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IRB Administration — Review Board Properties

Board Configuration Options

Within Review Board Administration is a link to Board Configuration Options. This area of the review board’s system
setup contains properties that the Administrator can set within the Review Board to configure board functionality. Before
changing these properties, it is a good idea to have a working knowledge of what you want in your system and to verify
your needed changes with iMedRIS personnel.

My Workspaces & IRB Setup Board Properties Kl Back
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The properties are divided into categories, 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 appear on the right side of the
screen. “Yes” or “No” radio buttons indicate that the properties are on/off properties, and any other value indicates that
the property is a variable.
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Board Setup

iRIS 11.02

The following properties are related to general review board functionality.

PROPERTY

DESCRIPTION

rb.allow_adult_benefit_assigned_list

This property controls the appearance of the Adult Benefit Assigned
Configuration List under Review Board Administration > List
Maintenance Setup. Note: If the Study Board Property
rb.use_adult_benefit_assigned is set to No, the list will not appear
regardless of this property setting.

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

Review Board Lists

- Adult Risk Assigned Configuration List

rb.allow_adult_risk_assigned_list

This property controls the appearance of the Adult Risk Assigned
Configuration List. Note: If the Study Board Property
rb.use_adult_risk_assigned is set to No, the list will not appear
regardless of this property setting.

rb.allow_change_of business_associate_list

This property controls the appearance of the Business Associate List.

rb.allow_change_of business_associate_type

This property controls the appearance of the Sponsor Type list.

rb.allow_change_of device_list

This property controls the appearance of the Device Configuration
List.

rb.allow_change_of drug_list

This property controls the appearance of the Drug Configuration List.

© iMedRIS Data Corporation
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rb.allow_change_of_study_status

If you would like to allow the review board to modify the study status, set this
property to Yes.

If this property is set to Yes, you will be able to modify the study status in the Study

Profile for studies you open via Find a Study (through IRB Assistant).

‘ Study Summary Basic Information

Registration Phase IIT Study of Lucanix (Be
small Cell Lung Cancer
Study Title:

Study Keywords:
Status: Active \

rb.allow_change_of_study_status_list

This property controls the appearance of the Protocol Status Configuration List.

rb.allow_child_risk_assigned_list

This property controls the appearance of the Pediatric Risk Assigned Configuration
List. Note: If the Study Board Property rb.use_child_risk_assigned is set to No, the
list will not appear regardless of this property setting.

rb.allow_document_outcome_list

This property controls the appearance of the Protocol Document
Outcome/Outcome Configuration List.

rb.allow_issue_reporting_list

This property controls the appearance of the Issue Reporting Types list.

rb.allow_regulatory_determinationl_list

This property controls the appearance of the Regulatory Determination 1 List. Note:
If the Study Board Property rb.use_regulatory_determination1 is set to No, the list
will not appear regardless of this property setting.

rb.allow_regulatory_determination2_list

This property controls the appearance of the Regulatory Determination 2 List. Note:
If the Study Board Property rb.use_regulatory_determination2 is set to No, the list
will not appear regardless of this property setting.

rb.allow_review_outcome_list

This property controls the appearance of the Review Outcome/Outcome
Configuration List.

rb.allow_reviewer_rank_list

This property controls the appearance of the Reviewer Rank Configuration List.

rb.allow_risk_assigned_list

This property controls the appearance of the Risk Assigned Configuration List. Note:
If the Study Board Property rb.use_risk_assigned is set to No, the list will not appear
regardless of this property setting.

rb.allow_termination_reason_list

This property controls the appearance of the Termination Reason List.

rb.Auto_expire_exempt_protocols

If this property is set to Yes, then any study that is noted as Exempt will
automatically change to the study status Inactive — Administratively Closed one
year to the date of the IRB Expiration date.

1 result(s) found...

Open Study Status IRB Number IRB Expiration Date

Inactive -
Administratively Closed IRE-lE=sey pa/zEatE
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rb.display_date_board_rec_column

If this property is set No, then the Date Board Received column will not display
throughout the system.

Date Board

Received

12/14/2017
10:20:22 AM
PST

rb.Edit_Master_Lay_Summary

Allows the review board to change the master lay summary of the study in the
General Information tab on a submission.

Edit the Master Lay Summary

rb.Master_Lay_Summary_Label

This property is a text field, and the value put into the field will display in the Master
Lay Summary Label in the General Information tab of the submission.

Study Abstract for Master Study Summary.

In the submission, that text will display in this label.

[ Edit the Study Abstract Study Abstract for Master Study Summary.

rb.nofity_use_continuing_review_due

When this property is set to Yes, then the Continuing Review Notifications will be
based off of the Continuing Review Due Dates set in the Outcome tab of a
submission rather than the Review Board Expiration Date.

rb.number_of_days_to_lock_submission

The value entered here will determine the number of days that a
non-System/Review Board Administrator will be able to unlock the submission after
it has been marked as completed. Thereafter only System or Review Board
Administrators will be able to lock/unlock the submission from the General
Information tab.

rb.restrict_change_of_rb_number

This property will turn on or off the ability to modify the IRB Number field in the
Pre-Review Screening tab.

Pre-review Screening

Review Checklist IRB Number:
and Comments

m

Review Summary IRB Number:

Submission Discussion

To see the IRB Number field, rb.use_rb_number must be set to Yes. If
rb.restrict_change_of_rb_number is also set to yes, the field will be grayed out. To
modify the IRB Number, you would need to visit the Study Summary Profile page.

© iMedRIS Data Corporation
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rb.restrict_user_training_to_board_member

When this property is turned on, the system will display all training records for
board members attached to the board. If this property is turn off, then the system
will display all training records for all the user setup in the iMedRIS system.

rb.stamp_no_clinic_use

When set to Yes, this creates a watermark on a Study Document when the review
board approves it, saying “Not for Clinicians Use”.

rb.use_auto_expiration

Automatically expires a study when the IRB expiration date arrives if this property is
set to Yes.

rb.use_auto_select_PI_and_Contact

The Principal Investigator and Study Contact will automatically be selected as
recipients in Correspondence or an Outcome Letter generated within a submission
when this property is set to Yes.

rb.use_bundle_to_external_source

This property will turn on the ability to check off submission components to include
in an email bundle.

General Information [~ Display Submission Components &

Submission Components —

w
COME SPonnce Items in Add New
Folder View Component

Submission History

Pre-review Screening

Revise/| Submission Component Ne

Include in PDF Packet H
15

Submission Form(s)

fy Initial Review Submissiq
(Version 2.0)

Application

F] Study Application - (Ver:

If this property is turned on, you must also set up a step in the workflow. This step is
to be placed immediately after your review board queue, but the email will only
send if indicated. The workflow step is “Send E-mail with Selected Components
(Selected in Review Board).”

In the Submission Complete tab of the Submission Processing Screens, an extra
column, Indicate Items to bundle, populates for Outcome Letters and Submission
Components. Before completing the Submission, you can select items to include in
the bundle email and then click the Send Bundle Email button at the top of the

page.

If this property is set to No, this functionality will not be available.

rb.use_continuing_review_notif_when
_full_renewal

If your review board is using Full Renewal Expiration for studies, you can turn this
property to Yes to send the Continuing Review Notifications on the Full Renewal
date for the study.

rb.use_create_study

Displays the Add a new Study menu group in the RB assistant
*If this property is set to Yes, you will need to also turn on the functionality in the
Role Matrix for roles on the board.

© iMedRIS Data Corporation




IRB Assistant — Review Board Properties

iRIS 11.02

rb.use_duplicate_rb_number

This property will allow you to specify that IRB numbers for studies be unique.

If this property is No, the system will not allow you to enter a duplicate IRB number
on the Study Summary Profile page or the Pre-Review Screening tab when
rb.use_rb_number is set to Yes.

rb.use_full_expiration_calculation

When this property is turned on, calculation which allows users with board
administration access to modify the way the system calculates the study expiration
date, was created within Review Board Administration > Board Configuration
Options > Board Setup for all iRIS modules.

When the rb.use_full_expiration_calculation property is set to "Yes", the system will
set the study expiration date to the exact date of the expiration of the study, and
the study will expire right when the next date begins. For example, if the
Submission Approval date is set to 07/09/2018, and a annual review cycle is
selected, the system will set the “IRB Expiration Date/Status Check Due Date” at
7/9/2019

rb.use_rb_number

This property will turn on or off the IRB Number field in the Pre-Review Screening
tab.

Pre-review Screening || l

IRB Number: ©

IRB Number: IRE-2017-1761

If it is set to Yes, the IRB Number field will populate.

rb.use_revise_last_approved_app_on_change_personnel

When this property is set to “Yes”, and there is a change in KSP and the board
approves the KSP change, a new version of the application is created to reflect the
newly updated KSP. When this property is set to “No”, a new version of the
application will not be created when the board approves KSP.

rb.use_sticky_filters

When this property is set to “Yes” the applied filters even after the user leaves the
RB Submissions page will remain. It also affects other areas of the system like the
Analyst Dashboard. When the analyst leaves the analyst dashboard page and then
returns, the filters will still be applied.

Document Processing

The following properties are related to Study Document uploads.
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PROPERTY

DESCRIPTION

rb.allow_bulk_approval

Turns on or off the ability to approve multiple documents at once in the Submission
Components or Submission Complete tab.

' 4
LY
Approve
Attachment(s)

Set this property to Yes to enable bulk approvals.

rb.allow_change_of _document_version_date

Turns on and off the ability for the review board to change the document version date when
reviewing documents from the Submission Components tab.

Version Date: |07/11/201% "'

When this property is set to Yes, Version Date will be an editable field.

rb.stamp_study_doc

Turns on or off the iRIS document stamp for Study Documents. If this property is Yes, you will
be able to indicate under the Study Document Outcome/Outcome Configuration List whether
a certain Study Document Outcome should convert the document and stamp it with the
Electronic Document Stamp.

rb.use_no_expiration_for_document_approval

You can disable the Expiration Date from Study Documents by setting this property to Yes.
When you go to the bulk approval area, the Expiration Date will be disabled.

Setting this property to No will enable the ability to provide an Expiration Date in this field.

Expiration Date

07/09/2019

rb_allow_to_attach_any_document

Turns on or off the ability to attach non-submitted Study Documents. If this property is set to
No, the IRB can attach Study Documents; however, in the list of Study Documents, only
documents that have previously been submitted will appear in the list.

If this property is set to Yes, any Study Document added to the study record will display and
be attachable by the IRB.

Standard Consent (English) - (Version 1.0)
*Added by the IRB.

Study Summary Info

Study Summary Info
© iMedRIS Data Corporation
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The properties in this list control the display and use of certain study-related fields in the Study Profile. Properties in this
list that begin with ‘rb.use_’ turn on the field read-only in the Study Profile for the review board, unless otherwise noted.

The properties in this list that begin with ‘rb.allow_change_of’ allow the review board to modify that particular field
within the Study Profile (you must also have the corresponding ‘rb.use_’ property turned on for this functionality).

Properties must also be used by the study. Properties are first turned on in System Administration > System Configuration
> Study Profile. Then if the review board desires to see what the study has input for a particular field, the corresponding
‘rb.use_’ property must be turned on in this group. Finally, if the review board desires to view and change the field as
applicable, the corresponding ‘rb.allow_change_of’ property must be turned on.

PROPERTY DESCRIPTION

Setting this property to Yes allows the review board to change the
rb.allow_change_of emergency use emergency use field to Yes or No. (rb.use_emergency_use must be
on)

Setting this property to Yes allows the review board to change the
rb.allow_change of fda_regulated FDA Regulated field to Yes or No. (rb.use_fda_regulated must be
on)

L Setting this property to Yes allows the review board to change the
rb.allow_change_of ind_ide i e S
ind/ide field to yes or no. (rb.use_ind_ide must be on)

. Setting this property to Yes allows the review board to change the
rb.allow_change_of project_proposal_number . i .
project proposal number field, (rb.use_project_number must be on)

. Setting this property to Yes allows the review board to change the
rb.allow_change_of study_accrual_ceiling - -
study accrual ceiling. (rb.use_study_accrual_ceiling must be on)

Setting this property to Yes allows the review board to change the
rb.allow_change_of study_accural_target study accrual target. (rb.use_study_accural_target property must
be on)

© iMedRIS Data Corporation 9
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rb.allow_change_of_study_alias

Allows the review board to change the Study Alias. *Note: This field may be called
something different in your system depending on system labels. The Study Alias is also
known as the Study Nickname or Study Number.

‘ Study Summary Basic Information

Research Application

Study Title:

Study Keywords:
Status: Active v

Alias: Alias

rb.allow_change_of_study_blinding_method

Setting this property to Yes allows the review board to change the study’s blinding
method. (rb.use_study_blinding_method must be on)

rb.allow_change_of_study_classification

Setting this property to Yes allows the review board to change the study classification
(rb.use_study_classification must be on)

rb.allow_change_of_study_coordinating_number

Setting this property to Yes allows the review board to change the study coordinating
number. (rb.use_study_coordinating_number must be on)

rb.allow_change_of_study_ctep_number

Setting this property to Yes allows the review board to change the study CTEP number.
(rb.use_study_ctep_number must be on)

rb.allow_change_of_study_current_enrollment

Setting this property to Yes allows the review board to change the current enroliment
in the study. (rb.use_study_current_enrollment must be on)

rb.allow_change_of_study_finance_role

Setting this property to Yes allows the review board to change the finance role of the
study. (rb.use_study_finance_role must be on)

rb.allow_change_of_study_keywords

Setting this property to Yes allows the review board to change the study keywords.
(rb.use_study_keywords must be on)

rb.allow_change_of_study peds_category

Setting this property to Yes allows the review board to change the pediatrics category
of the study. (rb.use_study_peds_category must be on)

rb.allow_change_of_study _phase

Setting this property to Yes allows the review board to change the phase of the study.
(rb.use_study_phase must be on)

rb.allow_change_of_study_project_number

Setting this property to Yes allows the review board to change the study’s project
number. (rb.use_project_number property must be on)

rb.allow_change_of_study_radiation_use

Setting this property to Yes allows the review board to change the radiation use of the
study. (rb.use_study_radiation_use must be on)

rb.allow_change_of_study_research_type

Setting this property to Yes allows the review board to change the study’s research
type. (rb.use_study_research_type must be on)

© iMedRIS Data Corporation
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rb.allow_change_of study_storage_code

Setting this property to Yes allows the review board to change the study storage code.
(rb.use_study_storage_code must be on)

rb.allow_change_of_study_therapeutic_area

Setting this property to Yes allows the review board to change the therapeutic area
designated for the study. (rb.use_study_therapeutic_area must be on)

rb.allow_change_of_study_title

Setting this property to Yes allows the review board to change the study title.

‘ Study Summary Basic Information

Research Application

Study Title:

rb.allow_change_of_study va_number

Setting this property to Yes allows the review board to change the study’s VA number.
(rb.use_study_va_number must be on)

rb.display_study_management_enrollments

Setting this property to Yes will display the current Enroliments and Accrual Target
values to display on the General Information page within Submission Processing.

General Information &) General Information
o

Submission Components

Correspondence Study Number: Title of Study

Submission History Edit the Master Lay
Summary

B Click Here to edit the
submission summary

Pre-review Screening

Submission Received
Notification Letter Lok L

I Enrollments: 0 Accrual Target: 0 I

Review Checklist
and Comments

Department {3

rb.use_consent_form_required

Displays a Yes/No selection in the Study Profile. When this property is set to Yes, the
review board has the ability to indicate whether a consent is required on this study.
*Note: This does not require the study to attach a consent form to a submission, but is
used for reporting purposes.

Consent Form Required: (::) Yes @ Mo

rb.use_ct_indicator

Displays a Yes/No selection in the Study Profile. When this property is set to Yes, the
review board has the ability to indicate whether Clinical Trials is associated to this
study.

CT Indicator: Yas ®* Mo

rb.use_emergency_use

Displays a Yes/No label in the Study Profile indicating if the study is an Emergency Use.

rb.use_fda_regulated

Displays a Yes/No label in the Study Profile indicating if the study is FDA regulated.

© iMedRIS Data Corporation
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rb.use_federally_funded

Displays a Yes/No field in the Study Profile indicating if the study is Federally Funded.

Federally Funded: Yes ® no

rb.use_final_meeting_date

Displays a Final Meeting Date field in the Study Profile, allowing the review board to
specify a date for when the last meeting date for the study was held.

Final Meeting Date: ,,

rb.use_first_meeting_date

Displays a First Meeting Date field in the Study Profile, allowing the review board to
specify a date for when the first meeting date for the study was held.

First Meeting Date: ,

rb.use_genetic_testing

Displays a Yes/No selection in the Study Profile. When this property is set to Yes, the
review board has the ability to indicate whether Genetic Testing is used on this study.

Genetic Testing Indicator: Yes @ no

rb.use_ind_ide

Displays a Yes/No label in the Study Profile indicating if the study uses an IND/IDE.

rb.use_PHI_disclosed

Displays a Yes/No selection in the Study Profile. When this property is set to Yes, the
review board has the ability to indicate whether the study is PHI-disclosed or not.

PHI Disclosed: Yes '‘® No

rb.use_pi_initiated

Displays a Yes/No selection in the Study Profile. When this property is set to Yes, the
review board has the ability to indicate whether the study is Pl-initiated or not.

PI Initiated: Yes '® No

rb.use_project_number

Displays the project number of the study. *Note: The system must be set up to use the
Project Number in iRIS in order for this field to display on the page. The property
system.use_study_project_number must be set to Yes under System Administration >
System Configuration > Study Default Settings in addition to the property described
here being set to Yes.

Project Number: 20121

rb.use_accrual_ceiling

Displays the study’s accrual ceiling.

rb.use_accrual_target

Displays the study’s accrual target.

© iMedRIS Data Corporation
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rb.use_blinding_method

Displays the study’s blinding method.

rb.use_study_classification

Displays the study classification.

rb.use_study_coordinating_number

Displays the study coordinating number.

rb.use_study_ctep_number

Displays the study’s CTEP number.

rb.use_study_current_enrollment

Displays the current subject enrollment in the study.

rb.use_study_enrollment

Displays the number of subjects enrolled in the study. The number displayed here will
populate with the actual number of subject records enrolled on the study if using
Subject Management. *This property is not applicable unless using Subject
Management.

rb.use_study_finance_role

Displays the study finance role field.

rb.use_study_keywords

Displays the study keywords.

rb.use_study_peds_category

Displays the pediatrics category associated with the study.

rb.use_study_phase

Displays the phase of the study.

rb.use_study_radiation_use

Displays the radiation use field.

rb.use_study_research_type

Displays the research type of the study.

rb.use_study_storage_code

Displays the storage code of the study.

rb.use_therapeutic_area

Displays the therapeutic area associated with the study.

rb.use_study_va_number

Displays the study’s VA Number.

Submission Review Properties

These properties are related to processing submission forms in the Submissions queue.

© iMedRIS Data Corporation
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PROPERTY

DESCRIPTION

rb.allow_submission_component_revise

Setting Yes to this property controls the appearance of the Revise/Attach column in the table of
Submission Components on the Submission Components/Submission Complete tabs of a
submission.

Include in PDF Packet

Revise/ o _ _
Compare Attach Submission Component Name - Version

Submission Form(s)
EJ Initial Review Submission Form - (Version 1.0)
Application

KJ Study Application - (Version 1.0)

The I:——-I

that the icon can be clicked to create a revision of that particular submission component.

icon in this column indicates that no new versions are available from the study team, but

iris-gat says

Confirm the Revise.
Are you sure you want to revise this item from the submission? A new
revision will be created as part of the submission.

“ Ca”(e‘

An & icon in this column indicates that a new version of a submission component has been

created from the study side. Click the icon to attach the new version to the submission.

rb.allow_submission_doc_add

This property will allow you to attach a Consent form or other Study Document to a submission in
the Submission Components tab.

= - - Y]
g L "/ E] V¥

Compare Items in Add New Clear Viewed Create PDF Approve

Item(s) Folder View Component Item(s) Packet Attachment(s)

When this property is set to No, the Add New Component button will not appear on the page.

rb.allow_submission_doc_delete

This property will allow you to remove a document from a submission in the Submission
Components tab. When this property is on, then the user will be able to detach certain attachments
from the submission by clicking the red X next to the item.

Document(s)

Category : Grant Progress Report

0 E_I Other Study Documents - (Version 1.0)

When the property is set to No, the Unattached column will not display, and you will not be able to
detach documents.

© iMedRIS Data Corporation
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rb.auto_assign_analyst_on_response

When this property is set to Yes, then the Assigned Analyst that was previously assigned
to a submission that was returned for corrections will automatically be assigned to the
Return Response Submission. Note: This property is paired with the Return Response
Action in the Workflow. When this action is put into the workflow for the Review
Response Submission Form, then this property will be effective.

rb.display_master_study_summary

This property controls the display of the Master Lay Summary in the General Information
tab of a submission.

When this property is set to Yes, the Master Lay Summary will display.

General Information

Submission Components ~ General Information &

Correspondence

Alias: 50421
Submission History

- - sStudy Classification:
Pre-review Screening

B Edit the Master Lay Summary
Review Checklist

and Comments . ) .
[% Click Here to edit the submission summary

Review Summary

When this property is set to No, the Master Lay Summary will not display in the General
Information tab.

rb.display_submission_summary

This property controls the display of the Submission Summary in the General Information
tab of a submission.

When this property is set to Yes, the Submission Summary will display.

— General Information

Alias: 50421

Study Classification:

[B Edit the Master Lay Summary

[% Click Here to edit the submission summary

When this property is set to No, the Submission Summary will not display in the General
Information tab.

rb.override_component_lock

When this property is set to Yes, submission components added by an initial board are
unlocked such that the next board in the workflow can view all components.

rb.send_expiring_study_notification_to_PI_contact

When this property is set to yes, the Expiring Study Notification will also be sent to the
Pl/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).

© iMedRIS Data Corporation
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rb.use_agenda_state

This property determines if the agenda state will be displayed at the top of the meeting agenda

screen.
If this property is set to Yes, the Agenda State and Reviewer Notifications will be displayed.

My Workspaces & IRB Board Meeting Agenda

Agenda State: Draft
Reviewer Notifications: Enabled 4 07/05/2019 p
Items to be Reviewed at IRE one Meeting :

If this is set to No, the Agenda State and Reviewer Notifications will not be displayed.

rb.use_autocal_expiration

Use this property to control when the IRB Expiration Date populates with a date in the Outcome
tab.

If this property is set to Yes, as soon as you select a Submission Approval date and a Review
Cycle, the IRB Expiration Date will populate with a date.

If this property is set to No, the IRB Expiration date will not automatically populate with a date.

rb_use_conflict_tracking

This property turns on or off the Study Personnel COIl Tracking panel in the General Information
tab in the Submission Processing Screens.

™ Study Personnel &

Account U(r:|°I =
Status =
Review?

Principal Investigator : 3 Randy Minarik Active
-

Collaborating Investigator: 3,; Joseph A Adams Active Col

If this property is set to Yes, the COl Under Review column will populate in the Study Personnel
table.

rb.use_Continuing_Review_notification_if IRB
_Record_NO

If this property is set to Yes, then the ability for notifications to be sent even though the IRB is
not the IRB of Record has been added.

rb.use_coord_view_all_comments

This property will allow your IRB analyst to share comments with all reviewers conducting a
review. This property works together with Submission Comments for All Reviewers data value.
Using the two together, allows the Analyst to merge comments into the reviewer form so
assigned reviewers can access the comments while conducting their review.

Add Comments for All Reviewers
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rb.use_expiration_calculation_restriction

When approving a submission, this property will allow you to restrict setting a study expiration
date to only Initial Reviews and Continuing Reviews.

If this property is set to Yes and you are setting Outcome information for a submission that is not
an Initial Review or Continuing Review, the Review Cycle and IRB Expiration Date will be grayed
out.

IRB of Record: ® Yesg Mo

Please Select the Type of Review e P— —
Notification that Must be Sent: Email with Home Screen Task and Continuing Review v

IRB Initial Approval: |08/08/2019 S

Review Cycle: | -—-none— Y
IRB Expiration Date: Calculate Date

If the property is set to No, you will have the ability to set the Review Cycle and IRB Expiration
Date for any submission you are approving.

rb.use_expiration_calculation_restriction_initia
|_review_only

When approving a submission, this property will allow you to restrict setting a study expiration
date to only Initial Reviews.

If this property is set to Yes and you are setting Outcome information for a submission that is not
an Initial Review, the Review Cycle and IRB Expiration Date will be grayed out.

rb.use_meeting_approval_date

Setting this property to Yes will enable a Meeting Approval Date in the Outcome tab.

 IRE Review Outcome W

Review Qutcome: Approved v

Additional information N
. o
required:

Submission Approval: 07/08/2019 '

Meeting Approval p
bove.  lo7oziz01e | [Ele

The Meeting Approval Date will allow you to specify an approval date that is different than the
actual approval date for the submission. Using the Meeting Approval Date will cause the IRB
Expiration Date to calculate based off of this field as opposed to the Submission Approval Date.

© iMedRIS Data Corporation
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rb.use_meeting_vote_summary

This property determines whether anonymous voting will be used for meetings.

If this property is set to Yes, anonymous voting will be used.

Edit  |Meeting Motion

0 Meeting Minutes Approval for the IACUC 2012 meeting held on April 29, 2019
NHumber WVole Type Comments
0 For
0 Abgent
o Against
o Abstain
o Conflict of Interast
0 Mot present for Vote

If this property is set to No, anonymous voting will not be used in meetings.

Redationship
to the Affiliatio
Institution

- none-- ¥ | Investigator, Jane jr, M.D. Brig. Gen. Anesthesiology Affiliated

Comments:

rb.use_meetings

This property turns Off/On meeting functionality.

If this property is set to Yes, then the Review Board will be able to conduct meetings within iRIS.

Meeting Manager
Meeting Agenda
Meeting Minutes
Meeting Availability

If this property is set to No, meeting functionality will be turned off. If you turn this property off,
you will need to open the Define Role Access matrix, save it, log out, and then log back in to
make the changes effective in the system. Additionally, when the property is turned back on,
you will need to return to th Review Board Define Role Access matrix and grant access to the
meeting options in iRIS again.

rb.use_member_checklist

This property turns On/Off the Member Checklist functionality in the Review Checklist and
Comments tab. If this property is set to No, the member checklist will be turned off.

If this property is set to Yes, then the Review Board will be able to use the member checklist, and
the Add Member Checklist button will appear at the top of the Review Checklist and Comments
tab, allowing members to create and complete a checklist.

Members Name

o A., Administrator Admin.
- ]
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rb.use_member_comments

This property turns On/Off the Member Comments functionality in the Review Checklist and
Comments tab. If the property is set to No, this feature will be turned off.

If the property is set to Yes, board members can add comments using the Add Member
Comments button.

A-r
o Administrator |Submission Comments
Admin.

rb_use_Continuing_Review_notification_if_IRB
_Record_NO

When this property is set to “Yes”, it allows board members to select if they want their board to
send continuing review notifications to the KSP, even if they are not the board of Record. If a
board member answer “No” to the field “IRB of Record”, then the field “Use Continuing Review
Notifications to KSP” will be prompted. If the board member answers “Yes” to the field “IRB of
Record” then the field “Use Continuing Review Notifications to KSP” will not appear. If this
property is set to “No” the field “Use Continuing Review Notifications to KSP” will never be
prompted, even if a board member answers “No” to the field “IRB of Record”.

rb.use_nonhuman_subject_research

This property turns on and off the appearance of the Non-Human Subject Research (NHSR) flag
on the Outcome tab.

Mon-Human Subject Research )
(NHSR) : Yes " No

rb.use_outcome_letter

This property will turn on or off the ability to create and send Outcome Letters in the system. If
the property is set to No, this feature will be turned off. The Outcome Letter tab will not be
available in the Submission Processing Screens.

If this property is set to Yes, the Outcome Letter feature will be available for use.

ATTLST IO JUUVimimaa2nvid

Routing

Vote

Qutcome

Outcome Letter

Submission Complete

rb.use_past_meetings

You can set this property to restrict the ability to add a Submission to a past meeting. Set this
property to Yes and you will be able to add an item to a past meeting. Set the property to No to
restrict this ability.

Determine Review Process

Not Assigned

. . Upcoming Meeting Date: | —none— ¥ | or B click here to select past meetings
Full Committee Review L 9
Agenda Category: | —none— v
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rb.use_require_meeting_date_for_board_revie
w

When this property is set to Yes, the review board has the ability to indicate whether the
meeting date when selecting a Full Committee Review is a required field in for the Review
Process.

Committee Name: | —Nnone— v

® |Full Committee Review Upcoming Meeting Date: | —none— v | 7 B _(Ilck here to select past
meetings

Agenda Category: --none-- v

rb.use_restore_context_for_administrative

This property controls whether to restore the context on return from a response when
previously processed as Process Administratively.

rb.use_restore_context_for_committee_agend
a

This property controls whether to restore the context on return from a response when
previously processed from a Committee Agenda.

rb.use_restore_context_for_designated_review
er

This property controls whether to restore the context on return from a response when
previously processed as Designated Review.

rb.use_restore_context_for_emergency_use

This property controls whether to restore the context on return from a response when
previously processed as Emergency Use.

rb.use_restore_context_for_exempt

This property controls whether to restore the context on return from a response when
previously processed as Exempt.

rb.use_restore_context_for_expedited

This property controls whether to restore the context on return from a response when
previously processed as Expedited.

rb.use_restore_context_for_facilitated

This property controls whether to restore the context on return from a response when
previously processed as Facilitated.

rb.use_restore_context_for_limited_review

This property controls whether to restore the context on return from a response when
previously processed as Limited Review.

rb.use_review_comments

This property turns on or off the ability for reviewers to add comments when examining
submission forms. When a reviewer views a submission form and this property is on, then there
will appear an icon next to each question in the form that the reviewer can click to add
comments. Comments can then be merged into stipulations, the submission discussion, and
outcome letters through the Review Summary tab.

When this property is off, then these icons will not appear in the submission forms.

*Note: This property does not enable the ability to comment within the research application.
See rb.use_review_comments_ro for this ability.
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rb.use_review_comments_ro

This property turns on or off the ability for reviewers to add comments when examining the
research application (from section 4.0 onwards). When a reviewer views an application and this
property is set to No, then the icon will appear next to each question in the form. When clicking
this icon, the reviewer can add comments. Comments can then be merged into stipulations, the
submission discussion, and outcome letters through the Review Summary tab.

When this property is on, then these icons will not appear in the application form.

rb.use_review_discussion

This property controls the appearance of the Submission Discussion tab in the Submission
Processing screens.

General Information [~ Submission Discussion &

Submission Components

Correspondence

D
Q

& Q

Font -

E @ @

L~

Normal (... -

Submission History

Pre-review Screening

Submission Received
Notification Letter

Review Checklist
and Comments

Review Summary

Submission Discussion

rb.use_review_recommendations

This property controls the appearance of the Recommendation tab in the Submission Processing
screens.

rb.use_review_stipulations

This property controls the appearance of the Stipulations tab in the Submission Processing
screens.

rb.use_review_summary

This property controls the Review Summary tab in the Submission Processing screens.

rb.use_reviewer

When this property is turned on and the Review Assignment is set for a Submission, then a field
will populate below the Review Process that allows you to add a reviewer. When this property is
off, then this field will not populate. Turning this property off will also disable functionality in the
Review Checklist and Comments page. You will not be able to see the Reviewer Checklist table
on this screen.

Add Previous Reviewers ] [ Add Reviewer ] [ View Reviewers Workload ]

Completed ? Date Notified

Date Completed

No Reviewers have been assigned to this submission. |

rb.use_reviewer_coi_flag

This property controls the appearance of the “Has COI?” column in the table of reviewers on the
Pre-Review Screening tab. The column will display “Yes” when an assigned reviewer either has a
reported conflict of interest with the study’s sponsor or is key study personnel.

Reviewer Role Date Notified

0 Primary

Date Completed

Analyst, Analyst 07/08/2019
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rb.use_show_restore_context_on_response_fo
r_administrative

Controls whether the “Restore context on response” field is displayed when the “Process
Administratively” review process is selected.

rb.use_show_restore_context_on_response_fo
r_committee_agenda

Controls whether the “Restore context on response” field is displayed when the “Committee
Agenda” review process is selected

rb.use_show_restore_context_on_response_fo
r_designated_reviewer

Controls whether the “Restore context on response” field is displayed when the “Designated
Reviewer” review process is selected.

rb.use_show_restore_context_on_response_fo
r_emergency_use

Controls whether the “Restore context on response” field is displayed when the “Emergency
Use” review process is selected.

rb.use_show_restore_context_on_response_fo
r_exempt

Controls whether the “Restore context on response” field is displayed when the “Exempt” review
process is selected.

rb.use_show_restore_context_on_response_fo
r_expedited

Controls whether the “Restore context on response” field is displayed when the “Expedited”
review process is selected.

rb.use_show_restore_context_on_response_fo
r_facilitated

Controls whether the “Restore context on response” field is displayed when the “Facilitated
Review” review process is selected.

rb.use_show_restore_context_on_response_fo
r_limited_review

Controls whether the “Restore context on response” field is displayed when the “Limited
Review” review process is selected.

rb.use_study_followup

Displays a Study Follow-up field in the Study Profile and Outcome tab, allowing the review board
to specify a date for when the study follow-up date will be.

Study Follow-up: "
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rb.use_submission_by_committee

If your review board queue needs to be separated into committee submissions, use this prerty.
Committee Submissions mean that a submission will be assigned to a committee within the
review board instead of the entire review board. If a submission is assigned to a committee,
none of the other committees within the board will have access to the submission. iMedRIS
recommends not setting this property without discussion with iMedRIS personnel beforehand.

If this property is set to Yes, the review board will be split into committees. Each committee will
have its own Submissions queue and the committees cannot access submissions to other
committees unless the user associated to one committee is also associated to the other
committee. Additionally, when a user is in the Committee Submissions screen, the heading at the
top of the page will indicate which committee they are in. Note: If using this functionality, you
will need to modify your workflow so that the submission is directed to a specific committee
rather than the review board.

Review Board Workspace
IRB Assistant » IRB Assistant Workspace
Select the Committee 4
Find a Study

Committee Submissions

If the property is set to No, the committees are related to one review board and work as one
Submissions queue.

Review Board Workspace E+3
IRB Assistant » IRB Assistant Workspace
Select the Committee 4
Find a Study
Submissions

rb.use_submission_letters

This property turns on/Off the review boards Submission Received Notification Letter section in
the Submission Processing screens. If this property is set to Yes, the Submission Received
Notification Letter tab will be turned on. If this property is set to No, the Submission Received
Notification Letter tab will be turned off.

rb.use_submission_outstanding_board_tasks

When this property is set to Yes, the Outstanding Board Tasks tab will be displayed on the
submissions page. When selected, it will show all outstanding board submission tasks.
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rb.use_submission_vote_summary

This property controls whether voting for a Submission will be anonymous.

If this property is set to Yes, anonymous voting will be used.

o Absent

0 Against

0 Abstain

0 Conflict of Interest
0 Nat present for Viole

If this property is set to No, anonymous voting will not be used for the Submission. Instead, the
name of each voting member present at the meeting will populate and you will be able to
specify how each member voted.

Meeting Minutes Approval for the TACUC 2012 meeting held on April 29, 2019

Redationship
tothe Affiliation
Intitution

—=hone-- ¥ | Investigator, Jane jr, M.D. Brig. Gen. Anesthesiology Affiliated

Commenks:

rb.useReviewRouting

This property controls the Internal Submission Routing tab within the submission processing
screens.

When this property is set to Yes, the Internal Submission Routing tab displays. *Note: If you turn
this property on, you will need to set role access under Review Board Administration > Setup
Role Access.

When this property is set to No, the Internal Submission Routing tab will not display within the
Submission Processing screens.

rb.useReviewRouting_user_role

This property allows you to control whether or not you would like to specify a role when
assigning a user to an Internal Routing.

[ Add Review Board Routing ] [ Add Non-Review Board Routing ] [ Print Friendly }

Assignment Comments

0 0 [ Assignment Comments: ]

—-none-- v | -none- v

User Comments: % |
ole

When this property is set to Yes, then you will be able to assign a role. *Note: You will need to
configure the roles under Review Board Administration > List Maintenance Setup > Internal
Routing User Roles.

When set to No, a role cannot be assigned. This property does not apply if the
rb.useReviewRouting property is turned off.
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The following properties are related to Informed Consent uploads.

PROPERTY

DESCRIPTION

rb_allow_to_attach_any_consent

Turns on or off the ability to attach non-submitted Consent Forms. If this property is set to
No, the IRB can attach Informed Consents; however, in the list of Consent Documents, only
documents that have previously been submitted will appear in the list.

If this property is set to Yes, any Consent Document added to the study record will display
and be attachable by the IRB.

Reviewers

The reviewer properties control different elements of the Reviewer Assignments in the IRB Review Board.

PROPERTY

DESCRIPTION

rb.reviewers_form_completes_submission

When this property is set to Yes, when the reviewer assigned to a submission completes
their review, it will also complete the submission (assuming the Reviewer’s form has the
Reviewer’s Indication of Completion data value). Please note that if multiple reviewers were
assigned, the submission will be completed after the first reviewer completes their review.

rb.copy_previous_reviewer_form

This property is used in conjunction with rb.use_previous_submission_reviewers.

If rb.use_previous_submission_reviewers is set to Yes and this property is set to Yes, when
you choose to assign previously assigned reviewers to a Pre-Review Correction Form or a
Review Response Form, the system will copy the contents of the old reviewer checklist into
the new assignment. When the Reviewer accesses their new assignment, the Reviewer
Checklist will already be populated with the same answers they applied before. If
rb.copy_previous_reviewer_form is set to No, the system will still assign the previous
reviewers, but their checklist will not copy the previous data over.

rb.number_days_to_notify_reviewers

This value signifies the number of days prior to a meeting that a reviewer notification is
sent. A value of -1 = ignore. This property can be any whole, non-negative number
(excluding -1). The number specified represents the number of days before a meeting that
the notification will send.

rb.restrict_KSP_from_reviewers

This property, when set to Yes, will restrict KSP from the drop-down list of Reviewers to
choose from. When set to no, the members will be included in the list of Reviewers
regardless of whether they are KSP on the study.

rb.restrict_reviewer_to_voting_member

When this property is set to Yes, then the drop-down list of available reviewers will be
restricted to voting members on the current committee. If this property is set to No, then
the non-voting members of the committee will also be included in the list of available
reviewers.
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rb.nav_reviewers_directly_to_checklist

When this property is set to Yes, the reviewer will be directed to the Reviewer Checklist
form when the Reviewer Assignment home screen task is opened. Note:
rb_nav_reviewers_directly_to_comments_tab needs to be set to No for this property to
apply.

rb.nav_reviewers_directly_to_comments_tab

When this property is set to Yes, the reviewer will be directed to the Review Checklist and
Comments tab instead of the Reviewer Checklist when the Reviewer Assignment home
screen task is opened. If this property is set to No, the Reviewer Checklist will open when
the home screen task is opened, unless the Reviewer Checklist for the board has not been
defined. In that case, the Review Checklist and Comments tab will open.

rb.use_shared_comments

This property allows reviewers to share their comments within a Reviewer’s Form.
Navigating to the Reviewer’s Form, then clicking on the desired submission form, routes
reviewers to view the submission form. When a reviewer clicks on the comment icon, an
ajax window to add a comment is prompted. At the bottom of the ajax window, there is an
option which allows users to display their comment to other reviewers. Once this selection
is made and saved, the comment is added and the background for the given comment turns
blue. This color conversion allows other reviewers assigned to that submission form to
easily identify a shared comment by another user.

rb.use_designated_reviewer

If you would like to use Designated Review as a Review Process in iRIS, set this property to
Yes. This will enable the review process Designated Reviewer. From here, you can assign the
submission to a meeting and assign a designated reviewer.

[~ Determine Review Process O

o Not Assigned
Full Committee Review
Expedited
Facilitated Review
Emergency Use
Designated Reviewer

Exempt

If this property is set to No, the Designated Reviewer option will not display in the review
process list.

rb.use_reviewer_panel

This property enables the Reviewer Panel functionality. If this property is set to “Yes”, the
Reviewer Panel button will populate within the Reviewer Checklist, allowing the reviewer to
access the panel.

My Workspaces = IRB IRB Review Worksheet - (Version 7.0)

[ Print Friendly ] I Reviewer Panel l [ Refresh Constant Fields ] Sawi

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

) ieo reviewersorm I 4 o

2.0 [B Reviewer Comments

IRB Reviewers Fo

If this is set to No, then this button will not be displayed, and the Reviewer Panel will not be
accessible.
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rb.use_previous_submission_reviewers

This property allows you to assign previously assigned reviewers to a submission.

When this property is set to Yes, when a submission comes back into the review board
queue that has been previously assigned to reviewers, in the Assign Reviewers table in the
Pre-Review Screening tab, an Add Previous Reviewers button will populate. When clicked,
the system will reassign the reviewers assigned to the last round of the submission.

~ Assign Reviewers

Reviewer Role Reviewer 5 Has COI? |Date Notified Date Completed

Mo Reviewers have been assigned to this submission.

If this property is set to No, the button will not populate, and you can manually add
reviewers by clicking on the Add Reviewer button.

rb.use_reviewer_signoff_sheet

This property will allow you to use a signoff page similar to signoffs for submission forms.

When this property is set to Yes, instead of a Reviewer Indication of Completion value in a
Reviewer Checklist, the reviewer will be presented with a signoff sheet at the end of the
Reviewer Checklist. When the reviewer approves and applies an electronic signature, the
review will be considered complete. If the reviewer denies the signoff sheet, the review
task will remain open until the signoff is approved.

If this property is set to No, the system will behave in the normal function, allowing the
reviewer to indicate they are complete with their review within the form.
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rb.use_shortened_reviewer_comments

This property will cut off Rank and Item Number when comments are merged from the
Review Summary into the Submission Discussion or the Outcome Letter.

[~ Submission Discussion W

o €3 B @E@ QB I US x, x* ;=12 A-
2
Q Nomal(. -~ | Font - | size - & m

Reference: Study Application Version 1.1 Comments: Testing Comments

When the property is set to Yes, the merged comments appear without the Rank and Item
Number.

[~ Submission Discussion

D

e

v @ @@ Qb% BT US x x == A-0
€ Nomal(.. - | Font - Size - & M|

Ranking: Major

Reference: Study Appliction Version 1.1
Item Number: 1

Comments: Testing Comments

When the property is set to No, the merged comments appear with the Rank and ltem
Number.

rb.use_study_assigned_reviewers

This property will include any study role-assigned reviewers that have been set up in the
workflow for signoff in the list of Reviewers to choose from. When this is set to no, then
the study role-assigned users will not be included in the drop-down list of available
reviewers when adding a reviewer in the Pre-Review Screening tab.

rb.use_view_of_reviewers_for_members

This property will hide reviewer checklists on the Review Checklist and Comments tab from
board members if they are not the reviewer assigned on a submission. If this property is set
to Yes, all members of the board will be able to view each other’s checklists.

If this property is set to No, members not assigned as reviewers will not be able to see
reviewer checklists.

rb.x_calendar_days

This property works in conjunction with the “X calendar days from today” merge code that
is available in certain review board notifications. When this merge code is inserted into a
notification and the notification is sent, this merge code will look at this property to
determine the date to pull into this field. The default value is “7,” meaning that when the
notification sends, the merge code will populate with the date 7 days from today. Example:
Today is 7/16/2016. The merge code for a notification sent today would populate with
“7/23/2016”.

If you would like the date that populates in the merge code to base itself off a different
number, change the value in this property.
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rb.use_reviewer_outcome_data_values

When this property is set to Yes, certain fields within the Reviewer Checklist will merge into
the Outcome tab.

The data values are listed in Form Designer under the data type Outcome Tab Merge Fields.

*Data Type: Heview [ alnnl=
- Review Outcome
Submission Approval

IRE Initial &Approval
Review Cycle

IRBE Expiration

Study Closure
Temporary Closed
Temporary Closure Start
Temporary Closure End
Risk Assignedt

Adult Risk Assigned
Exempt

Subject Approved
Controls Approved
Termination

Exempt Category
Expedited Review Catego

ue Required:

in Question:

age override
quired fields

lue in table?

+ Definition:
data merge:

2 Read Only?

The four fields, Review Outcome, Submission Approval Date, Review Cycle, and Risk
Assigned will display in the application once set-up in Forms Designer.

When the reviewer saves this section of the checklist, the values saved here will also post to
the Outcome tab for the reviewed submission.

General Information

[~ IRE Review Outcome W&

Submission Components

Correspondence
Review Outcome: —none-- A

Submission History

Additional information No

Pre-review Screening required:

Submission Received

Notification Letter 07/08/2019 '

Submission Approval:

Note: The corresponding review board must have the property set to Yes for its Reviewer
Checklist. For example, set the property to Yes within the IRB Review Board Configuration
Options in order to enable this functionality within the IRB Reviewer Checklist.

It is advised that this functionality be enabled only for processes that include one reviewer
per submission. If more than one reviewer is presented with the merged fields, the data will
be overwritten with the most current save of the Reviewer Checklist.

These data types can be used one time within the Reviewer Checklist. They can only be
used in one section. These values are linked directly to the Outcome tab. When they are
updated, the Outcome tab is updated and the information in the checklist is current and
reflects the current outcome of the submission. Once this information updates the
Outcome tab, there is no reset to the previous values set in the Outcome tab. Data from the
checklist will override the current data in the Outcome tab.

Reviewer Checklists using this feature are assumed to be completed before a board
meeting, if full board, and before the analyst completes the Outcome tab, if expedited.
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Meeting Settings

Meeting Settings are properties related to review board meetings.

PROPERTIES

DESCRIPTION

rb.generate_meeting_in_days

This property indicates how many days worth of meetings the system will generate when you create a recurring
meeting schedule within Meeting Manager. The default setting for this property is 365, meaning that iRIS will
generate a year’s worth of meetings. If you would like the system to generate more or less meeting dates,
change the number of days in this field.

rb.use_expedited_report

If your review board would like to keep expedited submissions in a separate report attached to a meeting page,
you can use this property to enable this functionality. In the Meeting Manager, you will have the ability to
Generate an Expedite Report in the same way that you can generate an agenda document.

Expedite Report

@ Generate An Expedite Report
@ Check-0ut The Expedite Report For Editing In Word

gl Edit The Expedite Report Within The Browser

[ e o

When the Expedited Report is published, it will be available to view on the Meeting Agenda page.

@ Meeting Motions
@ Rewvi D t - - —
eview Documents View File Title

Mo documents have been associated with this agenda

@ s fipers _
a

When this property is set to No, you will not be able to generate an Expedited Report. You can pull in Expedited
submissions to the main body of the Agenda and Minutes templates.

rb.use_member_absent

This property allows you to control the display of voting members absent on the Meeting Agenda page.

When this property is set to Yes, any voting member not marked as present at the meeting will populate in a
Voting Members Absent group in the Meeting Attendance area.

\;?:isl;?lth‘lemhers Ann Analyst, Jan Board Member
Meeting Attenda
ceting AHendanee Voting Members

Joe Board Member, John Board Member, Mary Jane Coordinator, R.M.
Absent

If this property is set to No, no Voting Members Absent group will populate.
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This property allows you to control the display of non-voting members absent on the Meeting Agenda page.

When this property is set to Yes, any non-voting member not marked as present at the meeting will populate in

rb.use_non_member_absent . . .
a Non-Voting Members Absent group in the Meeting Attendance area.

If this property is set to No, no Non-Voting Members Absent group will populate.

This property allows you to control the display of staff absent on the Meeting Agenda page.

When this property is set to Yes, any staff not marked as present at the meeting will populate in a Staff Absent

rb.use_staff_absent . .
group in the Meeting Attendance area.

If this property is set to No, no Staff Absent group will populate.

Security
Security properties allow you to define whether or not the review board should be able to search for studies not
associated to the review board and if you want to allow KSP to access submissions if they also have a role on the board.

PROPERTIES DESCRIPTION

When this property is set to Yes, the KSP of a study who are also review board members will not be able
to open their associated submissions from the Submissions queue or via Find a Study under IRB
Assistant. If the KSP attempts to open the submission or the study via the review board, an error

rb.restrict_access_from_KSP
message will appear.

This property restricts the access to studies that do not belong to the Review Board.

If this property is set to Yes, in Find a Study, only studies that have an association to the review board will
rb.restrict_find_to_rb populate in the results.

If this property is set to No, all studies in the database can be searched and accessible by the review
board.

Multi-site Setup

These properties are related to multi-site studies and their setup.

PROPERTIES DESCRIPTION

This property allows multi-site studies to have the studies IRB Number Appended to the core

rb.site_submissions_are_synced_to_core IRB. Therefore, the Core IRB number will be the same as the Site’s IRB Number.

Recommendations and Stipulations
These properties are related to stipulations and how the system will handle them.
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PROPERTIES

DESCRIPTION

rb.update_recommendation_by_all

Allow board members to update recommendations. If this property is set to No, then the
members cannot update recommendations.

If this is set to Yes, then a button will appear to give board members the ability to update
the recommendations.

This option is only applicable if rb.use_review_recommendations is set to Yes.

rb.update_stipulation_by_all

Allow board members to update stipulations. If it is set to No, then the members cannot
update the stipulations.

If this is set to Yes, then a button will appear to allow the board members the ability to
update the stipulations.

This option is only applicable if rb.use_review_stipulations is set to Yes.

rb.use_bundle_stipulation

This property is only applicable if rb.use_bundle_to_external_source is set to Yes.

If both properties are set to Yes, you are able to choose to bundle selected submission
components in the Submission Complete tab when returning a submission for Pre-Review
Changes or Review Response, but only if you are returning the submission without any
Stipulation Type 1, Stipulations That Must be Addressed, created in the Stipulations tab.

I Send Bundle Email II I Save the Submission Complete

Submission processing complete:

If there are any Stipulations created with the Stipulation that Must be Addressed type, the
Send Bundle Email button will not populate on the page.

If rb.use_bundle_to_external_source is set to Yes and rb.use_bundle_stipulation is set to No,
the Send Bundle Email button will always be available in the Submission Complete tab,
regardless of what kind of Stipulations have been created for the submission.

rb.use_stipulation_category

This property will allow you to create categories for your Stipulations.

When set to Yes, you can set up the categories in Review Board Administration — List
Configuration and Maintenance — Stipulation Categories. When you are creating Stipulations
for a Submission, you will be able to associate the stipulation to a category.

If this property is set to No, you will not have the ability to associate a category to a
Stipulation.
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rb.use_stipulation_control_response

This property will set review board submissions to default to return to the study for
corrections if there are any Stipulations added to the submission.

If this property is Yes, then if a stipulation is added to a submission, then the Additional
Information Required field in the Outcome tab of the submission will always say Yes
regardless of the submission outcome selected. Additionally, if there are no stipulations
added to the submission, then the Additional Information Required field will always say No
regardless of the outcome selected.

~IRBE Review Qutcome W

Review Qutcome: Approved Pending v

Additional information

required: No

Submission Approval: v

When this property is set to No, then the Additional Information Required field will say Yes
or No depending on the Outcome selected.

rb.use_stipulation_responses_display_all_boards

When this property is set to Yes, then the Stipulations with the response from the previous
submission will appear under the Stipulation tab.

Submission Discussion

Stipulations with the responses from the previous submission

Recommendation

B - No response Stipulations entered
Stipulation P P

Internal Submission

Reuitina

If it is set to No, this section will not appear.

rb.use_stipulation_tracking

Stipulations Tracking is a tool within the review board assistant that allows you to track
outstanding stipulations and view previously closed stipulations.

If this property is set to Yes, a new area within the review board assistant will populate
called Stipulations Tracking. You may need to enable this area within Role Access when you
initially turn on the property.

Continuing Review Monitor

QOutstanding Responses

Stipulations Tracking

If this property is set to No, the Stipulations Tracking area will not populate within the
review board assistant.

Study Board Properties

Study Board Properties allow you to indicate whether particular fields should appear on the Outcome tab and the Study

Summary.
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PROPERTIES

DESCRIPTION

rb.use_adult_benefit_assigned

When this is set to Yes, then the Adult Benefit Assigned field will display in the Outcome tab and
Study Summary page of a submission.

Adult Benefit Assigned: 4 -

When set to No, this field will not display. These lists are configurable in the List Maintenance
Setup tab of the Review Board Administration.

rb.use_adult_risk_assigned

When this is set to Yes, then the Adult Risk Assigned field will display in the Outcome tab and Study

Summary page of a submission.

Adult Risk Assigned: 5= -

When set to No, this field will not display. These lists are configurable in the List Maintenance
Setup tab of the Review Board Administration.

rb.use_archived_location

When this property is set to Yes, then the Archived Location field will populate in the Study
Summary screen of a submission.

Archived Location: —nong— -

When set to No, this field will not display. These lists are configurable in the List Maintenance
Setup tab of the Review Board Administration.

rb.use_ceded_review_details

When this property is set to Yes, then the Ceded Review Detail fields will populate when the user

selects to the question “is ceded from” Yes or No option in the Outcome tab and Study Summary
page.

Is Ceded From: * Yes No

Ceded From IRB: | -—-none— v

Ceded From IRB
Number:

Institution Address:

Institution Contact Information:
Name of Contact:

Address:

Phone Number:
E-Mail Address:
Name of Overall PI:
Name of Local PI:

Additional Comments:

When set to No, the ceded details will not display when the user selects the Yes radio button for
the question “is Ceded From.”
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rb.use_child_risk_assigned

When this is set to Yes, then the Pediatric Risk Assigned field will display in the Outcome tab and
Study Summary page of a submission.

Pediatric Risk Assigned: __jnne -

When set to No, this field will not display. These lists are configurable in the List Maintenance
Setup tab of the RB admin.

rb.use_continue_review

This property controls whether to use continuing review for the board.

rb.use_continue_review_due

When this property is set to Yes, then the Continuing Review Due field will display in the Outcome
tab and Study Summary page of a submission.

Continuing Review Due: ,,

When this is set to no, this field will not display.

rb.use_controls_approved

When this property is set to Yes, then the Controls Approved field will display in the Outcome tab
of a submission along with the Study Summary/Profile screen.

Controls Approved: 0

When set to No, this field will not display.

rb.use_dod_outcome_labels

When this property is set to Yes, the system will use DOD-related terms within the Outcome tab.
When this property is set to No, the system will not use DOD-related term within the Outcome tab
but will use general terminology.

rb.use_expiration_date

When this property is set to Yes, the IRB Expiration field will display in the Outcome tab and the
Study Summary of a submission.

IRB Expiration: v

When set to No, this field will not display.

rb.use_irb_assent

When this property is set to Yes, then the IRB Assent field will display in the Outcome tab of a
submission along with the Study Summary screen.

Assent: Assent waived under 45 CFR 46.408/ 32 CFR 219.116/ 21 CFR 50.55 / DoDI 3216.02, Enc. 3,p:
Assent from some or all under 45 CFR 46.408/ 22 CFR 219.116/ 21 CFR 50.55 / DoDI 3216.02,
3,para. 7

When set to No, this field will not display.
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rb.use_irb_continuing_review
_expedited_category

When this property is set to Yes, then the Continuing Review Expedited Review Category field will
display in the Outcome tab of a submission along with the Study Summary screen.

Continuing Review Expedited N/A

Review Category: Category 8(a): Continuing review of rese
research is permanently closed to the en
research-related interventions; and (iii) t
subjects
Category 8(b): Continuing review of rese
have been enrolled and no additional risk
Category 8{c): Continuing review of rese
remaining research activities are limited
Category 9: Continuing review of researc
through eight (8) do not apply but the IR
the research involves no greater than mil

When set to No, this field will not display.

rb.use_irb_documentation_of_consent

When this property is set to Yes, then the Documentation of consent field will display in the
Outcome tab of a submission along with the Study Summary screen.

Documentation of Consent: Written consent in accordance with ¢
Waiver approved under 32 CFR 219,
Partial waiver approved under 32 CF

Short form-oral presentation approv

When set to No, this field will not display.

rb.use_irb_exempt_category

When this property is set to Yes, then the Exempt field will display in the Outcome tab of a
submission along with the Study Summary screen.

Exempt: MN/A
Category 1: Research conducted in established or commonly
normal educational practices.
Category 2: Research involving the use of educational tests
survey procedures, interview procedures or observation of p
obtained in an identifiable manner and any disclosure of the
reasonably place the subject at risk.
Category 3: Research involving the use of educational tests
survey procedures, interview procedures, or observation of |
elected or appointed public officials or candidates for public «
the confidentiality of the subjects identifiable information wil
thereafter.
Category 4: Research involving the collection or study of exi
specimens, or diagnostic specimens, if these sources are pul

When set to No, this field will not display.
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When this property is set to Yes, then the Expedited Review Category field will display in the
Outcome tab of a submission along with the Study Summary screen.

Expedited Review Category: N/A
Category 1(a): Clinical studies of drugs for whit

Category 1(b): Clinical studies of medical devic
medical device is cleared/approved for marketir
labeling
Category 2: Collection of blood samples by fing
110lbs or more, no more than 550mL in 8 weel
rb.use_irb_expedited_category fxctgedirg the lesser of 50 ml or 2 ml per kg in
esting purpose.
Category 3: Prospective collection of biological
purpose.
Category 4; Collection of data through noninvas
in clinical practice, excluding procedures involvi
cleared/approved for marketing. Modified text f
Category 5: Research involving materials (data
solely for nonresearch purposes (such as medic
Category 6: Collection of data from wvoice, videc
testina purpose.

When set to No, this field will not display.

When this property is set to Yes, then the HIPPA field will display in the Outcome tab of a
submission along with the Study Summary screen.

HIPAA: Mo PHI collected, accessed, u:

HIPAA Authorization for resea

Lirmited Data Set under HIPAZ
rb.use_irb_hipaa
Waiver of HIPAA Authorizatior
Partial waiver of HIPAA Autho
Preparatory to research PHI u

Use or disclosure of decedent:

When set to No, this field will not display.

When this property is set to Yes, then the Investigational Device field will display in the Outcome
tab of a submission along with the Study Summary screen.

LpEStuatchaliel ) = Mon-Significant Risk Device under 21 CFR 812.66
rb.use_irb_investigational_device_use Significant Risk Device Use under 21 CFR 812.3(m!
IDE Exemption under 21 CFR 8§12.2 {c)

Humanitarian Use Device (HUD)

When set to No, this field will not display.

When this property is set to Yes, then the Investigational Drug field will display in the Outcome tab
of a submission along with the Study Summary screen.

rb.use_irb_investigational_drug_use Investigational Drug Use: IND use approved under 21 CFR 312
IND Exempt as per 21 CFR 312

When set to No, this field will not display.
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rb.use_irb_minor_risk_assessment

When this property is set to Yes, then the Children Risk Assessment field will display in the
Outcome tab of a submission along with the Study Summary screen.

Children Risk Assessment: (DoDI 3216.02, Enc. 3, para 7/45 CFR 46.404/ 21 CFR 50.51):
(DeDI 3216.02, Enc. 3, para 7/45 CFR 46.405/ 21 CFR 50.52):
subject - Risk represents a minor increase over minimal risk
(DeDI 3216.02, Enc. 3, para 7/45 CFR 46.405/ 21 CFR 50.52):
subject - Risk represents more than a minor increase over min
{DeoDI 3216.02, Enc. 3, para 7/45 CFR 46.406/ 21 CFR 50.53):
the subject but likely to vield generalizable knowledge about th
increase over minimal risk
{DoDI 3216.02, Enc. 3, para 7/45 CFR 46.407/ 21 CFR 50.54):
minor increase over minimal risk
Because the adolescents being enrolled in this study are legally
the study, Subpart D of 45 CFR 46 does not apply. Parental cor

When set to No, this field will not display.

rb.use_irb_risk_level

When this property is set to Yes, then the Risk Level field will display in the Outcome tab of a
submission along with the Study Summary screen.

Risk Level: Greater than Minimal Risk under 45 CFR 45 / 21 CFR 55

Mot Greater than Minimal Risk under 45 CFR 46 / 21 CFR 56

When set to No, this field will not display.

rb.use_irb_waiver_of_consent

When this property is set to Yes, then the Waiver of Consent field will display in the Outcome tab of
a submission along with the Study Summary screen.

Waiver of Consent: Waiver/alteration approved 32 CFR 219.116 {c)or(d)}

Partial waiver/alteration approved 32 CFR 219.116 (c)or(d)

Emergency research waiver approved under 21 CFR 50.24

When set to No, this field will not display.

rb.use_last_continue_review_approved

When this property is set to Yes, then the Last Continuing Review Approved field will display in the
Outcome tab of the submission along with the Study Summary Screen. The date will populate with
a read-only version of the Last Continuing Review form that was approved.

Last Continuing Review

Approved: 03/04/2014

When set to No, this field will not display.

rb.use_parental_permission

When this property is set to Yes, then the Parental Permission field will display in the Outcome tab
of a submission along with the Study Summary screen.

Parental Permission: ) . )
One parent signature

Two parent signature

Requirement for Parental permission wal

When set to No, this field will not display.
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rb.use_pregnant_women

When this property is set to Yes, then the Pregnant Women/Fetuses/Neonates field will display in
the Outcome tab of a submission along with the Study Summary screen.

Pregnant

e e e Inclusion of pregnant women approved under 45 CFR 46.204

Inclusion of neonates approved under 45 CFR 46,205
Inclusion of placenta/fetal materials approved under 46 CFR 46.206

Inclusion of pregnant women/neonate/fetuses approved after secref]

When set to No, this field will not display.

rb.use_prisoners

When this property is set to Yes, then the Prisoners field will display in the Outcome tab of a
submission along with the Study Summary screen.

Prisoners: Prisoners - inclusion approved under 45 CFR £

45 CFR 46.306(a)(2)(i)/DoDI 3216.02, Enc.3,
of criminal behavior, provided that the study
subjects.
45 CFR 46.306(a)(2)(ii)/DoDI 3216.02, Enc.3
persons, provided that the study presents no
45 CFR 46.306(a)(2)(iii)/DoDI 3216.02, Enc.Z
example, vaccine trials and other research on
on social and psychological problems such as
45 CFR 46.306(a)(2)(iv)/DoDI 3216.02, Enc.z
intent and reasonable probability of improving
DoDI 3216.02, Enc. 3,para. 7.b.(2)(a) Epidem
describe the prevalence or incidence of a dise
disease. The study poses no more than minim
prisoners are not the focus of the research.

When set to No, this field will not display.

e

rb.use_problem_deviation_noncomplianc

When this property is set to Yes, then the Problem/Deviation/Non-Compliance field will display in
the Outcome tab of a submission along with the Study Summary screen.

Problem/Deviation/Non- Minor Non-compliance

Compliance: . )
Serious Mon-compliance

Continuing Mon-Compliance
Unanticipated Problem

Event reportable to ASD(R&E) via Comr

When set to No, this field will not display.

rb.use_regulatory_determinationl

This property enables the Regulatory Determination 1 configuration list that can be configured
under the List Maintenance Setup tab of the Review Board Administration screen. This list will then
be available to choose from when setting an Outcome and in the Study Summary for an IRB
submission.

Regulatory Determination 1: _n0e -

When set to No, this field will not display.
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rb.use_regulatory_determination2

This property enables the Regulatory Determination 2 configuration list that can be configured
under the List Maintenance Setup tab of the Review Board Administration screen. This list will then
be available to choose from when setting an Outcome and in the Study Summary for an IRB
submission.

Regulatory Determination 2: 0 -

When set to No, this field will not display.

rb.use_risk_assigned

When this is set to Yes, then the Risk Assigned field will display in the Outcome tab and Study
Summary page of a submission.

Risk Assigned: __ . q=

When set to No, this field will not display. This list is configurable in the List Maintenance Setup tab
of Review Board Administration.

rb.use_study_closure

When this property is set to yes, the Study Closure field will display in the outcome tab and the
study summary of the submission.

Study Closure: = ‘

When set to No, this field will not display.

rb.use_surrogates_consent

When this property is set to Yes, then the Surrogate consent field will display in the Outcome tab of
a submission, along with the Study Summary screen.

Surrogate Consent: Use of LAR / MNext of Kin, Note: Study

rb.use_temp_closure_end

When this property is set to Yes, the Temporary Closure End field will be available on the Outcome
tab of the submission processing screens, as well as the Study Summary.

Temporary Closure End: "

rb.use_temp_closure_start

When this property is set to Yes, the Temporary Closure Start field will be available on the Outcome
tab of the submission processing screens, as well as the Study Summary.

Temporary Closure Start: "

rb.use_termination_comments

When this property is set to Yes, the Termination Comments option will be available on the
Outcome tab of the submission processing screens, as well as the Study Summary.

B edit Termination Termination Comments
Comments:
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rb.use_termination_date

When this property is set to Yes, the Temporary field will be available on the Outcome tab of the
submission processing screens, as well as the Study Summary.

Termination:

rb.use_termination_reason

When this property is set to Yes, the Termination Reason dropdown list will be available on the
Outcome tab of the submission processing screens, as well as the Study Summary.

When set to No, this field will not display.

Termination Reason: | --None— v

rb.use_ward

When this property is set to Yes, the Wards field will be available on the Outcome tab of the
submission processing screens, as well as the Study Summary.

When set to No, this field will not display.

Wards: Wards- inclusion approved under 45 CFR 46,409/ 21 CFR. 55.56

Amendments

Amendment properties allow you to control functionality related to amending IRB studies.

PROPERTIES

DESCRIPTION

rb.use_append_amendment_on_rb_number

When this property is set to yes, then the IRB number will be appended with the number/letter
associated with the last amendment version provided.

rb.user_letter_for_amendment_version

When this property is set to Yes, you can enter letters as well as numbers for the amendment
version number on the Outcome tab of the submission processing screens.

Submission - Sponsor Version Information
Delete Reference :erﬂl:m Version Date
Number — L=y IRB Version Information
o g

oo8123

-

rb.use_protocol_version_tracking

When this property is set to Yes, you can amend the protocol number, indicating a new version
of the protocol, when an amendment form is processed by the board. This option will be
availble for use on the Outcome tab of the submission processing screens.

[ Add a Protocol Version amendment

Submission 5 Sponsor Version Information
Delete|Reference | version Version Date - —
Number umber IRB Version Information

No Versions have been posted

Submission Pre-review

Properties in this group relate to the Review Process set in Review Assignment for a submission. You will be able to turn

on or off certain review processes depending on the review board type.
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PROPERTIES

DESCRIPTION

rb.use_review_process_agenda

This property is related to the Review Process “Assign to Review Committee Agenda.”

If this property is set to Yes, you will have the option to assign a submission to a Review Committee
Agenda on the Pre-Review screening tab of the submission.

Committee Name: | IRE board | v
Upcoming Meeting Date: | 09/112016 ¥ | or B click here to select past meetings
Agenda Category: Study Protocol Issues - Initial Review v

. Assign to Review Committee Agenda

If this is set to No, this option will not be available.

rb.use_review_process_emergency_use

This property is related to the Review Process “Emergency Use.”

If this property is set to Yes, you will have the option to assign the submission to Emergency Use in the
Pre-Review Screening tab.

Mot Assigned
Assign to Review Committes Agenda

Expedited

) Emergency Use

Designated Reviewer

Exempt

Pre-Review Forward to another Board / Committee
Pre-Review changes requested

Process Administratively

If this is set to No, this option will not be available.

rb.use_review_process_exempt

This property is related to the Review Process “Exempt.”

If this property is set to Yes, you will have the option to assign the submission to Exempt in the
Pre-Review Screening tab.

Not Assigned
Assign to Review Committee Agenda
Expedited
- Emergency Use
Designated Reviewer
I Exempt I

Pre-Review Forward to another Board / Committee

Pre-Review changes requested

Process Administratively

If this is set to No, this option will not be available.
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This property is related to the Review Process “Expedited.”

If this property is set to Yes, you will have the option to assign a submission as an Expedited Review in
the Review Assignment tab of a submission.

Not Assigned
Assign to Review Committee Agenda

I Expedited I

rb.use_review_process_expedited

. Emergency Use
Designated Reviewer
Exempt
Pre-Review Forward to another Board /Committee
Pre-Review changes requested

Process Administratively

If this is set to No, this option will not be available.

This property is related to the Review Process “Facilitated Review.”

If this property is set to Yes, you will have the option to assign the submission to Facilitated Review in the
Pre-Review Screening tab.

Not Assigned
Assign to Review Committee Agenda

Exeedited
rb.use_review_process_facilitated I ® Facilitated Review I

Emgency Use

Designated Reviewer

Exempt

Pre-Review Forward to another Board/Committee
Pre-Review changes requested

Process Administratively

If this is set to No, this option will not be available.

This property is related to the Review Process “Pre-Review Forward to Another Board/Committee.”

If this property is set to Yes, you will have the option to forward the submission to another board or
committee in the Pre-Review Screening tab.

rb.use_review_process_forward Select Board/Committee

. ; Receive the submission
. Pre-Review Forward to another Board/Committee | ... after Reviewad by

the above
board/committee ?

Yes '® No

If this is set to No, this option will not be available.
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This property is related to the Review Process “Limited Review”

If this property is set to Yes, you will have the option to assign the submission to Limited Review in the
Pre-Review Screening tab. The new review process will run the same as the “Expedited” and “Process
Administratively” processes.

[~ Determine Review Process O

rb.use_review_process_limited_review

Mot Assigned
Full Committee Review
Expedited

Exempt

® |Limited Review I

Pre-Review changes requested

Process Administratively

Letter

Letter properties are in place to help control default selected recipients on Outcome letters.

PROPERTIES DESCRIPTION

rb.use_auto_select_Study_Coordinator When set to yes, this property will automatically select the Study Coordinator when
sending an Outcome Letter within a submission.

This property will allow you to determine whether the recipient list for outcome
letters is, by default, all selected or all unselected. If this property is set to Yes, then
the recipient’s checkbox will not automatically be selected.
rb.use_default_recipient_not_selected

Key Study Personnel

Study Personnel ]

principal Investigator Administrator

Collaborating Investigator Suzan M

Submissions

Use the properties in the Submissions group to control the display of the Study Classification and Risk Assigned columns
in the Submissions queue.

PROPERTIES DESCRIPTION
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rb.use_department_displayed

If set to Yes, the Risk Assigned column will display on the Not Assigned and Assigned tabs of the
Submissions queue.

Print Friendly | Display Submissions by: | IRB Number v

Risk
Assigned

dy Classification

Department

Healthcare
System - QA
- SDVA

If set to No, the column will not display.

rb.use_identifying_codes

Setting this property to Yes, will allow the user to be able to customize codes to be used for
submissions to be able to identify characteristic of a protocol easily. The codes can be configured
and implemented in the three sections, Submissions and Analyst Dashboard as well as the
General Information tab on the IRB board in submissions processing.

m ADMIN. - Redlands

[ Radiation Study for Multi Site |

When set to “Yes By setting this to “Yes”, a new link called Setup Submissions code to edit the
codes will be visible to the Administrator under the Review Board System Setup.

My Workspaces IRB Setup Review Board Submission Codes

11 result(s) found...

il o 10 pris PRIS Prisoners used on this study

\ o 20 PREG PREG Pregnant Woman used on this study
S ] 70 [ os | s Legal Autherized Representative

N o 80 m Exs Exempt Category 8

1 ° 90 m CEDED Ceded to Another IRB (IRB OF RECORD = No)
\ o 110 m RAD Radiation Study for Multi Site

\ o 140 ca ca Open to enrollment of new subjects
4 o 150 ™ ™ Texas is the State of Record

il o 160 ves YES Open to enrollment of new subjects
\ o 170 m HO Giant Yes No is set to NO

1 0 180 2019 Common Rule 2018

rb.use_risk_assigned_displayed

If set to Yes, the Risk Assigned column will display on the Not Assigned and Assigned tabs of the
Submissions queue.

= Print Friendly Display Submissions b
Pending Approval Letter

Assigned
Reviewers

Study Classification

Assigned Analyst

aul, BS Community and Family
Medicine

If set to No, the column will not display.
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rb.use_study_classification_displayed

If set to Yes, the Study Classification column will display on the Not Assigned and
Assigned tabs of the Submissions queue.

Print Friendly | Display Submissions by:  IRB Number

Study Classification

Classification type 2

3rig.

If set to No, the column will not display.

Notification

Notification properties allow you to indicate what type of notifications the assigned analyst should receive for a

submission’s completed tasks.

PROPERTIES

DESCRIPTION

rb.use_internal_routing_complete_queue

When this property is set to Yes, then the Assigned Analyst for a submission will get a task appearing

in their home screen notifying them that the Internal Submission Routing has been completed.

Principal -~ RB 1

Internal Submission 06/11/2019

J |Routing Signoff

Clinical Research

1) IACUC

02:17 PM POT 2) 18C 3) RAD-2019-104
19779 Administrator 3) Radiation Safety |4) SRB-19-0154
4) SRB 5) IRB-19-3558
5) IRB

If this property is set to No, then the task will not appear on the home screen.
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rb.use_outcome_signoff_complete_queue

When this property is set to Yes, then the Assigned Analyst for the submission will get a task
appearing on their home screen notifying them that the Outcome Letter Signoff has been completed.

Study Title e
Task T Received _— Eomces) Review Board RE Number
e AL Investigator
fas

CTSU 50421: Phase III Study of Docetaxel and Atrasentan vs Docet...

03/20/2018

1 Outcome Letter Signoff 03:50 PM PDT

50421 Investigator, John IRB IRB-18-2521

If this property is set to No, then the task will not appear on the home screen.

rb.use_reviewers_complete_queue

When this property is set to Yes, then the Assigned Analyst for the submission will get a task
appearing in their home screen notifying them that all Reviewers have completed their review.

SIS Principal
Task Type ”7 oS . Review Board RB Number
ias

Revi Il revi et
RV | CVicwers are complete CTSU S0421: Phase 1T Study of Docetsxel and Atrasentan vs Docetaxel
status: ith their reviews

03/20/2018 i
04:50 PM PDT CTSU 50421 Administrator IRB IRB-2018-1225

~ |Analyst Assignment

If this property is set to No, then the task will not appear in the home screen.

Fee Tracking

This property is used to indicate whether or not IRB Invoicing will be used within this review board.

PROPERTIES

DESCRIPTION

rb.use_rb_invoicing

This property will enable the ability to use the IRB Invoicing feature. See the IRB
Invoicing documentation for more information about configuration and use of this
feature.

Internal Routing

Internal Routing allows you to specify whether or not to require an electronic signature for an Internal Routing task.
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PROPERTIES

DESCRIPTION

rb.use_signature_on_internal_routing

You can use this property to control whether or not to require a user’s electronic
signature when completing an Internal Routing task.

Datf
?
I Completed ?

Complete: Yes ® No
User ID::
Password::

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

If this property is set to Yes, then an electronic signature will be required on an
Internal Routing task.

When this property is set to No, the User ID and Password fields will not populate on
the page.

Training

This property allows you to indicate whether or not to track training within this review board.

PROPERTIES

DESCRIPTION

rb.use_training_tracking

This property will enable the Key Study Personnel’s review board-specific training to display
in the General Information tab of the Submission Processing screens.

If this property is set to Yes, the training information will display in the Study Personnel
table.

= [i] Study Personnel

Principal Investigator : ) Susan M. Investigator

Study Contact:

25 Josh Golshan

If this property is set to “No”, the training information will not display.
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