatory Determination ]

“0Order Number: 1

“Regulatory Determination: Regulatory Determination 2

On the main screen, click Add a Risk Group to return to the screen shown in the above screenshot, where you can enter
the Order Number and Regulatory Determination. Click Save Risk Group to return to the main Setup Regulatory
Determination 1 List screen with your new group saved or click Back to cancel.
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The Regulatory Determination 1 and 2 Lists appear on the Outcome tab of a Submission as shown below, as well as the
Study Summary:
X X Regulatory Determination 1: one

LAt Regulatory Determination Risk Group 1

Internal Submission Regulatory Determination 2: |-—none— V]

Routing

T ination: | |

Expedited by ermination vI

Outcome Termination Reason: | —none--

QOutcome Letter —

Exempt/ Expedited Category List
This section will allow you to change the Exempt and Expedited categories which are hard- coded labels in the Outcome
tab. Once the link is selected, an extensive list of broken down into several sections.

My Workspaces = IRB Exempt/Expedited Category List Kl Back

List of Labels for Exempt Category

Select Categories For Study: | Common Rule - Effective January, 2019 v
|__Edit | Predefined Name Alternate Name
S wa /A /A

Category 1: Research,
conducted in established or
commeonly accepted
educational settings, that
specifically involves normal
educational practices that are

Category 1: Research, conducted in established or commonly accepted Category 1: Research, conducted in established or commonly accepted S&tdléﬁil; too ag;iﬁilytlgnpaCt

educational settings, that specifically involves normal educational practices that|educational settings, that specifically involves normal educational practices that learn re uiferzi edu(aﬁtr:iunal

are not likely to adversely impact students’ oppertunity to learn required are not likely to adversely impact students’ opportunity to learn required contentqur the assessment of

educational content or the assessment of educators who provide instruction. educational content or the assessment of educators who provide instruction. educators who provide

< |This includes most research on regular and special education instructional This includes most research on regular and special education instructional instruction 'Thigincludes

strategies, and research on the effectiveness of or the comparison among strategies, and research on the effectiveness of or the comparison among most resealrch on regular and

instructional technigues, curricula, or classroom management methods. instructional technigues, curricula, or classroom management methods. special education g
instructional strategies, and
research on the effectiveness
of or the comparison among
instructional techniques,
curricula, or classroom
management methods.

Select Categories for Study— Using the field “Select Categories for Study” will allow you to control which Common Rule
list to display within the Exempt/Expedited Category List page from the drop-down.

“Common Rule- Effective 1991” selecting this option allows for users to use the old Common Rule.

“Common Rule - Effective January 2018” this prompt for the generation of the revised Common Rule. The
“Common Rule — Effective January 2018” is set as the default selection in the drop-down bar. The Exempt/
Expedited Category List shows both the new and old Common Rule options now available in iRIS.

Edit — If a label needs to be adjusted, select the Edit icon next to the applicable label. From the following screen you will
be able to make the needed adjustment(s). Be sure to save your work, labels can be adjusted as many times as needed.
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My Workspaces = IRB

mpt/Expedited Category

Kl Back

Category 1: Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to
adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular
and special education instructional strategies, and research on the effectiveness of or the comparison among instructional technigues, curricula, or classroom management
methods.

Predefined Name:

Category 1: Research, conducted in established or commonly accepted educational settings, that
specifically involves normal educational practices that are not likely to adversely impact
students’ opportunity to learn required educational content or the assessment of educators who
provide instruction. This includes most research on regular and special education instructional

Alternate Name: | strategies, and research on the effectiveness of or the comparison among instructional technigues,
curricula, or classroom management methods.

Category 1: Research, conducted in established or commonly accepted educational settings, that
specifically involves normal educational practices that are not likely to adversely impact
students' opportunity to learn required educational content or the assessment of educators who
provide instruction. This includes most research on regular and special education instructional

Description: | strategies, and research on the effectiveness of or the comparison among instructional techniques,
curricula, or classroom management methods.

Predefined Name — This field will display the name that the label was originally set as within iRIS. This field is read-only.

Alternate Name — Displays the current name for the label. This means this is what the system is using in place of the
Predefined Name, if different.

Description — Displays the applicable description of how or where the label is displayed within iRIS.

Once labels are configured, board members will be able to see the new category label changes in the Outcome tab.

General Information Not Greater than Minimal Risk under 45 CFR 46 / 21 CFR 56

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

Correspondence Exranpi N/A

Submission History Category 1: Research, conducted in established or commonly accepted educational settings, that specifically
involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required

Pre-review Screening educational content or the assessment of educators who provide instruction. This includes most research on regular
and special education instructional strategies, and research on the effectiveness of or the comparison among

Review Checklist instructional techniques, curricula, or classroom management methods,

and Commients Category 2: Research that only includes interactions inveolving educational tests {cognitive, diagnostic, aptitude,

achievement), survey procedures, interview procedures, or observation of public behavior (including visual or
auditory recording) if at least one of the following criteria is met: i. The information obtained is recorded by the
investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or
through identifiers linked to the subjects; ii. Any disclosure of the human subjects' responses outside the resesarch

Review Summary

Submission Discussion

Recommendation would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial
standing, employability, educational advancement, or reputation; or iii. The information obtained is recorded by the

Stipulation investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through
identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by

Internal Submission 111(a)(7).

Routing

Category 3: i. Research involving benign behavioral interventions in conjunction with the collection of information
from an adult subject through verbal or written responses (including data entry) or audiovisual recerding if the
subject prospectively agrees to the intervention and information collection and at least one of the following criteria
is met: A. The information obtained is recorded by the investigator in such a manner that the identity of the human
subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; B. Any disclosure of the
Outcome Letter human subjects’ responses outside the ressarch would not reasonably place the subjects at risk of criminal or civil
liability or be damaaina to the subiects’ financial standina. emplovability, educational advancement, or reputation:

Expedited by

Qutcome

Stipulation Category

If you would like to categorize your stipulations, you can create a list of categories you can assign to stipulations when
you create them. To use categories for stipulations, the review board property rb.use_stipulation_category must be set
to Yes.
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When you click the Stipulation Category link, a list of any categories that have already been added to the system will
display. If you have not set up any categories, the page will not list any records. You can add a new category by clicking on

the Add a Stipulation Category button.

My Workspaces = IRB Setup Stipulation Category List Kl Back

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

Stipulation Category

IRB - Board Stipulation Category [

IRB - Board Stipulation Category II

IRB - Board Stipulation Category III

IRE - Board Stipulation Category IV

Type the Stipulation Category name and click the Save Stipulation Category button to add the new category to the list.

My Workspaces = IRB Setup Stipulation Category List Kl Back

[ Save Stipulation Category ]

*Stipulation Category: IRE - Eoard Stipulation Category |

You can edit existing categories by clicking the —— icon next to the category name. This will open a page that will allow

you to modify the name.

Any category you add to the list will populate in the Stipulation Category drop-down list when creating a Stipulation for a
submission.

Archived Location List

The Archived Location List allows you to create a list of Archived Locations that you will be able to select from a
drop-down menu on the Outcome tab of a submission. Click the Archived Location List link to open the Archived Location
Setup screen.

My Workspaces = IRB Setup Archived Location List Kl Back

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

List of Archived Locations

1 result(s) found...

‘ Edit ‘Arch'rved Location

test Archived Location

Click Add a New Location to open a screen where you can enter the name of the location and add it to the list.
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Save Location

Add an Archived Location to the system.

*Archived Location:

Enter text in the Archived Location field and click Save Location to add the new location to the list and return to the main
Archived Location Setup screen. Click Back to return to the main screen without creating a new entry.

If you wish to delete Archived Locations from your list, check the box(es) next to the location(s) you wish to delete and

click Delete Selected Location(s). A popup will display; click OK to delete the location or Cancel to proceed without
deleting.

To edit an Archived Location, click the = icon next to the location you wish to edit. This will open the screen shown in

the above screenshot, and you will be able to change the name of the Archived Location.

The Archived Location drop-down list appears on the Study Summary page of a submission.

IRB Study Summary
Active

IRB Number: IRB-18-3269
PI: A., Administrator Admin, J.D. Brig. Gen.

My Workspaces [=

Adult Benefit Assigned: [--none— ~]
Pediatric Risk Assigned: [ -—none— v
Exempt: D

Non-Human Subject Research (NHSR) : O Yes O No

St Approved: 1]

Subject Justification:

oot Approved: 1]

Archived Location: |50
Archived Location 1
Regulatory Determination 1: Archived Localion 2 v

Regulatory Determination 2: |--n0ne— V|

Device Configuration List

The Device Configuration List allows you to add or edit all of the devices within iRIS that will be available to be associated
to a study.

After selecting this link, the master list of existing devices will display. You will have the ability to Edit existing devices, as
well as Download / Upload Device Configurations, Merge Device Records, Add a New Device and Delete Device(s).

This page contains a Device Name filter which allows you to search for specific devices that have been previously added.
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My Workspaces = IRB Setup Device List Kl Back

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

Device Browse/Find: Device Name: Find ...

10 result{s) found...

Internal Rec

Delete Edit  |ym Device Name Device Mode Device Serial Number Date Created
o 108 rNeropsychlatrlc, EEG- Based Assessment Aid april 04, 2019
=) (NEBA)
o 94 Autoclave 4 Stainless Steel Trays Autoclave September 08,
— 2017
o 81 CY applesauce AC-10010-11-9191 July 09, 2015
Add a New Device

Add a New Device will allow you to add a new device to the master device list within iRIS. To add a new device, you will
need to provide the Device Name. Optionally, you may include the Device Mode and Device Serial Number. After

entering the device details, click the Save Changes button. Saving the record will update the master device list with the
new entry.

My Workspaces & IRB Setup Device List

Add a new device to the system.

*Device Name:
Device Mode:

Device Serial Number:

Download/Upload Device

Download/Upload Device Configuration gives you the ability to easily upload an Excel file with as many device records
as needed at one time.

My Workspaces = IRB Setup Device List

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

Device Browse/Find: Device Name: Find ...

Download Device Configuration Template — This feature will allow you to download a spreadsheet template; this
template is set up in the proper format for uploading device records, with instructions for the input of data in each field.
When downloading, be sure to Save the file to a known location on your computer, so the data can be input and saved
for future uploading. Below you will find a screenshot of this spreadsheet template.
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File Home Insert Page Layout Formulas Data Review View He
fﬁ dh Cut Calibri 11 AN === ®- Bwapl
(@ Copy ~
Paste = = = = = =
B I U - | e A~ = = = &= = [
- <% Format Painter - - — - - — == Merge
Clipboard P Fant P Alignment
c7 S Fe
. A B C
Device Name Device Mode Device Serial No

1

2 |MNo more than 128 characters Mo more than 32 characters Mo more than 32 characters
3 |ACTIGRAPH
a
5

Upload Device Configuration— Selecting to upload the device configuration will open a popup window, where you will be
able to browse for the correct Excel file containing the device records you wish to upload.

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.

Q Save selected file o Cancel

Merge Device Records
Merge Device Records - This feature will allow you to merge duplicate records within the system.

My Workspaces = IRB Setup Device List

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

Device Browse/Find: Device Name:

After making this selection a list of the existing records will populate. Selecting two or more records will allow you to
merge and select the record that you wish to keep. After making your selection, click Merge Selected Records.
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My Workspaces [ IRB Merge Device Records Kl Back

Select two or more records to merge.

internal Rec Num Device Serial Number
94

Autoclave 4 Stainless Steel Trays Autoclave
99 Charcoal Chared Coal found in the streets 1234
93 Coagulometer 332221 cee IS0 certification
81 [ 4 applesauce AC-10010-11-9191

A popup will appear ensuring that you wish to continue with the merge operation. Click OK to proceed with the merge or
Cancel to proceed without merging.

Note: Merging device records will update existing studies with the most current record.

Once devices have been added to the master list, they can be associated to study applications through a data value.

- Add a New Device to the Study |

Delete View - - Is this a new device or a new use of
ﬁ 15 the Device FOA Approved pelalieadyiapreiedidescey m

No devices have been added to this Study

Selecting Add a New Device to the Study will open a popup window, which will allow the user to search for the
applicable device.

My Workspaces = IRB Setup Device List Kl Back

[ Add a New Device to the master list ]

Device Browse/Find: Device Name:

1 result(s) found...

— Device Serial Number

] Neropsychiatric, EEG- Based Assessment Aid (NEBA)

If the board approves a submission with an attached device, the device(s) applicable to the submission then display as
approved in the Study Management area for that particular study.

If any new devices need to be added, or existing devices need to be modified, the study will need to submit an
amendment or modification to the review board of record for approval. Any modifications or new device requests will
populate in the Pending Approval table, shown in the image below. Once the review board approves the modification or
addition, the device record will populate in the Approved Devices table.
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IRB Number: IRB-19-3575 _ —
My Workspaces ™ |ajias: crsu soazi: IRB Study Device Kl Back
PI:Admin
IRE Number : IRB-19-3575 Study Title : CTSU 50421: Phase III Study of Docetaxel and Atrasentan vs Docetaxel and Placebo for Patients  «
with advanced Hormone i

[ Print Friendly ] [ Add a New Device to the Study ]

Approved Devices
0 result(s) found...

Edit |Device Name Is the Device FDA Approved Is this a new device or a new use of an IDE Number

already approved device

Mo devices have been added to this study

Pending Approval

0 result(s) found...

Edit |Form Name Device Name Is the Device FDA Approved Is this a new device Lralsl = of an IDE Number
already approved device

Mo devices are pending for approval in this study

Drug Configuration List

The Drug Configuration List allows you to add to or edit the list of drugs within iRIS. After selecting this link, the master
list of existing drugs will display. You will have the ability to Edit existing drugs as well as Download / Upload Drug
Configurations, Merge Drug Records, Add a New Drug, and Delete Drug(s), as seen in the image below. This page also
contains a Drug Name filter which allows you to search for a specific drug that has been previously added.

My Workspaces & IRB Setup Drug List Kl Back

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

Drug Browse/Find: Drug Name:

39 result(s) found...

Internal Rec

Delete Edit Num Trade Drug Name Generic Drug Name Investigational Drug Name Date Created
o 23 Amoxillin Amoxillin VWV VWYY May 17, 2013
o 24 Amoxixillin A101-0910 Amoxixillin A101-0910 Amoxixillin A101-0910 May 20, 2013

=3
0 44 Aspirin 58 - AC11019-10010 Aspirin 58 - AC11012-10010 Aspirin 58 - AC11019-10010 April 04, 2015
Add a New Drug

Add a New Drug will allow you to add a new drug to the master drug list within iRIS. To add a new drug, you must enter
the Trade Name, Generic Name, or Investigational Name. Only one of the three drug names is needed to add a new
record to the system. Clicking the Save Changes button will add this drug record and update the master drug list.

Add a new drug to the system.

Trade Name:

Generic Name:

If not yet named,
Investigational Name:
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Download/Upload Drug
The Download/Upload Drug features give you the ability to upload an Excel file with as many drug records as needed at

one time.

Setup Drug List

My Workspaces IRB

Upload Drug Configuration Merge Drug Records ][ Add a New Drug }

Download Drug Configuration Template
Drug Browse/Find: Drug Name:

Download Drug Configuration Template — This feature will allow you to download an Excel spreadsheet template. This
template is setup in the proper format for uploading drug records, with instructions for the input of data in each field.
When downloading, be sure to Save the file to a known location on your computer, so the data can be input and saved
for future uploading. Below you will find a screenshot of this spreadsheet template.

File Home Insert Page Layout Formulas Data Review View Help
[] & Cut Calibri s s | E =28 BwepTet
(@ copy ~
Paste == === F
B I U ~ - h- A~ = = = | = 3=
- <¥ Format Painter - - — - - — = Merge & Cen
Clipboard P Font L Alignment
B2 7 e Mo more than 128 characters
_ A B C
Trade Drug Name Generic Drug Mame Investigational Drug Name

1

2 |No more than 128 characters No more than 128 characters No more than 128 characters
3 |ACTIVASE
4
5

Upload Drug Configuration— Selecting to upload will open a popup window, where you will be able to browse for the
correct Excel file containing the drug records you wish to upload.

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.

Q Save selected file o Cancel

Merge Drug Records
Merge Drug Records Feature - This feature will allow you to merge duplicate drug records within the system.
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Clicking the Merge Drug Records button will populate the list of existing drugs in the system.

My Workspaces = IRB Setup Drug List

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

Drug Browse/Find: Drug Name:

Selecting two or more records will allow you to merge and select the record that you wish to keep. After making your
selection, click Merge Selected Records.

My Workspaces = IRB Merge Drug Records Kl Back

Merge Selected Records

Select two or more records to merge.

-
Internal Rec Num Trade Drug Name Generic Drug Name Investigational Drug Name
23

Amoxillin amoxillin VWYYV
24 Amoxixillin A101-0910 Amoxixillin A101-0910 Amoxixillin A101-0910
44 Aspirin 58 - AC11019-10010 Aspirin 58 - AC11019-10010 Aspirin 58 - AC11019-10010

Note: Merging drug records will update existing studies with most current drug record.

Once drugs have been added to the master list, they become available to be associated to study applications through a

data value.

T Add a New Drug to the Study |

Delete View Is this a new drug or a new use of an
ﬁ Trade Drug Name Is the Drug FDA Approved already approved drug IND Number

No drugs have been added to this Study

Selecting to Add a New Drug to the Study will open a popup window, which will allow you to search for the applicable

drug.

My Workspaces = IRB Setup Drug List Kl Back

[ Add a New Drug to the master list }

Drug Browse,/Find: Drug Name: | Fina_. |
1 result(s) found...
f=4  Aspirin 58 - AC11019-10010 Aspirin 58 - AC11019-10010 Aspirin 58 - AC11019-10010

If the board approves a submission with an attached drug, the drugs applicable to the submission then display as
approved in the Study Management area for that particular study.
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If any new drugs need to be added or existing drugs need to be modified, the study will need to submit an amendment
or modification to the review board of record for approval. Any modifications or new drug requests will populate in the
Pending Drugs table, shown in the image below. Once the review board approves the modification or addition, the drug

record will populate in the Approved Drugs table.

Internal Document Category
You can create categories for any Internal Documents you upload to a study from within the review board.

When you open the Setup Review Board Internal Document Category page, a list of any categories that have already
been created will display. If you have not set up any categories, the page will not list any records. You can add a new
category by clicking on the Add a Document Category button.

My Workspaces = IRB Setup Board Internal Document Category List Kl Back

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

‘ Edit Document Category

Document Category I
Document Category II

Document Category III

Type in the Document Category name and click the Save Document Category button to add the new category to the list.

You can edit existing categories by clicking the -~ icon next to the category name. This will open a page that will allow

you to modify the name.

My Workspaces = IRB Setup Board Internal Document Category List Kl Back

[ Save Document Category ]

*Document Category: Document Category |

Any category you add will populate in the Category drop-down list when you are uploading a document in the Review
Board Internal Documents area within a study in the IRB board.

Internal Document Attachment
*Titla:

*Version Number: I:I-U

Version Date:

none
Category: (10 ateqgo
Deocument Category 11
Document Category 11l |
Description:
Load the document into iRIS: Upload ...
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Internal Routing User Roles

When you are assigning a user to an Internal Routing task, you can specify a role for that user. To use the roles feature,
the review board property rb.useReviewRouting_user_role must be set to Yes. See the IRB Assistant - Properties manual
for more details.

When you open the page, a list of any roles that have already been created will display. If you have not set up any roles,
the page will not list any records.

You can add a new role by clicking on the Add a User Role button.

My Workspaces & IRB Setup Internal Routing User Roles List Kl Back

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

IRB list of internal routing user roles.

Edit |User Role

Role 1

Type in the User Role name, and then click the Save User Role button to add the new role to the list.

%

You can edit existing roles by clicking the - icon next to the role name. This will open a page that will allow you to

modify the name.

My Workspaces IRB Setup Internal Routing User Roles List

IRB edit an internal routing user role.

*User Role: Role 1

Any role you add to the list will populate in the drop-down list next to the user assignment when you are making an
Internal Routing assignment for a submission.
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r— Internal Review Routing ()
Submission Components
Correspendence Study Title: Test 718
Submission History Submission Type: Submission Response for Akshay Test Submission Form
Assigned Analyst: Mandloi, Akshay, M.5. BG
Pre-review Screening Blassignment notes:
Review Checklist Have you completed your Yes
and Comments selection of required
routings? '® No
Review Summary
— . . [ Add Review Board Routing ] [ Add MNon-Review Board Routing ] [ Print Friendly ]
Submission Discussion

Recommendation

Stipulation

Internal Submission

Routing

Acknowledged By [ Assignment Comments: ]

Outcome —none— v

Outcome Letter User Comments: e |

Submission Complete

Member Specialty Configuration List
This is where you define specialties that can be assigned to review board members.

My Workspaces & IRB System Administration - Member Specialty

Add a New Record

Delete Edit |Specialty

Administration
Anesthesiologyl
Biochemistry
Biostatistics
Cardiology
Dermatology

Emergency Medicine

Y)OOO0O0000O

Endarrinnlnae

You can add a new specialty by clicking the Add a New Record button. You will be able to enter in the title of the
specialty. Once you are finished, click the Save Record button to have the review board member specialty added to the
list.

My Workspaces = IRB System Administration - Member Specialty

Save Record

* Specialty: |Administration

The specialties can also be edited or deleted from the main list.
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To delete a specialty from this list, click the o icon in the Delete column. A dialog box will open confirming the deletion.

Click the OK button to continue and delete the record(s). Click the Cancel button to cancel the deletion.

%

To edit a speciality, click the -~ icon next to the specialty to be edited, and a new page will open. Change the name of

the specialty, and then click the Save Record button. The changes will be saved to the record. To return to the list
without saving the changes, click the Back button.

The Specialty column displays the title of the specialty as it will display for the reviewers to choose from.
The member specialty list is available when adding a guest to the meeting attendance on an agenda (see below).

My Workspaces © IRB Board Meeting - 07/29/2019 Guest list

Save Guest Info

* Guest Name:

* Specialty: | -

* affiliation:

Administration
Anesthesiology1
Biochemistry
Eiostatistics

Predefined Stipulations
If you have a list of commonly used stipulations, you can set them up under Predefined Stipulations and use them for
submissions as needed.

My Workspaces = IRB Setup Stipulation Kl Back

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

List of approved canned stipulation(s)

7 result(s) found...

Order
Number

Stipulation

Pre defined Stipulations

| IRB - Board Stipulation Category T 1

3| IRB - Board Stipulation Category I 1 Predefined IRB - Stipulation 1

1 IRB - Board Stipulation Category IT 2 Predefined IRB - Stipulation 2
IRE - Board Stipulation Category III 3 Predefined IRB - Stipulation 3

When you open the page, a list of any predefined stipulations that have already been created will display. If you have not
set up any stipulations, the page will not list any records. You can add a new predefined stipulation by clicking on the Add
a New Stipulation button.
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a
Edit a pre-defined system stipulation.

* Category: | IRE - Board Stipulation Category | v

s BT U & =x x Font Family -~ 12 - & 1~ - =+ =+ = -

% [ Q £ &

pradefined IRB - Stipulation 1

Type in the Stipulation Content and specify an Order, and then click the Save Stipulation button to add the predefined
stipulation to the list.

%

You can edit existing stipulations by clicking the ~— icon next to the record. This will open a page that will allow you to

modify the Stipulation Content and the Order.

When you are creating a stipulation for a submission, you will be able to select the option to Add a Pre-defined
stipulation.

Print Friendly ] [ Add Multiple ] [ Add New ] [ Add Pre-defined ] [ Save Stipulation

-
General Information . .
[ Stipulations to be sent for Response W

Submission Components

Correspondence

- |Sorting |, _ Stipulation Follow-up _ _ Link To
Number Stipulation Type Category Due Stipulation Component
Submission History
- - o 1 Stipulation must be IRB - Board N/A Admin admin

[RTHIEIED S — addressed Stipulation Please correct section 12 of the form (07/25/2019) @

- = Category I Admin admin
Review Checklist (07/26/2010)
and Comments

Review Summary

Submission Discussion

Stipulations with the responses from the previous submission &

Recommendation

Stipulation

Clicking the Add Pre-defined button will open the list of predefined stipulations that have been added to the
configuration list.

[ Save Selected Stipulations for Study

List of approved canned Stipulation

7 result(s) found...

Stipulation

IRB - Board Stipulation Category I Pre defined Stipulations

IRB - Board Stipulation Category I Predefined IRB - Stipulation 1
IRB - Board Stipulation Category 11 predefined IRB - Stipulation 2

IRB - Board Stipulation Category III Predefined IRB - Stipulation 3
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Review Outcome / Outcome Configuration List

Set up the Outcome list for submissions here.

When you open the page, a list of any review outcomes that have already been added to the system will display. If you
have not set up any review outcomes, the page will not list any records.

My Workspaces & IRB Setup Board Review Outcome List Kl Back

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

IRB list of review outcomes.

Edit ‘Aclion Name Response Required Copy Submission
5| Action Plan No No No No No
3| Approved No No Yes No No
3| Approved Pending Yes No No No No

You can add a new review outcome by clicking on the Add a New Action button.

My Workspaces & IRB Setup Board Review OQutcome List Kl Back

IRB add a review outcome.

*Review Outcome:
*Response Required: Yes ® No

*Submission Copy required: Yes ® Mg

*Action indicates an Approved

Status: Yes (Mo
*Hold Approval Letter: Yes ® No
*Use Sub-Workflow: Yes @ No

Enter in the Review Outcome name.
You can also specify which flags to apply to this Outcome.

Submission Copy Required — When this option is set to Yes, the system will place a copy of the submission back into the
Not Assigned queue. This setting is typically used to flag tabled submissions so you can assign a tabled submission to
another meeting from the Not Assigned queue.

Action indicates an Approved Status - When this option is set to Yes, the system will flag this submission as Approved
and mark any submission form associated to the submission as approved. Note: This does not include consent forms and
other study documents; those must be approved and stamped separately.

Hold Approval Letter — When this option is set to Yes, the system will hold the approval letter from being sent out.

© iMedRIS Data Corporation 92



IRB Assistant - RB Administration

11.02

After returning to the main list of icons, you can edit existing review outcomes by clicking the ~—

%

record. This will open a page that will allow you to modify the Review Outcome and other associated decisions.

The list of Review Outcomes will populate in the Review Outcome list in the Outcome tab within the submission

processing screens.

icon next to the

Save the Submission Outcome

General Information

Pre-review Screening

Submission

Approved requires R&D
Approved requires SRS

Review Checklist Approval: | Approves requires SRS and R&D
and Comments Back to Gatekeeper
. Deferred
. Meeting
Review Summary Approval Date: | Denied
Holding

Review Study Status: | Pending - Submitted for Initial Review v
Submission Components Outcome: | -—-none-—
Committee Name: | --none-— v
Correspondence Additional | Action Plan
1 = --none— ¥ | or
— information | Approved LM S;“b:"ss:"f Meeting Date: . i
Submission History required: | Approved Pending HLaELCE B click here to select past meetings

Agenda Category:  --none—

v

Reviewer Rank Configuration list
You can define your reviewer ranks here.

My Workspaces = IRB Setup Reviewer Rank List Kl Back

[ Add a New Rank ] [ Delete Selected Rank(s) ]
‘ Edit Reviewer Rank
Primary
Secondary
Ad Hoc

When you open the page, a list of any reviewer ranks that have already been created will display. If you have not set up
any reviewer ranks, the page will not list any records.

You can add a new reviewer rank by clicking on the Add a New Rank button.

IRB Setup Reviewer Rank List Kl Back

My Workspaces &

*Reviewer Rank: Primary
*Is this the label for an @
Ad Hoc Reviewer: Yes Mo
*If this is not an Ad Hoc Reviewer 2

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

Type in the Reviewer Rank and specify whether the rank represents an Ad Hoc reviewer by selecting Yes or No. You must
also specify a number for the rank. Specify 1, 2, 3 or 0 (for Ad Hoc reviewer ranks). These numbers tell the system how to
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treat the reviewer rank. “1” indicates a Primary Reviewer in the system. “2” indicates a Secondary Reviewer. “3” indicates

any other review level. “0” indicates Ad Hoc. Click the Save Reviewer Rank button to add the record to the list.

You can edit existing reviewer ranks by clicking the -~ icon next to the record. This will open a page that will allow you

to modify the record. To delete an existing rank(s), check the box(es) next to their name(s) and click Delete Selected
Rank(s).

[~ Assign Reviewers W

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

Reviewer Role Reviewer Completed ? |Date Notified Date Completed

o Primary hd Dueck, Roland v Ne

Reviewer rank populates in the Reviewer Role column when you are assigning a reviewer to a submission.

If the reviewer rank you selected is an Ad Hoc rank, you will be able to select a named board member from the
drop-down list in the Reviewer column, or you can type in the first name and last name of the user (for specialty
reviewers who do not have a user account in iRIS).

— Assign Reviewers W

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

Reviewer Role Reviewer Completed ? | Date Notified Date Completed

o Ad Hoc v Known System identified User: No
Dueck, Roland A
OR
First Name:

Last Name:

Setup Review Board Stipulation Actions
Here, you will be able to set up the list of Stipulation Actions that can be taken on existing stipulations.
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My Workspaces IRB Setup Stipulation Review Board Actions

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

Copy to Current

E Edit Submission Review Board Stipulation Action Default Stipulation Rev?ew Qutcome when the Submission
. - is Complete
Stipulation(s)
No Accepted No
No Approved No
No Noted No
Yes Rejected No

To delete existing stipulation actions, click the checkbox next to the item desired and click the Delete Selected

Stipulation Action(s) button. To edit a stipulation action, click the -~ icon next to the desired stipulation action. To

add a new stipulation action, click the Add a Stipulation Action button.

My Workspaces = IRB Setup Stipulation Review Board Actions

Save Stipulation Action

*Action:

*Automatically Copy Stipulation
from Previous Submission to Yes '® No
Current Submission :

“Default Stipulation Review
Outcome when the Submission is
Complete:

Enter the Action and define the additional details, then click Save Stipulation Action. To return without saving the
action, click the Back button. A saved stipulation action will appear in the list of stipulation actions.

Automatically Copy Stipulation from Previous Submission to Current Submission — If this option is set to Yes, the
stipulation will be copied to the current round when this Stipulation Action is applied. This means that the stipulation
was not adequately addressed by the study and will be returned to the study again. If this option is set to No, the
stipulation will post as “Closed” when the action is applied.

Default Stipulation Review Outcome when the Submission is Complete — Only one Stipulation Action can have this flag
set. If you do not post actions to stipulations and complete the processing for the submission, the action with this flag
will be applied to the stipulations. This typically means that the stipulations were all adequately addressed and can be
closed.

When a stipulation is modified in the Stipulations Tracking Screen in the review board assistant, the list of Review Board
Actions will populate with the actions set up.

Setup Training Courses
The Setup Training Courses page lists the current training courses that a user can be assigned. Note: If your system
imports the CITI feed, courses are imported automatically and will appear as locked, unable to be deleted or edited.
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My Workspaces = IRB Training Courses

[ Add a New Training Course }

409 result(s) found...

Delete Edit |Course Name

Vulnerable Subjects - Research Involving Prisoners
0Training Course A10010
0Training Course A10012
0Training Course A10013

1998 ALAT Training Manual: Final Review Exam (ALAT 1-29)

PRPOOOD

1998 ALAT Training Manual: Review Exam (ALAT 1-8)

To delete courses that have been added manually, click the (X icon in the Delete column. A dialog box will open. Click

the OK button to continue and delete the record. Click the Cancel button and the record will not be deleted.

Delete Edit |Course Name
Aseptic Technique for Rodent Survival Surgery
AVMA Guidelines for the Euthanasia of Animals: 2013 Edition
Avoiding Financial Conflict of Interest in Federal Research
o 23| Basic Course
B, S oo o

To edit courses that have been added manually, click the ~— icon next to the course to be edited. After a new page

opens, you may change the name of the course, and then click the Save Training Course button to save the changes.
Click Back to return to the list without saving any changes.

The Course Name column displays the name of the course that will be displayed.

Click the Add New Training Course button to add a course to the list.

My Workspaces = IRB Training Courses

Save Training Course

*Training Course Name:

Enter the name of the course. Click the Back button to return to the Training Course list page without saving any
changes. Click the Save Training Course button to add the course to the Training Course list page.

When the Review Board Administrator adds a training record for a particular board member, the training courses added
in this configuration list will populate in the Course Name drop-down list when the Administrator is adding a new course
for a user.
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Business Associate List
The Business Associate List contains a list of institutions you may need to track as a Sponsor, Subrecipient, Vendor, etc.
Records added to the Business Associate list can be used in a variety of ways in the system. They can be added as a study
sponsor, as a third party for a conflict of interest, and as a sponsor or subrecipient on a study.

Clicking the Business Associate List link will populate the existing Associates in the system. You will have the ability to
Add a New Associate, Download a template that will allow you to add multiple business associates at one time, Upload
a template to add the associates to the system, edit the existing business associates, Merge Associate Records, and
delete associates. Additionally, this page contains search filters that will allow you to search for a specific record.

Add a New Associate
Selecting Add a New Associate will prompt you to enter the below fields. Saving this information will add the record to
the list of Associates/Sponsors within iRIS.

My Workspaces [ IRB System Setup of Business Associate List i Back

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

Name:
Associate Group: Competitor Vendor Animal Vendor
Associate Browse/Find: Purchaser Supporter Lab Supply Vendor
Research Affiliate Subrecipient Vet Supply vendor
Sponsar
164 result(s) found... 1-10 p

Delete | Edit Internal Rec Num |Associate Name Associate Abbrev. ‘Assn(iate Group Business Associate Type

Competitor; Purchaser;
Res. Affiliate; Sponsaor;
Vendor; Supporter;
o 170 [9025] Clinical Science R&D CSRD Subrecipient; Animal Department of Veterans Affairs
Vendor; Lab Supply
Vendor; Vet Supply
Vendor;

—

o 243 [9109] Natl Inst of Allergy & Infectious Dis NIH - ADAMHA

—

Competitor; Purchaser;
Res. Affiliate; Sponsor;
o 244 [9111] Natl Inst of Child Health & Human Dev NI_CHHDEV T Sl NIH - ADAMHA
=4 Subrecipient; Animal
Vendor; Lab Supply
Vendor;

Associate Abrv — Allows the designation of an abbreviation for the particular associate.
Associate Name - In this required field, you must specify the business associate’s name.
Status — Displays the internal status of the record. Once the record is saved, this status will change to “Active.”

Associate Group — Allows the designation of the group the associate should be labeled as. Depending on the answer
given in this list, additional fields below will populate, and be available for entry. Note: The Associate Group list is a
configurable list.

Associate Type — Allows the type of association to be labeled and chosen from a drop-down menu.

Street 1 & 2, City, County/Parish, State, Province, Country, Zip/Postal Code — Allows the input of the
Associate/Sponsor’s address or location information.

Clicking Save Changes will add the new Business Associate to the master list.
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Download/Upload Associates
The Download/Upload Associate features give you the ability to upload an Excel file with as many business associate

records as needed at one time.

My Workspaces & IRB System Setup of Business Associate List

[ Download Associate Configuration Template ] [ Upload Associate Configuration l Merge Associate Records ] [ Add a New Associate ]

Download Associate Configuration Template — This feature will allow you to download an Excel spreadsheet template.
This template is setup in the proper format for uploading business associate records, with instructions for the input of
data in each field. When downloading, be sure to Save the file to a known location on your computer, so the data can be
input and saved for future uploading. Below you will find a screenshot of this spreadsheet template.

plate - Compatibility Mode - Excel

File ~ Home  Insert  Pagelayout  Formulas  Data  Review  View  Help 2 search
EMU( Calibri Jn x| == @ | wepTet General . =i @ Normal Bad Good Neutral & = = ‘
[ Copy ~ R - = r
Paste —== == = o 00 | Conditional Formatas [Calculat Explanatory ... — | Insert Delete Format
" Sromatpainger | B L U v O A EEZ EE EMegescenter - § - % 9 WA o~ Table~ alcwiation Hplanatory npu s > . ” PoXi
Clipboard ) Font [} Alignment [ Number [ Styles Cells
AD27 < I3
| A B © D E F G
1 |Associate Abbreviation Associate Name Agency Type Competitor Purchaser Research Affiliate Research Sponsor Supplier \
No more than 3 characters No more than 3 characters No more than 3 characters No more than 3 characters No more t
2 No more than 32 characters  No more than 128 characters No more than 64 characters Yes or No Yes or No Yes or No Yes or No Yes or No
3 AAA AA Admin AA Admin Yes Yes Yes Yes Yes
4
5
A

Upload Associate Configuration— Selecting to upload will open a popup window, where you will be able to browse for
the correct Excel file containing the drug records you wish to upload.

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.

E Save selected file o Cancel

Merge Associate Records
Selecting to Merge Associate Records allows you to merge duplicate records within the system.

My Workspaces = IRB System Setup of Business Associate List Kl Back

[ Download Associate Configuration Template ] [ Upload Associate Configuration ][ Merge Associale Records l Add a New Associate ]
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After making this selection, a list of the existing records will populate. Selecting two or more records will allow you to

merge the records and select the record that you wish to keep.

My Workspaces = IRB Merge Business Associate List Kl Back

[ Merge Selected Records ]

Select two or more records to merge.

Internal Rec Num Sponsor Abbrev. Sponsor Name Sponsor Type
170 CSRD [9025] Clinical Science R&D Department of Veterans Affairs
243 [2109] Natl Inst of Allergy & Infectious Dis NIH - ADAMHA
244 NI_CHHDEV [8111] Natl Inst of Child Health & Human Dev NIH - ADAMHA
245 IDCR [9113] Natl Inst of Dental and Craniofacial Research NIH - ADAMHA
246 [9115] Natl Inst of Diabetes, Digest, & Kidney NIH - ADAMHA

Note: For records already existing on studies, the record that was kept will replace the deleted record within the study.

Once a Business Associate / Sponsor has been added to the master list, they become available to be associated to study
applications through a data value.

Sponsor Selection Data Value:

L) Add a New Sponsor to the Study |

View = o - Award Number
E e h—— e

No Sponsor has been added to this Study

Selecting Add a New Sponsor to the Study will display a popup window, which will allow the user to search for the
applicable sponsor.

Find a Sponsor: Search Options X

Sponsor Name: Find Sponsor

Familiar Name:

Sponsor Browse /Find: Legal Name:

0 result(s) found... 0-0

[ scect | spomsorm Loon e

No Results found

Sponsor Type
This is a list of available Sponsor Types that you can associate to a Sponsor record.

After selecting this link, the master list of existing Sponsor Types will display. You will have the ability to edit the existing
records, as well as add new categories and delete categories.
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My Workspaces IRB Setup Sponsor Type Kl Back

[ Add a New Category ]

13 result(s) found... 1-13
Delete |Edit Sponsor Type ;';d:';tn::fer ;r;;l::cllle M MR TE Description
o Department of Veterans Affairs 1 Yes Use only Administrative Code 02
—]
o Other United States Federal 1 Yes
—4 |Government Agency

o Private Proprietary Company 1 Yes

—l

Clicking the Add a New Category button will direct you to the following screen:

My Workspaces IRB Setup Sponsor Type Kl Back

Save Category

*Sponsor Type: Depariment of Veterans Affairs

“Sort Order Number: |1

*Include Sponsors of
this group in Disclosure '® yeg No
Search:

Use only Administrative Code 82

Description:

Sponsor Type — In this field, you are required to designate the display name for the Sponsor Type record.
Sort Order Number — Enter a number to set the order in which you want the Sponsor Types to display.

Include Sponsors of this group in Disclosure Search — This setting is used for the COl module. Any sponsor associated to
a Sponsor Type with this flag set to Yes will be included in the conflict of interest check. This means when a Covered
Person submits a conflict of interest form, with a conflict match listing a sponsor with this type, the system will flag a COI
match and report it to the Conflict of Interest board.

Description — You can enter a description of the Sponsor Type here. This field is for internal purposes and will not be
displayed to end users.

Click Save Category to add the Sponsor Type to the master list and make it available to be applied to sponsors in the
system.
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Add Sponsor to Master List Details:

*Sponsor Name: |

*Sponsor Type:
Department of Veterans Affairs
Street 1: [ NIH - ADAMHA :l
Other United States Federal Government Agency
. [{Private Proprietary Company
% [ Woluntary Agency/Foundation :l
) None
City: [ Other Government, Private Donor, or Academic Institution
Pharmaceutical/Device Company
County: [ Compensation from outside entities
Sponsored Travel
State: [Equity.lnteresl
Royalties/Intellectual Property
. r|Business - Profit
[(HFIRITES [Industry
Institutional
Country: [|National v

To delete an existing Sponsor Type, click the 9 icon next to the corresponding record in the list of Sponsor Types.

Risk Assigned Configuration List

The Risk Assigned Configuration List contains the current risk ratings the review board uses to rate the risk for a
particular study. Depending on whether the rb.use_risk_assigned property is turned on, this configuration list may not
appear.

My Workspaces & IRB System Administration - Review Board Risk Assigned

Add a New Record

Delete | Edit |Risk Assigned

Exempt

Greater than Minimal Risk under 45 CFR 46 / 21 CFR
High

Minimal

Moderate

Test Review

0000000

Test Review1232

To delete Risk Assigned record(s), click the o icon in the Delete column. A dialog box will open. Click the OK button to

continue and delete the record(s). Click the Cancel button and the record(s) will not be deleted.

%

To edit a risk, click the ~— icon next to the risk to be edited. After a new page opens, you may change the name in the

Risk Assigned field, and then click the Save Record button to save the changes.
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Click the Add a New Record button to add a record to the list.

My Workspaces [® IRB

System Administration - Review Board Risk Assigned

Save Record

* Risk Assigned:

Enter the risk name, and then click the Save Record button.

The list that is defined here is available to choose from when assigning the Risk to a study within the Outcome tab of the
submission processing screens.

[ Save the Submission Outcome ]

General Information Continuing Review Due: | A
Submission Compenents Study Follow-up: |
Correspondence

B Protocol Closure: |
Submission History

Temporary Closed: L

Pre-review Screening [HEl Yes No
Review Checklist Temporary Closure Start: |
and Comments
Rzt FammETy Temporary Closure End: |

Submission Discussion Risk Assigned: |--none— v
Recommendation Adult Risk Assigned: Exempt . .
" - Greater tham Minimal Risk under 45 CFR 46/ 21 CFR
Stipulation High
Adult Benefit Assigned: Minimal
Internal Submission
Routin Moderate
¢ Pediatric Risk Assigned: | Test Review
Expedited by Test Review1232
Exempt:
Outcome

Study Document Outcome/Outcome Configuration List
This list will contain a list of Study Document Outcomes for the review board.

IRB Setup Study Document Outcome Kl Back

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

My Workspaces &

IRB list of study document outcomes.

Status Name Create PDF Use Approved Stamp Use Void Stamp

‘ Start From Original

Document
3| Acknowledged Yes No No No
3! Approved Yes Yes No Yes
Annroved win Stamn Yes No Mo Yasg

To add a new Outcome Status, click the Add a New Status button.
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My Workspaces & IRB Setup Study Document Outcome Kl Back

[ Save Study Document Outcome ]

IRB add a review outcome.

*Outcome Status:

*Create PDF: Yes '® No

My Workspaces & IRB Setup Study Document Qutcome Kl Back

[ Save Study Document Qutcome ]

IRB edit a review outcome.

*Qutcome Status: |Acknowledged

*Create PDF: '® Yes No

#Use Approved Stamp: Yes @ No

“Use Void Stamp: Yes '@ No

*Start From Original Document: Yes '® No

The Outcome Status name is a required field. When the Create PDF option is set to No, the outcome status will leave the
document as is. When it is set to Yes, when a study document is giving this outcome and saved it will be converted to
PDF. In addition, three more options will populate. The three additional options are titled Use Approved Stamp, Use Void
Stamp, and Start Fom Original Document.

The Use Approved Stamp option will not be available if the Review Board Property rb.stamp_study_doc property under
the Document Processing Category is set to No. When this property is on, and the option here is set to Yes, then a study
document assigned with this outcome will be stamped with an Approval Stamp.

The Use Void Stamp option will create a “VOID” watermark on the study document when it is converted to PDF.

The Start From Original Document option will specify whether the outcome set and saved will apply to the original
document or to a PDF that has already been created from the study document outcome having already been set in the
past. This option is applicable if review boards often return to the study document to re-process it and assign it another
outcome. For example, when setting a document stamp to void, and a void watermark is stamped, then later on
approving the document, the Start from Original Document option should be set to Yes so that the VOID watermark is no
longer present.
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No contract
has been

loaded Drag your file here or click in this area.

* Upload your document
{Microsoft Word, RTF or PDF file only)

L e e e e e e e e e e e e mm e e e e mmmmmmmmm———————— a4
Add in browser: | Add in browser
Title:
*Wersion Date:
*Version Number: .0

Outcome:

Researcher's Comments:

Changes Requested
Mot Valid
Board Comments: | See Modifications

Void y

The Study Document Outcomes will populate in the Outcome drop-down list when you are approving a study document
on the Submission Components tab within the submission processing screens.

Termination Reason List
The Setup Termination Reason List screen allows you to add, edit, and delete termination reasons for a study.

My Workspaces [ IRB Setup Termination Reason List Kl Back

[ Add a Termination Reason ] [ Delete Selected Termination Reason(s) ]

Edit Order Termination Reason

Number

1 violated restriction

Click Add a Termination Reason to add a new termination reason to the list. You will see the following screen, which
allows you to enter an Order Number and the name of the Termination Reason.

My Workspaces & IRB Setup Termination Reason List Kl Back

[ Save Termination Reason ]

*Order Number: |1

“Termination Reason: |violated restriction

To save the new Termination Reason, click Save Termination Reason. To return to the main list without saving, click Back.

To delete Termination Reason(s), check the box(es) next to the reason(s) and click Delete Selected Termination
Reason(s). A dialog will appear to confirm the deletion. Click OK to proceed with the deletion or Cancel to return without
deleting.
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Click the - icon next to a Termination Reason to edit it. This will bring you to the screen shown in the above

screenshot, where you can edit the Order Number and name of the Termination Reason.

The Termination Reason drop-down list appears on the Outcome tab of submissions, as well as in the Study Summary.

Pediatric RisK Assigned: [-T0Me- w7
General Information
Exempt:
Submission Components o O
Non-Human Subject Research
Correspondence bj (NHSR) - Oves O No

Submission History
. . Subject Approved: I:l
Pre-review Screening uny s

Review Checklist
and Comments

Subject Justification:

Review Summary

Submission Discussion

Controls Approved:
Recommendation
Regulatory Determination 1:
Stipulation
Internal Submission Regulatory Determination 2:
Routing

Termination:
Expedited by ermination

Outcome Termination Reason:
Violated restriction
Outcome Letter Deviated from original study
Risk Level: |Termination of Contract 1 CFR 56

Cuhricrian CAamnlata

Issue Reporting Types
The Issue Type List page lists the current issue types that can be assigned to a study.

You can add a new Issue Type by clicking the Add an Issue Type button.

My Workspaces & IRB Setup Issue Type List Kl Back

[ Add an Issue Type ] [ Delete Selected Issue Type(s) ]

i Order Issue Type

Number

1 non-compliance

This will bring you to the Issue Type setup page. You will be required to enter the Order Number and the Issue Type.
Once you have entered this information, click the Save Item Order button and the issue will be added to the Issue Type
List.
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*Order Number: 1

*Issue Type: non-compliance

To delete Issue Type(s), check the box(es) next to the Issue Type(s) you want to delete and click the Delete Selected Issue

Type(s) button. To edit an issue, click the - icon next to an Issue Type, and you will be brought to the screen shown

above, where you can edit the Order Number and Issue Type.

You can add the issue to a study from the Study Summary Information page from the Miscellaneous menu tab on the
submission processing screens. Once you are on the Study Summary page, click the Add button next to the Study Issue
Report section.

= %E Study Issue Reporting

No record found

This will open the Study Issue Reporting Details window, where you can specify the Issue Type, Issue Date, and Issue
Details. After you are done entering the issue details, click the Save Details button to add the issue to the study.

Study Issue Reporting Details: X |

*Issue Type:
Non-Compliance
*Issue Date: |Failure to report

Issue Details:

E Save Details |

Clean-up

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

Review Board System Setup

- Transfer outstanding tasks

- Document Management
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Transfer Outstanding Tasks
In Review Board Administration under the Clean-up tab, there is a feature titled Transfer Outstanding Tasks. This allows
you to reassign a particular user’s incomplete tasks to another user. This can be used, for example, when an IRB
Coordinator leaves the institution and all their tasks needed to be transferred to their replacement.

To use this option, click the Transfer outstanding tasks link. This will open a new page where you can select the user
whose tasks need to be transferred. The system will pull all of their incomplete tasks and put them in a list:

My Workspaces & IRB Transfer RB Tasks N Back

Transfer task to new user

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

Analyst, Analyst v Ack, Billy, B.S. v

Correction Form 9.21.17
Assigned Analyst
corr QSpDﬂdEHCQ

Assigned Analyst

Then, check the box(es) next to the tasks desired for transfer and select the user that will accept these tasks from the
drop-down menu. Then click the Transfer Task to New User button at the top right of the screen.

My Workspaces & IRB Transfer RB Tasks ¥ Back

Transfer task to new user

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

Analyst, Analyst v Ack, Billy, B.S. v

Correction Form 8.21.17
v Assigned Analyst
correspondence

Assigned Analyst

The user who has accepted the tasks will be able to open and complete the task from their home screen.

Document Management
The Document Management functionality allows you to manage the documents and consent forms associated with a

study.

When you click the link, you will be brought to the IRB — Find a Study screen. You can use the filters at the top of the
screen to locate the study you wish to manage documents for. In the screenshot below, the IRB Number filter was used
to find a study. Enter the desired search terms in the Find a Study Filters and click Find.
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My Workspaces & IRB Find a Study Il Back

Find a Study Filters
Display Projects by: | IRB Number v IRB Number: [Al |
Alias: Study Status: | All v Reset
e . V Find Options
Sponsor: Study Classification: | All v
Department: IRB Expiration Date/Status Check Due Date v - v

5580 result(s) found... 1-25)

Alias

IRB Expiration
Study Status IRB Number Date/Status Check ————— Principal Investigator

Due Date Study Title

ing - N Rx M tto, D
Eending e'giz?"““ses 1120010 07/17/2013 ovarx ussatto, bonna :
- - N: Registration Phase III Study of Lucanix (Belagenpumatucel-L) in Advanced Non-small Cell Lung Cancer

=

Click the - in the record for the study you wish to open. This will bring you to the Document Management screen. In

this example, Consents have been selected in the Document Type filter as the type of document to manage. You can also
filter by document/consent Category, Version Number, Approval Date range, document Title, Document Outcome, and

Expiration Date range.

My Workspaces s'l';fj:mlnA“gUSt 201 IRB Document Management Kl Back
Pending - e Application
o B B

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 Outcomes: | All v
Approval Date: between v Expiration Date: between '
Document Type: ® Dpocuments Consents

Filter Documents

Document

Select Root Version Title/ Category ‘ Document Outcome | Approval Date Expiration Date ‘

1.0 AgencyValidation_Packages §
U 11/08/2012
182.27 KB

In the Select Root Consent column, you will see all of the consent documents associated with the study you selected that

are version 1.0. These are the root documents that you will be merging other documents into. Click the % icon next to

the document that you wish to be your root document.

Checkboxes will populate in the Select Consent column, allowing you to select the consent document(s) that you wish to

merge with the root document.
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Alias:  August 20 4 |
My Workspaces = |0, o 2 Lae| IRB Document Management Kl Back
. o1 . B -
M_ OO0t il -t Avviication i

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: Al v Title:

Version #: . Document Outcome: | All v

Approval Date: | between Expiration Date: between |

Document Type: '® Documents Consents

[ Prepare Changes ] [ Select a Different Root Document } [ Filter Documents ]

Select = - o -
e Version ‘ Document Outcome ‘ Approval Date Expiration Date
Packet PDf 1111 -
Selected Root , *Revision modified by the IRB A
Document _
I live sport’s 50.67 MB
@ 1.0 Document
07/07/2016 imeli
ACORP Study Timeline 14500 KB
ACORP Diagram
72 1.0 *Revision modified by the IRB
07/08/2016 .
ACORP Diagram Q.86 KB

Make your selection(s) and click Prepare Changes.

Alias:  August 20 1 d |
My Workspaces B OV (e ke IR Document Management Kl Back
LCY TSNS HUMANPROTOCOL--2016-907 Study Title : [N -
study Application =

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 \d Title:
Version #: . Document Outcome: | All v
Approval Date: between | Expiration Date: | between

Document Type: (® Dgcuments Consents

I Prepare Changes I [ Select a Different Root Document [ Filter Documents

Version ‘ Title/ Category | Document Outcome ‘ Approval Date Expiration Date ile

Select
Document

Packet PDf 1111 -
Selected Root

1.0 *Revision modified by the IRB \/F\
Document
I live sport's 50.67 MB
@ 1.0 Document
07/07/2016 ACORP Study Timeli
udy Timeline 149 00 KB
ACORP Diagram
o 1.0 *Revision modified by the IRE
07/08/2016 .
ACORP Diagram 9.86 KB

The following window will open. Here, you can see that the versions of the document you selected as your root consent
form are already selected for you. The documents called “Informed Consent”, which you selected with checkboxes in the
previous step, are listed below the root versions with unchecked boxes next to them, which you can select if you decide
to merge these documents into the root document.
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Prepare Changes x

Current Version Proposed Version

=

5 1.0 1live sport's &

packet POf 1111 #F
13771c0py 10 L[t AGORP Diagram 2

New Account is Requested A1 1.0 12 ACORFP Study Timeline v

Merge Documents

The columns in this window are as follows:

Document Title — When the window first opens, this field displays the original names of the documents. These are
editable if you wish to change the name of any of your document versions.

Current Version — This column lists the current versions of the documents in the list.

Proposed Version — This column displays the suggested versions of the documents once they have been merged. These
are editable if you wish to change any of the current version numbers.

Category — This column shows that all listed documents have been associated with the category of the root document.

In the scenario in the screenshot above, you can check the boxes next to the two documents titled Informed Consent to
select them to merge with the versions of the root document. If you wish for these versions to have the same name as
the root document, change their names in the Document Title field.

Prepare Changes X

Document Title Current Version Proposed Version Category

I 1.0 i

Packet PDf 1111 & I live sport's
1377 1copy 1.0 i ACORP Diagram v

New Account is Requested A1 1.0 1.2 ACORP Study Timeline v

| Merge Documents

Click Merge Documents to proceed.
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This opens the Prepare Changes window, where you can view the proposed changes to the documents. Click Confirm to
continue with the merge, or Cancel if you do not wish to proceed. A dialog will open; click OK to confirm the action or
Cancel if you do not wish to reorganize the documents.

Study Status Configuration List

Note: In previous versions, the link “Study Status Configuration List” was under the Review Board Administration > List
Configuration and Maintenance, however it has now been removed and moved from every module’s “Review Board
Administration”. Users with full system administration access can access the “Study Status Configuration List” from
System Administration > List Configuration and Maintenance > Setup Study Status.

My Workspaces = System Administration List Configuration and Maintenance

System Setup | | Site List Setup | | System Notifications | | Clean-up | | Audits |

,’ Essential Setup  Workflow Algorithm and Forms Datatypes Setup

Definitions ® Define Additional Signoff Routing Roles
® Define the Institution(s)

® MEDDRA Code List

® Define the Department(s) - Setup Network Status

® Define the Review Board(s)
Status Roles

® pefine System Level Role(s)

- Configure System Linked List
- Assign Review Board To Load Balance Algorithm

i ® | oad Balance Scoring Rules
® Define Study and Project Role(s)

® Define Project Assistant Role Access - Setup System Labels
Status Setup

e Setup Project Status - Setup System Look and Feel

L ® Setup Study Status I - Setup Event Type Details

- Setup System Images
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