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Study Assistant—Study Management: Submissions iRIS™ v13.01

Submissions

Introduction

A study record in iRIS™ is broken up into several sections: Submissions, Study Management, and—if using the Subject
Management module—Subject Management. Each section allows you to access different portions of the study enabling
proper tracking and maintenance of study information. The Submissions tab allows access to forms that you need to
submit for review. You can also access and manage Informed Consents, Study Documents, previous submission forms,
and review or generate study-related correspondence.

This manual will guide you through the process of accessing and completing submission forms for a study via the
Submissions tab.

Accessing a Study
To locate your studies in iRIS™ open the View and Manage My Studies menu item found under “Study Assistant” in the
navigation menu or click on the View and Manage My Studies button under the “Featured Study Operations” panel as

Featured Study Operations

Create a New Study

shown below.

Start a Submission Form for one of My Studies
View the Current Approvals for one of My Studies

View the Submission History for one of My Studies
| View and Manage My Studies I

This will anchor you down the screen to the My Studies panel, which will display all studies that you have been assigned

a role on, along with basic information about each study. Use the filters to narrow the list to the study you wish to open.
By default, the studies will be listed in order from most recently accessed to last accessed. Using the search criteria at the
top of the page may help locate for the desired study.

Once you have located the study in the list, click the B icon in the Click to open Study Dashboard column.

©2021 iMedRIS Data Corporationl



Study Assistant—Study Management: Submissions iRIS™ v13.01

All Studies Recently Used Study Status

57 result(s) found...

s R rn Study Title e
ope: view rinc
b Study Status Board RB Number T ] o
rd Study Alias
; n -

IRB IRB-21-484 NIH - TD - Investigator,
11345 John

Copy of NIH - TD - 11345 - Influenza vaccine ANTS. "a.‘:‘I elicits Pumaﬂ .eH r
Hello! NIH - TD - Investigator, E’ E Q_ g
11345 John Applications Documenls Forms Hide Cop\r Correspond

NIH - TD - 11345 - Influenza vaccine ANT62a31 elicits human cell retractio

IRB-21-457 |06/20/2022 NIH - TD - Investigator, @ E] @ D’_ﬂ

11345 John Applications Documents Forms Hide Copy Correspond

L
X

Copy of NIH - TD - 11345 - Influenza vaccine ANT62a31 elicits human cell r.

2 B = [

Applications Documents Forms Hide Copy Correspond

N
)

COVID 19 Complications in adults 55 and older
COVID 19 - -

Z Draft IRB IRB-21-483 Complications in{Investigator, @ @ =i @ D’_j

adults 55 and  [John

older
57 result(s) found... 1-5p

X

Applications Documents Forms Hide Copy Delete Correspond

Use of stem cells on subjects currently being treated for Diabetes Type 2

13- 7/29/ esti =
IRB-15-180 |07/25/2021 USCSD -13323 ;:;:stlgaton E’ @ =i @ D’_ﬂ

Applications Documents Forms Hide Copy Correspond

X

Submissions

When opening a study, the page will open to the Submissions tab. This tab contains links to various submission forms
that can be created, completed, and submitted throughout the lifetime of the study. At the top of the page a header with
study-specific details is displayed. The left portion of the page contains links to the Study Application, Informed Consent,
Other Study Documents, and any form you may need to create and submit for review. The right side of the page contains
a link to Submissions History, which will list out all forms that have been submitted for review on the study. Also listed is
a link to Study Correspondence and an area for Outstanding Submissions.

©2021 iMedRIS Data Corporation2



Study Assistant—Study Management: Submissions iRIS™ v13.01

Study Assistant Submissions Kl Back

‘ m IRB-21-a7e e mduveni=s
Submissions Study Management

IRB Number: IRB-21-476
PI: Invastigator, John

My Workspaces =

Protocol Ttems

_ ®  Submissions History

Study Application ®  Study Correspondence

®
®  Informed Consents »
®

Other Study Documents  » a Outstanding Submission(s)
Track Ref P
®  Contract Documents L:;“o" el Request Type sml:is:s_“m

Protocal Items .
Click on the hyperlink to edit/view the submissicn.

-1 . =
for Initial Review Submission Form SIS
®  Reportable Event Form signaffs
®  [nitial Review Submission Form

Wherever you are within the study record, the top of the page will always display the study header. The header contains
current information related to the study you are viewing, as displayed in the image below.

My Workspaces [  [tRENumber: IRB-21-476| cy 4y Assistant Submissions Kl Back
PI: Investigator, John

‘ m IRE Number : IRB-21-476 Study Title : Malana in Juveniles ‘

Displayed at the top left of the header are the Study Number, Alias, and PI.

Below this is listed the current Study Status, the RB Number, Study Title, and the RB Expiration Date (depending on
whether a date has been provided by the review board).

The information in the header will update as it is changed.

Protocol Items
The first section of the Submissions tab is called Protocol Items. This group contains links to the Study Application,
Informed Consent, and Other Study Documents.

Protocol Items

Study Application

Informed Consents »

Other Study Documents »

Contract Documents

©2021 iMedRIS Data Corporation3



Study Assistant—Study Management: Submissions iRIS™ v13.01

Study Application
The link to the Study Application will open the Study Application page.

My Workspaces &  [[RENumber: IRB-21-476 cp gy assistant Study Application Kl Back
PI: Investigator, John

[ compars Two Selected versions |

1 result(s) found...
Create a Revised

Last Date Modified Rpplscatann

Approval Date Created By Date Created

Application Type

No John Investigator 06-23-2021 15:35 John Investigator 06-24-2021 15:36 @

O IRB Application (Version 1.0)

This page lists the Study Application that has been created for this study, along with any revisions of that application.

From here, you can view and edit the current application if it has not yet been submitted for review. You can also view

approval information, compare versions, and revise the current application.

If your system is configured as such, you can add a new application type to the study. This functionality is available when
the system.use_study _app_add_new_type property is set to Yes, available under System Administration > System

Configuration > Study Application Setup.

My Workspaces [ ~|IR8Mumber: IRB-21-476| gp 4y assistant study Application Kl Back
PI: [Invastigstor, John

1 result(s) found...

[ Add a New Application Type I [ Compare Two Selected Versions ]

Application Type Approval Date Date Created Last Date Modified c*::;?{:f.::“"

John Investigator 06-23-2021 15:35 John Investigator 06-24-2021 15:36 @

O IRB Application {Version 1.0} No

Compare Tool
If there is more than one version of the application, a folder icon will display in the Show Rev. column. Note that a

version number is also listed in the Application Type column in parentheses after the name of the application.

To compare two versions of the Study Application, the checkboxes of each form must be selected. You can click the icon
in the Show Rev column to view the application versions. Select two versions to compare and then click the Compare

Two Selected Versions button.

©2021 iMedRIS Data Corporation4
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E"R’S by . dRIS Account: John Investigator e
Integrated Department: GHW - 7543 - General Hospital |_ T Calendar @ Help 2 y Profile ~ C+Log out
Research Information System Path: Home > study mgmt.

My Workspaces @  [IR8Mumbers IRB-21-476) op,qy pssistant study Application Kl Back
PI: Investigator, John
I Compare Two Selected Versions I Delete Selected Version

1 result{s) found...

Application Type 2 Approval Date Created By Date Created Last Date Modified C":;;I;:::i;i:d
O E,I IRB Application (Version 1.1) No John Investigator 06-25-2021 08:00 John Investigator 06-25-2021 08:00
D E,, IRB Application (Version 1.0) No John Investigator 06-23-2021 15:35 John Investigator 06-24-2021 15:36 @

iRIS™ will analyze the two application forms using a comparison tool. This may take several moments, depending on the
size of your Study Application. When the comparison process is complete, a new window will open displaying both
selected versions of the application in a side-by-side view, with the older version listed in the left column and the newer
version listed in the right column, as seen in the image below.

Print Close

IRB Application

Version: 1.0 Version: 1.1
John Investigator John Investigator
1.1 -  Section 1 - General Information Section 1 - General Information
1.1 - Please enter the full title of your study: 1.1 - Please enter the full title of your study:
Malaria in Juveniles Malaria in Juveniles in South Africa
1.4 - | Section 1 - General Information Section 1 - General Information
1.4 - Is this Study using Subject Management? 1.4 - Is this Study using Subject Management?
No He Yes
6.2 -  Section 6 - Funding Section 6 - Funding
6.2 - 6.2 -
SPONSORS: SPONSORS:
Identify all sponsors and provide the funding details. If funding comes from a Subcontract, please Identify all sponsors and provide the funding details. If funding comes from a Subcontract, please
list only the Prime Sponsor: list anly the Prime Sponsor:
External Sponsors: External Sponsors:

NOTE: It is no longer necessary to add the A or the P Number. iRIS NOTE: It is no longer necessary to add the A or the P Number. iRIS
now allows you to link the proposal to the study (see below)! now allows you to link the proposal to the study (see below)!

View View
R i i i

Mo Sponsor has been added to this Study

= 3-M Pharmaceuticals Pharmaceutical
Sponsor Mame: 3-M Pharmaceuticals
Sponsor Type: Pharmaceutical
ALL STUDIES

IF SPONSOR(s)

Add fundi < =
[ FE,,"ELI,'E:,','::,(:Z Please provide contact information below for the IRE
Other. Selact "Original ~ Fee billing purposes.
Development by
Applicant(s)" above if there NOTE: * Denotes mandatory field.
is no funding for the study.

Contact Name: *

Sean McMurray -

This view will show you any differences in the newer version, by marking items either green or red. Green highlights
indicate a new addition to the form and red highlights mark items that have been removed from the form.

©2021 iMedRIS Data Corporation5
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This view will only show sections of the form that have changed. For example, if your Study Application is 15 sections
long, but there are only differences found in 4 sections, only those 4 sections will display in the comparer view.

You can highlight sections by clicking on the section. Use the left and right navigation arrows at the bottom of the
window to cycle through sections.

When you are finished viewing the differences in the Study Applications, click the Close button.

Revise Application

The current version of the Study Application cannot be modified if it has been submitted for review. When you click the
icon in the Edit/View column, the application will open in a read-only format. If you need to make changes to the
application, you must create a revision. Do this by clicking the icon in the Create a Revised Application column.

My Workspaces [ ~|IR8Mumber: IRB-21-476| gp 4y assistant Study Application Kl Back
PI: [Invastigstor, John

m_ IR Number : IRB-21aTS m eiere mvenies

IRE Expiration Date:  [USFETRIEES

Compare Two Selected Versions ]

1 result(s) found...

Create a Revised

Approval Date Date Created Last Date Modified Pt
O D IRB Application (Version 1.1) Yes 06/25/2021 John Investigator 05-25-2021 11:20 John Smith 06-25-2021 14:07
O E,, IRB Application {Version 1.0} Yes 06/25/2021 John Investigator 06-23-2021 15:35 IRB Reviewer 06-25-2021 08:11

Note: The “Revise Application” icon will only be available for the most current approved version of the application.

When you create a revision, iRIS™ will increment the form version to the next available number. In this example case,
the new version number is 1.2. An editable version of the application will then open for you to make changes. If your
study is not in Draft mode, you will not be able to modify the current Key Personnel in section 2.0 of the application
form’s Study Shell. You will need to submit an Amendment form to the review board for approval of any change in Key
Personnel.

Also, note that when you create a revision to your Study Application from this area, you can make changes as needed.
However, in order for those changes to be approved you will need to link your Study Application to a submission form
and send it to the review board for approval. Without sending your application, the review board has no way to see that
you have made changes that need to be approved. The revised version of the Study Application will be attachable to
certain submission forms, like an Amendment. This is covered later in this document.

Any revision you create will populate in the table. The information in the Approved and Approval Date (as highlighted in
the image below) columns reflects that the current version of the application has not yet been approved by the review
board.

©2021 iMedRIS Data Corporation6
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My Workspaces = [R® Number: IRB-21-476| gy dy Assistant Study Application Back
PI: Investigator, John

m_ IRE Number : Reare m e venles

IRB Expiration Date: 06/24/2022

Compare Two Selected Versions ] [ Delete Selected Version

1 result(s) found...

Create a Revised

Date Created Last Date Modified s
Application

Application Type Approved? Approval Date

O D I;l/ IRE Application (Version 1.2) No John Investigator 07-08-2021 10:05 John Investigator 07-08-2021 10:06

O I;'/ IRE Application (Version 1.1) Yes 06/25/2021 John Investigator 06-25-2021 11:20 John Smith 06-25-2021 14:07 @

O I;'/ IRE Application (Version 1.0) Yes 06/25/2021 John Investigator 06-23-2021 15:35 IRE Reviewer 06-25-2021 08:11
Delete Application

A version of the Study Application can only be deleted if it has not been submitted to a review board. In the example
above, version 1.0 has been submitted and thus cannot be deleted. However, version 1.1 has not been submitted. You
can delete this version of the application by clicking the checkbox next to the version and clicking the Delete Selected
Version button. The system will ask you to confirm the deletion. Clicking Confirm will delete this version of the

application from the study.

Note: It is advised that you do not delete applications as there is no way to restore the deleted information.

Also, if only one application exists for a study and it is deleted, the study will no longer have an application and you must

create a new one.

Add Application
You will see a button to add an application to the study if you have initiated the study application process but did not
save the form past the first three sections, or you deleted your Study Application from the study. You can click the Add a

New Application Type button to create an application record for your study.

Study Assistant Study Application Kl Back

Add a new Application

IRB Number: TRB-21-473

=
MY Workspaces PI: Investigator John

0 result(s) found...

Approval Date Create a Revised Application

Application Type

Mo application versions have been added to this study

Informed Consent
The Informed Consent link on the main Submission screen will direct you to the study’s Informed Consent library, which

stores any consent you have attached to submission forms or added through the library. If you hover over the Informed
Consent link, a popup menu will appear that displays all the categories of consent documents that have been uploaded
to the study. Clicking one of these links will open the Informed Consent library for only documents in the selected

category.

©2021 iMedRIS Data Corporation?7



Study Assistant—Study Management: Submissions iRIS™ v13.01

Protocol Items

Study Application

-
. Informed Consents *» Consent

. Other Study Documents »

™  Contract Documents

The Informed Consent library stores any consent you have attached to submission forms or added through the library
itself. When the review board approves a document, the approval information will update the document stored in the
library. If your system is using Subject Management, you will also be able to update consent information for subjects on

the study. The library is shown in the screenshot below.

EﬁRIS bv"@i‘heﬁﬂls Account: John Investigator b etrice catendar @ Help ; My Profile «

Integrated Path: Home > study mgmt.

Research Information System
My Workspaces = [IR® Number: IRB-21-476| gpdy Assistant Study Consent Dashboard Kl Back
PI: Invastigstor, John

m_ TR Number : RE21476 m elara nenies

IRB Expiration Date: 06/24/2022
Keep default values: || Show Hidden: () yez @ o Tesm T
Select Category: [ All v Title: | |
Version #: |:| |:| Consent Outcome: | All ~]| Filter Documents
Informed consent revision history list associated with this Study.

To view previous versions click on the folder .

[ compare document versions || AdaRevise Cansent | | Detete setected Documentts) | [ archive Setected Document(s)

I T T BTN

1 result(s) found...

UnApproved | Approved | ot outcome Approval Date | Expiration Date | Checked Out By

Reference Number

English Consent Form
0 1 ; @ D)

.0
Consent 06/25/2021 English

From this area you can revise existing consents, add new consent records, compare versions of consents, and
print out approved copies of a consent document. The tabs of the library’s display table are detailed below. All -
Displays all consent forms that have been uploaded throughout the life of the protocol.

Approved - Displays only those consents that have been approved by the review board.
Void - Displays all consents that have been voided either by the system or by the review board.
Archive — Displays all consents that were archived.

Removed from Use — This tab displays all consents that have been removed from use by the review board (not

pictured above as this is a system configuration).

©2021 iMedRIS Data Corporation8



Study Assistant—Study Management: Submissions iRIS™ v13.01

For more information on document and consent management, please see the Document Management guide.

Filters
At the top of the Informed Consent library page are several filters used to display specific consent forms on the study.
The function of each of these filters is discussed below:

Keep default values — When checked this field preserves the most recent filter values, so when this page is
revisited, the filters will be unchanged. If unchecked, the filter values reset each time the page is left and
revisited.

Show Hidden — The default selection for this filter is set to “No”. This means that all the documents viewed on
the page are “non-hidden”. Selecting “Yes” will refresh the page displaying both hidden and non-hidden consent
documents.

Select Category — Provides the ability to filter by a Consent Category. The default selection is set to “All”, meaning
all consents in all categories will display in the results.

Title — Type in all or part of a document title to include in the filter.

Version # — Type in a version number to include in the filter. The version number is exact case. For example, if
you type in ”1”, only documents that are version “’1.x” will populate on the page.

Approval Date — Use this field to specify a date range for approval dates. You must enter a date into both fields.
If you wish to filter by only one day, enter the same day in both date fields.

Consent Outcome — Use this drop-down list to filter by a review board document outcome.

Expiration Date — Use this field to specify a date range for expiration dates. You must enter a date into both
fields. If you wish to filter by only one day, enter the same day in both date fields.

Compare Consent Versions
When there is more than one version of a consent form, a folder icon will appear in the table. When you click on the
folder, any previous versions of the consent document will display below the most current version.

l Compare document versions H Add/Revise Consent I [ Delete Selacted Document(s) ] l Archive Selected Document(s)

B - [ | e

1 result(s) found...

Version Consent Outcome Approval Date Expiration Date Checked Out By

UnApproved Approved
Consent

Consent

English Consent Form
o 4 - [
Consent 06/25/2021 English

English Consent Form

O #
- I;' Consent 3.61-'75"'7021 English

English Consent Form

P 1.0
Consent 06/25/2021 English

©2021 iMedRIS Data Corporation9
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This will allow you to view information related to older versions. You can view the previous versions’ unapproved
consents by clicking on the Word icon in the UnApproved Consent column, as seen in the image above.

You can also compare versions of the consent, by clicking the checkbox next to two versions of the same consent and
then clicking on the Compare Consent Versions button at the top of the page.

|| Compare document versions ]l Add/Revise Consent I [ Delete Selacted Document(s) ] l Archive Selected Document(s)

I T TR T

1 result(s) found...

Consent Outcome Approval Date Expiration Date Checked Out By

English Consent Form

12 @
Consent 06/25/2021 English @

English Consent Form

Lf‘ Consent Lo English @

06/25/2021

English Consent Form
o

1.
06/25/2021 Coal=y @

iRIS™ will analyze the two versions of the consent using a comparison tool. This may take several moments, depending

Consent

on the size of your consent documents. When the comparison process is complete, a new window will open displaying
both selected versions of the consent in a side-by-side view, with the older version listed in the left column and the
newer version listed in the right column, as seen in the image below.

Document Version: 1.1 Synchronize scrollbars Document Version: 1.2|

IRB - Review Board Consent Template IRB - Review Board Consent Template

New Consent Consent for Subject 234
This study will require the Subject to:

1.

v 3

Details of Changes Additions Into New Version Deletions From Previous Version

x7
'3

New-Consent Consent for Subject 234
This study will require the Subjeet to:

At the bottom of the window, a split view will display a combination of both versions, indicating where items have been
modified. Differing items in the newer version are marked by either green or red highlights. Green highlights indicate a
new addition to the consent document and red highlights mark items that have been removed from the document.

When you are finished viewing the differences between the two documents click the Close button.
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Add a New Consent

You can add a new consent to the study by clicking Add/Revise Consent button. Once clicked, the following window will
appear asking if you would like to revise an existing consent or upload a brand-new consent.

Please note that the Add/Revise Consent button is only available under the “Approved” and “All” tabs. Furthermore, if
you add or revise a consent under the “Approved” tab, it will only appear in the “All” tab as it has not yet been reviewed
and approved by the review board.

Study Consent Add Verification X
Select Category: Title | |
Version #: |: |:| Search level: @ Top (U all
Version Date: [E=+] between |:| == Expiration Date: |:| [E=| between |:| ==
Filter Documents

Here are the documents for all categories.
Please click on the Create Revision icon to revise an existing document below or Upload a New Document Mot on the List
click on Upload a New Document Not on the List to upload a new document to the study.

1 result(s) found...

Create
Revision

English Cons e PP
@ ent Form Consent 1.1 06/25/2021

Category i Consent Outcome

Cancel Consent Add

Click on the Upload a New Document Not on the List button to upload a new consent. The following window will appear.
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Study Consent Add: X

#*Consent Title:

*Select the consent to
upload:

*Version Number: I:I 0
#Version Date: |05/25/2021 '
Category:
* Language:

Dascription: ‘

Comments: ‘

l Close, don't save any changes ” Save Consent ]

Please note that if you add a consent from Study Assistant outside of a submission form, it will not be reviewed by the
review board.

Depending on your system settings you may or may not have the same options as shown in the window above. These
fields are described as follows:

Consent Title — The title you would like to display for this consent document.

Select the consent to upload — Attach the consent document by dragging and dropping to this window. You can
also click within the box to upload the file manually.

Version Number - Requires you to specify the version number of the new consent. This can be any character or
number. Placed after the editable version number is a hard coded “.0’. This is the iRIS™ version number for the
consent. Any new document uploaded to the system will begin with the “.0’ affixed to your manually entered
version number. Once a revision is made to the document, iRIS™ will change the ‘.0’ to “.1’. It will continue to
increment the numbers each time a revision is made.

Version Date — This required field is the date of the manually entered version number. This is typically the date
that the consent document was uploaded to the system.

Category — This configurable drop-down list allows you to group documents into certain categories. The
categories displayed here are configurable via System Administration.
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Language — It is required that you select the Consent language from this dropdown list. The languages displayed
here are configurable via System Administration.

Description — A description of the document.
Comments — Any comments regarding the consent document you feel necessary to add for the review board.

Once the above required fields are completed and the document has been uploaded, click the Save Consent button.

Study Consent Add: X

*Consent Title: |Revised English Consent Form

Revised English Consent Form.docx
ob

#Select the consent to Remove file

upload:

“Version Number: [T ]0

*Version Date: |07/08/2021 =
“ Language: |English o

This is & revised consent form.

Description:

N/A

Comments:

I Close, don't save any changes [H Save Consent ] |

This will close the window and populate the new consent in the document library display table.

Editing a Consent
If you would like to make an edit to the consent form uploaded, click on the Edit/View icon as shown in the screen
below.

l Compare document versions ” Add/Revise Consent I [ Delete Selected Document(s) ] l Archive Selected Document(s)

I T TR BTN

2 result(s) found...

Version UnApproved |Approved

Consent Outcome Approval Date Expiration Date Checked Out By

English Consent Form

U O £ Consent L2 English @
onsen 08/25/2021 nglis
Revised English Consent Form
o Consent Lo English :i
onsen 07/08/2021 nglis
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Doing so will open the following screen, allowing you to edit the document information as well as download the

document.

*Consent Title:

*Version Number:

“Version Date:

Category:

* Language:

Study Consent Revision

X

| Revised English Consent Form

View

r—

07/08/2021 =
English ~

Document

Description: ‘

This iz a revised consent form.

Comments:

N/A

Dowmload Consent: |

Download ‘

Check-out the Document to your |
worl ion for editing:

Check-out Document. ‘

[ Close, don't save any changes H Save Consent ]

Please note that there are system properties that control whether you can edit certain information. Therefore, some of
the fields above may appear as read only.

You can also check-out the document by clicking the Check-out Document button. A confirmation window will appear
confirming that you would like to check-out the document. Clicking Confirm downloads the file to your local drive and
refreshes the window to show that the document is currently checked out.
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Study Consent Revision X

*Consent Title: |English Consent Form e

Document
#“Version Numbear: . 1

*Version Date: 06425/2021 v|
Category:
“ Language: |English

Description:

Comments:

Download Consent: | Download

This document is currently ki si9E ) .nG- A
checked out by.. John Investigator at 06/25/2021 09:09:44 AM

Check-in when you are done
editing upload the document | Check-in Document . |
back into iRIS.

ST T R T storie:Ii; Undo Check-out Document |

Close, don't save any changes ] l Save Consent ]

When downloading the document, depending on your Internet Browser, version, and settings, you may or may not be
prompted with the file download information. The browser may ask if you would like to open or save the consent
document. Save the document and be sure to save the document in a known location.

While the consent document is checked out, the Checked Out By display table column will populate with the appropriate
user name and data of the check-out.

l Compare document versions H Add/Revise Consent ] l Delete Selected Document(s) ] l Archive Selected Document(s)

TR TR TR TN

2 result(s) found...

Version Consent Outcome Approval Date Expiration Date Checked Out By

English Consent Form

| @
Consent 06/25/2021 English @

Revised English Consent Form

u Illf Consent 1.0 English John Investigator at i
ansen 07/08/2021 nglis

07/08/2021 02:43:57 PM

] | Ed

Once you are ready to check-in the modified consent, return to this window and click the Check-in Document button, as
seen in the image below.
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*Consent Title

Download Consent:

checked out by.

back into iRIS.

iRIS.

*Version Number:
*Version Date:
Category:

* Language:

This document is currently 3

Check-in when you are done
editing upload the document

Revert to the document stored in

Study Consent Revision

X

2 | Revised English Consent Form

View
Document

i}

07/082021 E=
English W

=)

This is & revised consent form.

Description:

Comments:

E | Download |

ohn Investigator at 07/08/2021 02:05:55 PM

| Check-in Document._ ||

Undo Check-out Document.. |

I Close, don't save any changes ” Save Consent ]

A small window will open allowing you to upload a document. Once you have successfully located and uploaded the
edited consent document, click the Save selected file button to finalize the check-in.

Document Location: | Choose File | Mo file chesen

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

Save selected file ” Cancel l

The Consent document will be uploaded to the study and will appear as an icon next to the consent information, as

shown below. Click the Save Consent button to create the consent record.
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Study Consent Revision X

View
Document

*Wersion Number: .D @

“Version Date: |07/0&/2021 '
Category:
“ Language: |English hd

This is & revised consent form.

*Consent Title: | Revised English Consent Form

Description:

N/ A

Comments:

Download Consent: | Download |

Check-out the Document to your |

workstation for editing: EhesEauliueumenes |

I Close, don't save any changes Save Consent

The new consent record will populate in the document library display table.

Review Board Fields
The consent document display table contains several fields reserved for the review board: Consent Outcome, Approval
Date, and Expiration Date. Information will populate in these columns the board reviews the consent.

In order for a consent document to be approved, it will need to be attached to a submission form and sent it to the board
for review.

Delete Selected Consent(s)

You can delete Consents by selecting the checkbox next to the Consent record and clicking the Delete Selected
Consent(s) button at the top right of the screen. If a Consent document has been submitted, it cannot be deleted from
the study.

Accessing an Approved Consent

You can access Approved consents from the “Approved” or “All” tabs of document management. Within the Consent
table are columns for the unapproved and approved versions of the Consent form. If the review board has not approved
a Consent record, clicking on the icon in the UnApproved Consent column opens the consent document file in a new
window.
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l Compare document versions H Add/Revise Consent I [ Delete Selected Document(s) ] l Archive Selected Document(s) I

I T TR BT

2 result(s) found...

Version Consent Outcome Approval Date Expiration Date Checked Out By

English Consent Form

U (] I—;‘, Consent par English @ @

06/28/2021

Once the review board approves the Consent, the unapproved copy of the consent will not be displayed in the column.
Instead, the stamped, approved Consent will be available in the Approved Consent column. You can click the icon to
open the approved Consent. This will open the approved Consent document file in a new window.

[ Compare document versions H Add/Revise Consent ] [ Delete Selected Document(s) I [ Archive Selecied Document(s)

I T BT BTN

1 result(s) found...

Title
UnApproved, Approved
Consent Consent

Consent Outcome Approval Date f)’;'l’;"ﬁ"" Checked Out By

Reference Number

Category
Study Consent

IRB-20-336-NEW-
=
O 1.0 LT English s pproved 05/10/2020 09/09/2021 @

09/21/2020

Revise a Consent
If you would like to revise an existing Consent record, click on the Add/Revise Consent button to display the following
window.
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Study Consent Add Verification X
Select Category: Titlel |
Version #: |:| \:I Search level: @ 1op () 4|
Version Date=|:| vl between |:| -| Expiration Date::l | between |:| =]

Filter Documents

Upload a New Document Not on the List ]

Here are the documents for all categories.
Pleasze click on the Create Revision icon to revise an existing decument below or
click on Upload a New Document Not on the List to upload a new document to the study.

Category i Consent Outcome

@ ﬁEJdY Cotss 1.0 09/21/2020  Approved @
65.65 KB

Cancel Consent Add

Please note that the Add/Revise Consent button is only available under the “All” and “Approved” tabs. If you revise a
consent under the “Approved” tab, it will only appear in the “All” tab as it has not yet been reviewed and approved by

the review board.

From this window, you can filter for which consent you would like to revise using the fields at the top of the screen. Once
you have located the consent you wish to revise, click on the Create Revision icon and the following screen will appear

with the details for the new consent revision.
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Study Consent Revision X

View

# itle:
Consent Title: |Studg.I Consent Document

I

1

*Version Date: 09/21/2020 '
Category:
“ Language: | English hd

*Version Number:

Description:

Comments:

Download Consent: | Download |

Check-out the Document to your |

workstation for editing: Ehies Eoniie et |

I Close, don't save any changes ” Save Conzent ]

From this window you can check-out the document if you wish to edit the document. You can also download the
document to your local computer without checking it out. After you make any changes to the document in Microsoft
Word, you can return to the Informed Consent library to check in the changes. Click the icon in the Edit/View column for
the consent record you wish to check-in.

l Compare document versions H Add/Revise Consent I [ Delete Selected Document(s) ] l Archive Selected Document(s)

B - [ | e

2 result(s) found...

Version Consent Outcome Approval Date Expiration Date Checked Out By

English Consent Form

U (] £ Consent 12 English @

onsen D6/25/2021 nalis
Revised English Consent Form

O Consent 1.0 English Investigator at @
ensen 07/08/2021 hult= /08/2021 02:43:57 PM

When the Informed Consent Document details window opens, you can click the Check-in Document button.

A window will open allowing you to upload the revised consent. Once you have located and uploaded a document, click
the Save selected file button.
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Document Location: | Choose File | Mo file chosen

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

Save selected file l [ Cancel

Click the Save Consent button to save the revised document to the study.

Other Study Documents

The Other Study Documents link from the main Submissions page will direct you to the Other Study Document library,
which, similar to the Informed Consent library, stores all other documents you have attached to submission forms or
manually added to the study.

Protocol Ttems

Study Application

Informed Consents »

Other Study Documents *  Flyer

Contract Documents

If you hover over the Other Study Documents link, a popup menu will appear that displays all categories of documents
that have been uploaded to the study. If you click a link in the menu, the Study Document library will open to display only
documents in the selected category.
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My Workspaces [ [[R8Number: IRB-20-336| gy 4y assistant Other Study Documents Kl Back
PL: Smith, Batty

m_ IRA Number : IRB-20-336 Study Title : Serum Metal Ion Concentration after Insertion of Pediatric Flexible Mail

07/14/2021

IRE Expiration Date:

Keep default values: [ | Show Hidden: () vyes @ g Resel Filters
Select a Category Type: | Al ~] Title | |
Version #: |:| |:| Document Qutcome: | Al v Filter Documents
soprovtvstes| | [ between| | EB] copraton oner| | [ between || [
Study document revision history list associated with this Study.
To view previous versions click on the folder .
[ compare cocument versions || Ada/Revise Document | [ Add Mutiple Documents | | Delete Selected Document(s) | [ Archive Selected Document(s)

T T T

3 result(s) found...

Document Outcome Approval Date Expiration Date Shpl.“lrd Checked Out By

Recruitment Flyer
1.0
O I;" 06/25/2021

Flyer 1.15 ¥B

The Study Document library stores any document you have attached to submission forms or added through the library
itself. When the review board approves a document, the approval information will update the document stored in the

library.
From this area you can revise, create, compare, and print study documents.

A new property has been added that allows the iRIS™ system administrator to prohibit documents that have been
attached to a submission to be edited. The default setting of this property is “No”, if you want to change this and allow

Researchers to edit documents, please contact your system administrator.

When this property is set to “No”, the Researcher will not be able to edit any study documents from the Study
Management page. The documents will be available in read-only mode. The options to Add/Revise Document, Add
Multiple Documents, Delete Selected Document(s), and Archive Selected Document(s) will no longer be available as

well, as shown in the screenshot below.
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My Workspaces & [IRBNumber IRB-20-336| g4y Assistant other Study Documents Kl Back
PI: Smith, Bethy

m_ TRE-20-330 Semm etalfon Goncertratian afterinseren ef edae Fexbie il

IRB Expiration Date: 07/14/2021
Keep default values: [_] Show Hidden: ()ves @ o o ——

Select a Category Type: [ Al v Title | |
v Filter Documents

Version #: |:| |:| Document Outcome: | All
ApprovalDate:[ | [ between | [FElA| expirationDate: [ | [l between[ | Y|

Study document revision history list associated with this Study.

To view previous versions click on the folder .

Compare document versions

T T T TN

3 result(s) found...

Expiration Date Checked Out By

Document Outcome Approval Date

Recruitment Flyer @
1.0
0O Elf 06/25/2021 Flyer 5.57 KB

When this property is set to “Yes”, the Researcher will be able to edit any study documents from the Study Management
page and the options to Add/Revise Document, Add Multiple Documents, Delete Selected Document(s), and Archive

Selected Document(s) will now appear.

Study Assistant Other Study Documents Kl Back

m_ TRE-20-338 Serum Hetal e Concentratan after fnserion of Pedsinic Fexbie el

IRB Expiration Date: 07/14/2021
Keep default values: || Show Hidden: () yes @ pg e R

Select a Category Type: [ All ~] Title | |
~| Filter Documents

Version#:__ | [ | Document Outcome: | All

IRB Number: IRB-20-336

My Workspaces = R

Study document revision history list associated with this Study.

To view previous versions click on the folder .

i Compare document versions ” Add'Revise Document ] ’ Add Multiple Documents I ’ Delete Selected Document(s) ] i Archive Selected Documentis)

I T BT T

1 result(s) found...

Sponsor Version |Reference Number e ——— 3:“::"::‘ Approval Date Expiration Date
Recruitment Flyer
1.0 i
o I;l/ 06/25/2021 Flyer L]
1.15 KB
Filter Documents

Several filters are included at the top of this page to aid in finding a particular document or group of documents.

You can use any combination of the items described below to filter the results.
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m_ IRB Number - IRB-20-336 Study Title : Serum Metal Ion Concentration after Insertion of Pediatric Flexible Nail

IRB Expiration Date: 07/14/2021
Keep default values: || Show Hidden: (O ves @ g Reset Filters
Select a Category Type: [ All v Title | |
version#: | [ | Document Outcome: [ Al ~] Filter Documents

Study document revision history list associated with this Study.

To view previous versiens click on the folder D

The available filters are as follows:

Keep default values — When checked this field preserves the most recent filter values, so when this page is
revisited, the filters will be unchanged. If unchecked, the filter values reset each time the page is left and
revisited.

Show Hidden — The default selection for this filter is set to “No”. This means that all of the documents viewed on
the page are “non-hidden”. Selecting “Yes” will refresh the page displaying both hidden and non-hidden study
documents.

Select a Category Type — Provides the ability to filter by a document category. The default selection is set to “All”,
meaning all documents in all categories will display in the results.

Title — Type in all or part of a document title to include in the filter.

Version # — Type in a version number to include in the filter. The version number is exact case. For example, if
you type in ”1”, only documents that are version “’1.x” will populate on the page.

Approval Date — Use this field to specify a date range for approval dates. You must enter a date into both fields.
If you wish to filter by only one day, enter the same day in both date fields.

Document Outcome — Use this drop-down list to filter by a review board document outcome.

Expiration Date — Use this field to specify a date range for expiration dates. You must enter a date into both
fields. If you wish to filter by only one day, enter the same day in both date fields.

Compare Document Versions
When there is more than one version of a study document, a folder icon will appear in the table. When you click on the
folder all previous versions of the document will display below the most current version.

©2021 iMedRIS Data Corporation24



Study Assistant—Study Management: Submissions iRIS™ v13.01

[ Compare document versions ][ Add/Revise Document I [ ‘Add Multiple Documents ] l Delete Selactad Document(s) ] l Archive Selected Document(s) I

BT S TR BT

2 result(s) found...

Document Outcome Approval Date Expiration Date Checked Out By

= Recruitment Flyer Second Event
‘B ¢ @ D

06/25/2021 Fiyer N
3. B
t wer Second Eve
O B/ 1.2 Recruitment Flyer Second Event @
06/25/2021 Flyer =
Recruitment Flyer @
1.0
O E‘I- 06/25/2021 Flyer
- 9.57 KB

This will allow you to view information related to older versions. You can view the previous versions’ unapproved
documents by clicking on the Word icon in the File column, as seen in the image above.

You can also compare versions of the documents by clicking the checkbox next to two versions of the same document

and then clicking on the Compare document versions button at the top of the page.

1
[ Compare document versions ”I Add/Revise Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) ] l Archive Selecied Document(s)

BT T BT

2 result(s) found...

Document Outcome Approval Date Expiration Date Checked Out By
El/ 13 Recruitment Flyer Second Event @
06/25/2021 Fiyer 1500 ke
3. B
, 12 Recruitment Flyer Second Event @
El 06/25/2021 Flyer 13.00 KB
3 B
Recruitment Flyer @
1.0
O EI/ 06/25/2021 Fiyer By
9.57 Kl

iRIS™ will analyze the two files using a comparison tool. This may take several moments, depending on the size of your
documents. When the comparison process is complete, a new window will open displaying both selected files in a
side-by-side view, with the older version listed in the left column and the newer version listed in the right column, as

seen in the image below.
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Flyer_Paid Flyer_Paid

Document Version: 1.0 Synchronize scrollbars Document Version: 1.

Brochure - Private Companies Brochure @€ Private Companies

This study is looking for indivdual companies to sponspor and participa

v

Details of Changes Additions Into New Version Deletions From Previous Version

"2

Brochure —Psi Companiesg fyyale Companies

This study is looking for indivdual companies to sponspor and participate in

At the bottom of the window, a split view will display a combination of both versions, indicating where items have been
modified. Differing items in the newer version are marked by either green or red highlights. Green highlights indicate a
new addition to the document and red highlights mark items that have been removed from the document.

When you are finished viewing the difference between the two documents, click the Close button.

Add a New Document
You can add a new document to the study by clicking Add/Revise Document button.

[ Compare document versions ” Add/Revise Document I [ Add Multiple Documents ] l Delete Selected Document(s) ] l Archive Selected Document(s)

BT S BT T

2 result(s) found...

Version Sponsor Version |——— | pocument Outcome Approval Date Expiration Date Checked Out By

Recruitment Flyer Second Event @
1.3
O D Elf. 06/25/2021

Flyer

Recruitment Flyer @
1.0
o I;" 06/25/2021 557 KB

Flyer

,_.
w
o
=1
=
o

Once clicked, the following window will appear asking if you would like to revise an existing document or upload a
brand-new document.

Please note that the Add/Revise Document button is only available under the “Approved” and “All” tabs. Furthermore, if
you add or revise a document under the “Approved” tab, it will only appear in the “All” tab as it has not yet been reviewed
and approved by the review board.
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Study Document Add Verification

Select Catagory:

Document Outcome:

Here are the documents for all categories.
Please click on the Create Revision icon to revise an existing document below ar
click on Upload a New Document Mot on the List to upload & new document to the study.

2 result(s) found...

Create Revision Version Date

Recruitment Flyer .
@ Second Event Fiyer 1.3 06/25/2021

@ Recruitment Flyer |Flyer 1.0 06/25/2021

Search level: @ 1op O all

Version Date: l:l vl between I:I v| Expiration Date: I:I between I:I

Filter Documents

Upload a New Document Not on the List ]

Document Qutcome

Sponsor Version | View Document

13.00 KB

5.57 KB

Cancel Document Add

Click on the Upload a New Document Not on the List button to upload a new document. The following window will

appear.
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Study Document Add: X

“Document Title:

#*Select the document to
upload:

*Version Number: D-U
Version Date: |07/09/2021 '
Sponsor Version: I:I

* Category: |-—n0ne-— w

Description:

Comments:

l Close, don't save any changes l [ Save Document ]@

Please note that if you add a document from Study Assistant outside of a submission form, it will not be reviewed by
the review board.

Depending on your system settings you may or may not have the same options as shown in the window above. These
fields are described as follows:

Document Title — The title you would like to display for this document. If you did not enter the Document Title
prior to uploading the document, the system will automatically apply the name of the document to the
Document Title field.

Select the document to upload — Attach the document by dragging and dropping to this window. You can also
click within the box to upload the file manually.

Version Number - Requires you to specify the version number of the new document. This can be any character
or number. Placed after the editable version number is a hard coded “.0’. This is the iRIS™ version number. Any
new document uploaded to the system will consist of the “.0" affixed to your manually entered version number.
Once a revision is made to the document, iRIS™ will change the ‘.0’ to “.1’. It will continue to increment the
numbers each time a revision is made.
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Version Date — This required field is the date of the manually entered version number. This is typically the date

that the document was uploaded to the system. You may configure this field to auto-fill by turning on the

system.auto_fill_version_date property.

Category — This configurable drop-down list allows you to group documents into certain categories. The

categories displayed here are configurable via System Administration. This field may or may not be required

based on the value of the system.doc_category required property.

Description — A description of the document.

Comments — Any comments regarding the document you feel necessary to add for the review board.

Once the above required fields are completed and the document has been uploaded, click the Save Document button.

“Document Title:

*Select the document to
upload:

*Wersion Number:

Version Date:

Sponsor Version:

* Category:

Description:

Comments:

Study Document Add:

Recruitment Handbook

ot T T T T T T T T Recrutment Handbeok.docx 3
i 12.4 KB i
: Remove file :
] ]
i i
] ]
g i S i -
[

07/09/2021 =

l Close, don't save any changes

l Save Document

This will close the window and populate the new record in the document library display table.
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[ Compare document versions ][ Add/Revise Document I [ ‘Add Multiple Documents ] l Delete Selectad Document(s) ] l Archive Selected Document(s) I

BT S TR BT

3 result(s) found...

Checked Out By

Document Outcome Approval Date Expiration Date

D , 13 Recruitment Flyer Second Event @
O I—_I 05/25/2021 Flyer

Recruitment Flyer

@
O E,/ 06/25/2021 Fiyer
ST KR

Recruitment Handbook

0 ®
07/059/2021
Other 538 KB

Eh |G &

Review Board Fields
The document library display table contains several fields reserved for the review board: Document Outcome, Approval

Date, and Expiration Date. Information will populate in these columns as the board reviews the document.

[ Compare document versions ][ Add/Revise Document I [ ‘Add Multiple Documents ] l Delete Selactad Document(s) ] l Archive Selected Document(s)

BT S TR BT

3 result(s) found...

Checked Out By

Document Outcome Approval Date Expiration Date

Recruitment Flyer Second Event

o O @ 32’325:2021 Flyer 1@K5 @
=)

Recruitment Flyer

1.0
O @ 06/25/2021 Fiyer @
9.57 KB

Recruitment Handbook
0 ® g [0y

10
07/08/2021 ther 5.5 KB

In order for a consent document to be approved, it will need to be attached to a submission form and sent to the board

for review.

Add Multiple Documents
You can add multiple documents at once by clicking on the Add Multiple Documents button.

[ Compare document versions ” Add/Revise Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) ] l Archive Selecied Document(s)

T T TR T

3 result(s) found...

Document Outcome Approval Date Expiration Date
Recruitment Flyer Second Event @
1.3
o 0O @ 06/25/2021 Fiyer
13.00 KB
Recruitment Flyer @
1.0
a El/ 06/25/2021 Fiyer
5.57 KB
Recruitment Handbook @
1.0
o El/ 07/05/2021 Other
5.58 KB

When you click this button, a new window will open containing five rows for document uploads. Complete the following
information for each row: Document Title (required), Version, Version Date, Category, and File Path. If you are not
uploading five documents, just populate the necessary row(s) and click the Save Record(s) button.
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Study Document Add Multiple: X

[ Add New Record(s) ]

pocument THle m ieae
Version

Recruitment Flyer 1 L0 062572021 Flyer w || Choose File | Recruitment Flyer.docx

l Save Documents ]

File path

|Recruitmenl Flyer Second Event | |1 |.EI |UE»'25|'2021 || || Flyer v || Choose File | Recruitment Flyer (2).docx
| | | |.D | || || --none-- e || Choose File | Mo file chosen
| | | |.D | || || --nong-- e || Choose File | Mo file chosen
| | | |.D | || || --nong-- hd || Choose File | Mo file chosen
| | | |.E| | || || --Nong-- v || Choose File | Mo file chosen
| | | |.D | || || --Nong-- hd || Choose File | Mo file chosen
| il Lo Il |[=none— ~ || choose File | Ma file chosen
| | | |.D | || || --none-- e || Choose File | Mo file chosen
| | | |.D | || || --none-- e || Choose File | Mo file chosen

If you have more than five documents to upload, you can click the Add New Records button and five additional rows will
populate on the page.

Study Document Add Multiple: X

[ Add New Record(s) ] [ Save Documents

Bocument Title m File path
Version

Recruitment Flyer 1 L0 06/25/2021 Flyer w || Choose File | Recruitment Flyer docx

|Recruitmenl Flyer Second Event | |1 |.EI |U&n‘25|'2021 || || Flyer s || Choose File | Recruitment Flyer (2).docx
| | | |.D | || || --none-- e || Choose File | Mo file chosen
| | | |.D | || || --none-- e || Choose File | Mo file chosen
| | |.D | || || —-NOoNg-- e || Choose File | Mo file chosen
| | | |.D | || || --nong-- hd || Choose File | Mo file chosen
| | | |.E| | || || --Nong-- e || Choose File | Mo file chosen
| | | |.EI | || || --nong-- hdl || Choose File | Mo file chosen
| il Lo Il |[=none— ~ || choose File | Ma file chosen
| | | |.D | || || --none-- e || Choose File | Mo file chosen

You do not need to delete unused rows; the system will not upload anything that has not been entered in a row.

©2021 iMedRIS Data Corporation31



Study Assistant—Study Management: Submissions iRIS™ v13.01

Delete Documents
You can delete documents by selecting the checkbox next to the document record and clicking the Delete Selected
Document(s) button. Once a Study Document is submitted it cannot be deleted from the study.

l Archive Selected Document(s)

[ Compare document versions ][ AddiRevise Document I [ Add Multiple Documents ]ll Delete Selected Document(s) ]

T T BT BTN

3 result(s) found...

Document Outcome Approval Date Expiration Date Checked Out By
a Recruitment Flyer Second Event @
1.3
c O I—;I/ 05/25/2021 Elyer
i 13.00 KB
Recruitment Flyer @
1.0
O @ 06/25/2021 Flyer
! 9.57 KB
Recruitment Handbook
1.0
CA . )
07/09/2021
Other 9.98 KB

Edit

You can view the details of any Other Study Document by clicking the icon in the Edit column. If the document has been
submitted, you will not be able to make any edits to the record. You will need to create a revision of the document in
order to do so.

[ Compare document versions ][ Add/Revise Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) ] l Archive Selected Document(s)

T T TR T

3 result(s) found...

Document Outcome Approval Date Expiration Date Checked Out By

o O @ éésr'zs-2321

10

o 06/25/2021
1.0

o EI/ 07/09/2021

Recruitment Flyer Second Event @

Flyer 13.00 KB
Recruitment Flyer
Flyer 5.57 KB

Recruitment Handbook

B & &

Other 9.98 KB

When you open the details of the document, you can view the document by clicking the View Document icon.
Depending on the status of the document, you may see a Word icon, a PDF icon, or an RTF icon as shown in the image

below.
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Study Document Revision: X

“*Document Title: | Recruitment Flyer Docur‘:r‘II::tr
Version Number: |:|.C Ld
RTF

Version Date: | 05/25/2021 '

* Category:
Description: ‘
e
Comments: ‘
e
Download Document: | Download |

Check-out the Document to your |

workstation for editing: LIZEETLILTE O |

’ Close, don't save any changes ” Save Document ]

You can also download a copy of the document by clicking on the Download button. This will download the document to

your local machine in its native format.

Accessing Approved Documents
To access your approved documents, click on the Approved tab in document management. This will display all of your
approved documents for your study.
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IRB-21-467

Investigator, John

IRB Number:
Lead PI:

My Workspaces &

iRIS™ v13.01

Study Assistant Other Study Documents Back

m_ [RE Number : tRe-2iaes

IRE Expiration Date:  [QUFSENEDEK

e _ Multi-Site safet i | in U ] i
NIH FD - 00001- Multi-Site safety of masks over 52 weeks in USA work environments

Keep default values: [ |

Select a Category Type: | Al ~]

version#:| L[ |
Approval Date:[ | [Elr| between| | [E]

Study document revision history list associated with this Study.

To view previous versions click on the folder D

2 result(s) found

Document Outcome

Investigator Brochure

< /20/ 1.0 .
06/20/2021 Investigator brochure Approved

IBC Document

10 Other

06/20/2021

Approved

Document Qutcome: | Al

Show Hidden: () ves @) g

Reset Filters
Filter Documents

Title | |

v]

Compare document versions ” Add/Revise Document ] l Archive Selected Document(s) I

Approval Date Expiration Date Checked Out By

06/20/2021 171.26 KB

Ep E

06/20/2021 50.66 KB

The original copy of these approved documents will not be displayed in the File column as they are for unapproved
documents. The approved document will be viewable via the icon in the Stamped File column. You can click the icon in
this column to open the approved document. This will open the document in a new window, allowing you to print it for

your records.

IRB-21-467

Investigator. John

TRB Number:
Lead PI:

My Workspaces =

Study Assistant Study Document Libraries Kl Back

IRB Expiration Date: 0&/15/2022

N - - - M -5 5 / Ji i ) V) \
m_ IRB-21-467 NIH - FD - 00001- Multi-Site safety of masks over 52 weeks in USA work environments

Study Documents

Informed Consents Study Contracts

Keep default values: [

Select a Category Type: | Al v

Version#:| || |
Approval Date:\:l [ between l:l 'I

Study document revision history list associated with this Study.

To view previous versions click on the folder D

| soeoves | | N | B

2 result(s) found...

Sponsor Version |Reference Number

Document Qutcome: | All

Core Master Consent Template

Show Hidden: () vyves @ pg

Reset Filters
Filter Documents

Title | |

]

Compare document versions H Add/Revise Document ] ’ Archive Selected Documentis)

Document

e — Checked Out By

Approval Date

_ Stamped
Expiration Date Py

IBC-21-0113-NEW- 1peqt gator Brochure

1.0
u 06/20/2021 L0 IRB-21-467-NEW- Investigator brochure
1.0
IBC-21-0113-NEW- 15 Document
1.0 10
U 06/20/2021 Lo IRB-21-467-NEW- Other

1.0

171.26 [@
KB

Approved 06/20/2021

Approved 06/20/2021 50.66 KB
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Creating Revisions
If you would like to revise an existing document record, click the Add/Revise Document button in the “Approved” or “All”

tabs. This will open the following window.

Study Document Add Verification X

Select Category: Title | |
Version #: \:I : Search level: @ T (4
Version Date:| | vI between[ | [E Expiration Dates| | [Elr|between| | [l

Document Outcome:
Filter Documents

Upload a8 Mew Document Mot on the List ]

Here are the documents for all categories.
Please click on the Create Revision icon to revise an existing document below or
click on Upload a New Decument Not on the List to upload & new document to the study.

2 result(s) found...

Create Revision i Version Date Document Outcome Sponsor Version View Document
@ Investigator Broch In'uéfhga:o' 10 06/20/2021 spproved 1.0
e prochure 171.26 KB
@ IBC Document Other 1.0 08/20/2021 Approved 1.0
50.66 KB

Cancel Document Add

From here you can use the filters at the top of the window to locate the document you want to revise. Once you have
located the document, click on the icon in the Create Revision column and the following window will open.
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Study Document Revision: X

#Document Title: ||BC Document Docur‘::l:r‘:

Version Number: l:l.l @
Version Date: | (06/20/2021 ‘

Sponsor Version:
* Category:

Description:

Download Document: Download ‘

Comments: ‘
|
|

Check-out the Document to your

R e (e e Check-out Document.... ‘

’ Close, don't save any changes ” Save Document l

From here you can edit the details of the document, download a copy of the document, and check the document out to
edit on your desktop.

Study Document Revision: X

*Document Title: | IBC Document s

Document
Version Number: I:I.l
Version Date: | 06/20/2021 '

Sponsor Version:
* Category:

Description:

Comments:

Download Document: | Download

This document is currently e P—
e R T T John Investigator at 06/25/2021

Check-in when you are done
editing upload the document | Check-in Document... |
back into iRIS.

Revert to the document sbnrie:lisn Undo Check-out D |

Close, don't save any changes ] I Save Document
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The system will indicate anytime a document is checked out.

[ Compare document versions ” AddiRevise Document I [ ‘Add Multiple Documents ] l Delete Selected Document(s) ] l Archive Selected Document(s)

BT T BT BTN

2 result(s) found...
|

Document Outcome Approval Date Expiration Date S“‘F'I';:'d Checked Out By

IBC Document John Investigator
o 3 E‘f L1 1.0 @ 07/05/2021 10:44:38 @
06/20/2021
[Pther 13.00 KB AM
. =
u Ed  aozem |10 Ill'.vesttgattnr:rnc:ure @
e nvestigator brochure Approved 06/20/2021 171.96 KB

This document is currently T P
chiecked oaf by John Investigator at 06/25/2021

Check-in when you are done
editing upload the document | Check-in Document... |
back into iRIS.

Revert to the document stored in | Indo Check oul DOCu et |
iRIS.

If you are logged in as the user that has checked out the document, you will be able to Check-in Document or Undo

Check-out Document.

To check-in the document after all desired changes have been applied, click the icon in the Edit column of the study

document library display table.

[ Compare document versions ” Add/Revise Document I [ Add Multiple Documents ] l Delete Selected Document(s) ] l Archive Selected Document(s)

BT B BT BTN

2 result(s) found...

Checked Out By

Document Outcome Approval Date Expiration Date

IBC Document John Investigator
O O L 1.0 @ 07/09/2021 10:44:38
| cerzorzon Other = i

Investigator Brochure

O o 1.0 .
05/20/2021 Investigator brochure approved 06/20/2021 171.26 KB

()

)

When the Study Document details window opens, you can click the Check-in Document button.
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“Document Title:

Version Number:

Version Date:

Sponsor Version:

* Category:

Description:

Study Document Revision:

x

|IBC Document =y
Document

—

06/20/2021 (=

Comments:

Download Document: |

Download |

This document is currently

checked out by. John Investigator at 07/05/2021

Check-in when you are done|
editing upload the docllmenl:l |

Check-in Document.... |

back into iRIS.

Revert to the document stored in
iRIS.

Undo Check-cut Document... |

’ Close, don't save any changes ] [ Save Document ]

A small window will open allowing you to upload the revised document. You will need to browse for the document on
your computer by clicking on the Browse button. This will open another window allowing you to navigate the folders on
your computer. Once you uploaded a document, click the Save selected file button.

Document Location: | Choose File | Mo file chosen

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

Save selected file ” Cancel

The document will be uploaded and will appear as an icon next to the document information, as shown below. Click the

Save Document button to save the revised document to the study.
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Study Document Revision:

“Document Title: |IBC Document

Version Number:

Version Date:

1

06/20/2021 (=l

* Category:

Description:

Download Document:

Download |

Comments: ‘
|
|

Check-out the Document to your
workstation for editing:

Check-out Document.... |

X

View
Document

&)

’ Close, don't save any changes

’ Save Document ]

Remember, the new revision will not appear under the “Approved” tab even if it was completed from that tab as it has
not been approved or reviewed. Click on the “All” tab to see your revision.

[ Compare document versions ” Add/Revise Document ] ’ Add Mulfiple Documents ] ’ Delete Selected Document(s) ] ’ Archive Selected Documentis)

2 result(s) found...

Sponsor Version |Reference Number

IR T TR BTN

Document

o — Approval Date

Expiration Date

Checked Out By

IBC Document

ez - iy
06/20/2021
- pther 13.00 K8
1.0 IBC-21-0113-NEW- 10 ectigator Brochure
O os/20/2021 P IRB-21-467-NEW- [Investigator brochure - 171.26 @
1.0 Approved 06/20/2021 KB

Submission Forms

This area links to different submission forms that can be sent to a review board. The list of forms here will change
depending on the forms setup in your system. You can create and submit a form any time by clicking on the link for the

form.
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Submissions Study Management Subject Management

[ Current Approval Packet ]

Protocol Items

Study Application

Informed Consents P

Other Study Documents »

® Contract Documents

Protocol Items

- Reportable Event Form

® 1nitial Review Submission Form

Regulatory Forms

Continuing Review Submission Form

Study Amendment Form

Study Closure Form

Unanticipated Events Form

When you click on a form link from the main Submissions page you will be directed to a screen that lists any previously
started or completed forms for the study. The header of the page contains buttons that allow you to Copy Forms, Add a
New Form, Compare Two Versions or Delete Selected Form(s) (provided it has not been submitted for review).

My Workspaces [ [[RBRNumber: IRB-21-476 grudy Assistant Study Amendment Form Kl Back
PI: Inwvestigator, John L

IRB Expiration Date: 06/24/2022

Copy Form ] [ Add a New Form ] l Compare Two Versions ] [ Delete Selected Form(s)

List of records associated with form: Study Amendment Form.
® To view previous versions click on the folder icon D

0 result(s) found...

. Apply _
i Edit/ Sub. Track Process Submission
@ View "“Il‘l;ple Rounds Location Submission Date Update Date Update Number UPDATE TYPE Created By 3

No results found.

Submission Forms Display Table
The table below the buttons lists any form that has already been started. The columns of this table are described as
follows:
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The checkbox column can be used to copy, compare, and delete a form.

Show Rev — If a form has been revised for corrections, a folder will appear in this column. You can click on it to
see the previous versions of the form. You will be able to open the previous submission, but it will be read only
as that version has been submitted previously.

Show Follow-Up - If a form has been linked to another form as a follow-up form, it will show here. This column
must be activated in System Form Designer in order to appear here.

2.2 Followup form

& Click here to select the Amendment Form we are associating to this follow-up.

0 result(s) found...

Sub. Track Process Submissior
Rounds Location Submission Date

Multiple

Edit/View — Click on this icon to continue to work on a partially completed form or to view a form that has
already been submitted.

Details — Hover over this icon to show the Short Description of the submission. The Short Description is a data
value that acts as a basic summary for the submission form.

Study Assistant Study Amendment Form - (Version 2.0) Kl Back

[ Print Friendly ] [ Refresh Constant Fields ] ’ Save Section ] ’ Save and Continue to Next Section ]

IRB Number: IRB-21-476

®
iy it S piEEs PL: Investigator, John

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

1.0 B! study Informati .
oy Aot 3.0 Description

2.0 Bl General Information
31 - inti L
3.0B Description and reason for modification:

Short Description

Full Descriptien

)

Please enter number of enrollment on your study or make any necessary modifications
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m_ IRS Humber : TRE-21-476 Sihe elere el

IRE Expiration Date: 06/24/2022

Copy Form l ’ Add a New Form ] I Compare Two Versions l [ Delete Selected Formi(s)

List of records associated with form: Study Amendment Form.
To view previous versions click on the folder icon D .

result(s) found..

Apply .
Edit/ Sub. Track Process Submission
.EE “Il"]']IE Rounds Location Submission pate update o updat! e erest By

06/25/2021
@ @ - @ S 10:57:05 AM 06/25/2021 1111112

John Investigator 06/25/2C
In Process Retract PDT

Subject has Skin Cancer

Apply to Multiple — This icon allows you to add the form to another study. Clicking this icons opens the following
page.

My Workspaces [  [IRBNumber IRB-21-476) o4y assistant My Studies Kl Back
TE TS i

Display my studies by: ~ Filter my studies by study status: Find by IRB Numher:‘ | *. Find
LAl v

[1RE Number ~ ® Most Recently Used: Find by Study Alias: | | %= Find

’ Save a Copy of the selected form ]

Click to IRB IRB Principal Study Title [
open Number Expiration Investigator Study Alias

NIH - FD - 00001- Multi-Site safety of masks over 52 weeks in USA work
Active IRE-21-457-0001 06/19/2022 Investigator, John environments

NIH - FD - 0001

Use of stem cellz on subjects currently being treated for Dizbetes Type 2
O IRB-19-180 07/29/2021 Investigateor, John
USCSD -13323
Serum Metal Ion Concentration after Insertion of Pediatric Flexible Nail
O IRE-20-336 07/14/2021 Smith, Betty
Serum Metal Ion Concentration after Insertion of Pediatric Flexible Nail
Malaria in Juveniles
O Draft IRB-21-473 Investigater, John

Malaria in Juveniles

The filters shown in the page above are described as follows:
e Display my studies by — This drop-down will allow the user to filter by different search criteria as seen below

in the example system setup. Again, your drop-down options may differ depending on your system
configuration.

Display my studies hy:

[ IRE Number v

Study Alias

IRB Mumber

IACUC Number

IBC Number
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e Filter my studies by study status — This drop-down will allow the user to filter by different search criteria as
seen below in the example system setup. Again, your drop-down options may differ depending on your
system configuration.

~. Filter my studies by study status:
= | al hd

Open
Returned for Corrections

Pending Feasibility Review
Feasibility Approved

Eramibiliber Prmmiad

o Most Recently Used — This will filter the studies so the most recently used fomrs display first.
e Find by IRB Number — Allows the user to search for a study using an IRB number.
e Find by Alias — This allows the user to search for a study using a specific set of words or by the known alias.

After selecting which study to attach the copy of the form to, click Save a Copy of the selected form.

My Workspaces &  [IRBNumber: IRB-21°476) gp gy agsistant My Studies [l Back
PI: Investigator, John

Display my studies by: -~ Filter my studies by study status: Find by IRB Number: | ‘ *ﬁ Find
=~ [l v

| IRE Number v @® Most Recently Used: Find by Study Alias: | ‘ ‘@ Find

I Save a Copy of the selected form ]

Click to IRB IRE Principal Study Title/
open Number Expiration Investigator Study Alias

NIH - FD - 00001- Multi-Site safety of masks over 52 weeks in USA work
environments

Active IRB-21-457-0001 06/18/2022 Investigator, John
NIH - FD - 0001

Use of stem cells on subjects currently being trested for Disbetes Type 2
O Open IRB-19-180 07/29/2021 Investigator, John

USCSD -13323

Serum Metal Ion Concentration after Insertion of Pediatric Flexible Nail
O Active IRE-20-336 07/14/2021 Smith, Betty

Serum Metal Ion Concentration after Insertion of Pediatric Flexible Na

Sub. Rounds — Click this button to see the number of times this particular form has been sent back and forth for
corrections.

Track Location - If a form has been submitted, this column will populate with the current status of the form. You
can click on the text to view detailed information about the steps the form has taken since it was submitted.

My Workspaces [ |RBNumber: TRB-21-476) g4y assistant Workflow - Submission Tracking Kl Back
PI: Investigator, John

Print Friendly
IRB
|
Pre- qum\ss on /—*
Changes Requested Modification-Requested

Any steps that are still in process will be displayed and highlighted in a particular color. In this example, the form
is located in the orange step. Details are displayed at the bottom of the Workflow detail diagram.
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My Workspaces =

IRB Number:
PI: Investigator, John

IRB-21-476| gpdy Assistant

Workflow - Submission Tracking

iRIS™ v13.01

Task Action fDetails

IRB
Gt y——

Date Created

.
Modification-Requested

Date Completed

Total Time

=]

Pre-Submission

Completed

&

Occurred

8 IRB

Received

Received

Completed View Signoff Routing List
Completed View Signoff

Error

Study Amendment Form is waiting to be submitted

Assign Department Personnel for Signoff

John Investigator as Principal Investigator review and apply signoff, assigned by John

Investigator

The following Study Personnel are not registered with up to date training records:

Submission Components Review Process

IRB received the submission

Jane Coordinator has been assigned as the analyst

Not Assigned

06/25/2021 10:56 AM PDT

06/25/2021 10:56 AM PDT

06/25/2021 10:56 AM PDT

065/25/2021 10:56 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:56 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

0 Day(s) 0 Hour(s) 0 Minute(s)
Day Hour Minute
[ 0 a
Day Hour Minute
[ o o

Day Hour Minute
0

Day Hour Minute
[ 0 a

0 Day(s) 0 Hour(s) 6 Minute(s)

Day Hour Minutes
0 0 6

Day Hour Minutes
[ 0 6

The date that the process was received is displayed in the Date Created column.

Task Action /Details

Date Created

Date Completed

Total Time

=]

Pre-Submission
Completed
Completed Vfiew Signoff Routing List

Completed View Signoff

Warning: View Details

Error

Cccurred

Study Amendment Form is waiting to be submitted

Assign Department Personnel for Signoff

John Investigator as Principal Investigator review and apply signoff, assigned by John

Investigator

The following Study Personnel are not registered with up to date training records:

06/25/2021 10:56 AM PDT

06/25/2021 10:56 AM POT

06/25/2021 10:56 AM PDT

06/25/2021 10:56 AM PDT

06/25/2021 10:57 AM POT

06/25/2021 10:57 AM POT

06/25/2021 10:56 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

06/25/2021 10:57 AM PDT

0 Day(s) 0 Hour(s) 0 Minute(s)
Day Hour Minute
0 a
Day Hour Minute
0

Day Hour Minute
0 o

Day Hour Minute
0 o o

If details of a step can be viewed, an icon will be displayed under the Task Action/Details column. Select the icon

to view the event details. The example used here is the routing signoff.
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My Workspaces © Study Assistant Submission Routing Signoff

Study Title: Malaria in Juveniles
Submission Reference Number: [RE-21-476-AMD-1.0

Crea{e PDF Packet

Irltllld!
e || @t View in
Lact Approved | Separate Window | Submission Component Name
Submission Form(s):

Submission Form(s)

[} Study Amendment Form

John Investigator as Principal Investigator

Do you Approve or Deny this submission? & approve O Deny e

ELECTRONIC SIGNATURE HAS BEEN APPLIED
This form requires your electronic signature.

Please enter your User ID & Password: by John Investigator at 06/25/2021 10:57 AM PDT

The user can also view Submission Components, Review Process, Review Outcome, and Outcome letters from
the review board once these steps are complete on the review board side.

Submission Components Review Process Review OQutcome Outcome Letters
B Mot Assign 06/25/2021 10:57 AM PDT 0 Day(s) 0 Hour(s) 6 Minute(s)
IRB View Details fopleesigned ¥(s) (s) (s)
Received IRB received the submission 06/25/2021 10:57 AM PDT Doy Hour Minutes
Received Jane Coordinator has been assigned as the analyst 06/25/2021 10:57 AM PDT DEC’I Hn“Dr " NJ;ES

Process Submission — This column will populate with one of two buttons or will be empty depending on the
status of the submission.

Process Process
Submission Submission
> 9
Send Retract

If the form has been filled out but not yet submitted into the workflow, a Send button will populate in the
column, allowing you to send the form without opening it. If the form has been submitted into the workflow but
has not been processed by the review board, a Retract button will populate in the column, allowing you to pull
the form back to make any corrections. Otherwise this column will be blank.

Submission Date — Will display the date the form was submitted into the workflow.
Created By — Will display the name of the user who created the form record.

Date Created — Will display the date and time the form record was created.
Modified By — Will display the name of the user who last modified the form record.

Date Modified - Will display the date and time the form record was last modified.

©2021 iMedRIS Data Corporation45



Study Assistant—Study Management: Submissions iRIS™ v13.01

Note: Created By, Date Created, Modified By and Date Modified can all be turned off in the System Form Designer. Other
columns from the form can be turned on in their place. See the Form Designer manual for more details on displaying
columns in the form table.

Form Creation Restriction Property

A new property has been added that restricts users from creating a submission form with an application data value when
there is an existing submission form that is completed and has not exited the workflow. Contact your System
Administrator for more information.

When this property is set to “No”, iRIS™ will function as before. When this property is set to “Yes”, the new restrictions
will be implemented into the system.

When there is a submission form that has been started with the data value to attach a study application, users will not be
able to start another submission until the first form has completed the workflow and has been fully processed.

Study Assistant Study Amendment Form - (Version 2.0) Kl Back

IRB Number: IRB-21-476

=
ity W ST PI: Investigator, John

[ PrntFriendly | [ Refresn Constent Fletos | [ save Section | | save and Continue to Next Section |
Section view of the Form | ‘ Entire view of the Form |

1.0 B Study Information 4.0
2.0 B! General Information Revised Materials
3.0 B Description
a.0 @ 4.1 * Revised material includes:

Application

NOTE: ALL applications submitted to the Review Board must be the newest version available. If you are given the option to convert your application to

a newer version, you must do so before completing your submission.

Revise/
Deattach | oo

® E,f IRE Application (Version 1.1)

[[] Prataco

O Other Study Documents

Note: Users will not be able to start another submission even if there is no study application attached to the submission
form. As long as the data vale exists in the form, uses will not be able to start a new submission form.

In the Study Management section on the study side, when users open the details of the form, in this case the Initial
Submission Review Form, and the property is set to “Yes”, the option to Add a New Application Type or Delete Selected
Version will not be available.

My Workspaces [  |IR8MNumber: IRB-21-476| o 4y Assistant Study Application Kl Back
PI: Invastigstor, John

m_ IRE Number : IR8-amaTe m el n quenies

IRB Expiration Date: 06/24/2022

Compare Two Selected Versions

1 result(s) found...

Create a Revised
Application

Application Type ? Approval Date Date Created Last Modified By Last Date Modified

O D El/ IRB Application (Version 1.1) Mo John Investigator 06-25-2021 08:00 John Investigator 08-25-2021 08:19
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When the property is set to “No”, the user will have the buttons to Add a New Application Type or Delete Selected

Version will become available.

If the user tries to create a new submission form within the Study Workspace and there is an incomplete form with the

Application Data Value present, the restriction will keep the user from starting another form with the application data

value.

Submission Form List

p R TRl TRE-21-476

Regulatory Forms

Regulatory Submission Forms Versi _ Start a new
Submission

Continuing Review Submission Form

Study Amendment Form

Study Closure Form

Unanticipated Events Form

Yearly Check-in Form

Malaria in Juveniles

(i

([ gy Ta Ry (s

Submission
Types with
Applications
cannot be in
progress
concurrently

Submission
Types with
Applications
cannot be in
progress
concurrently

Edit
Incomplete
Submissions

1
h 1

ES
EC
EC

Cancel

Users will receive a message stating that another form cannot be created until the form referenced has completed the

workflow process.
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m_ ERE Number - IRE-21-476 FHRNE YR 112 /2riz in Juveniles

IRB Expiration Date: 06/24/2022

Compare Two Versions ] l Delete Selected Form(s)

List of records associated with form: Study Amendment Form,
To view previnJ-s versions click on the folder icon I 1.

[Unahle to a Add a New form until the following form(s) have completed board processing: Study Amendment Form (1.0) I

2 result(s) found...
Edit/ Apply Sub. Track Process Submission
E et to R o [ = Submissian Date Update Date Update Number UPDATE TYPE Created By Date Created
Multiple
] L,, @ @ 06/28/2021 2 1211112 John Investigator 06/25/2021 10:58:35 AM

f 06/25/2021
O 0] @ @ *) 10:57:05 AM 06/25/2021 1 1111112

John Investigatar 06/25/2021 10:54:35 AM
In Process Retract PDT

Add a New Form
To start a new form, click the Add New Form button.

My Workspaces [ [RS8 Mumber: IRB-21-476/ grudy Assistant Study Amendment Form Back
PI: Investigator, John

Study Statu _ IRB Number : IRB-21-476 Study Title : Malaria in Juveniles
IRB Expiration Date: 06/24/2022

Copy Form ] [ Add a New Form ] [ Compare Two Versions I [ Delete Selected Form(s)

List of records associated with form: Study Amendment Form.
To view previous versions click on the folder icon D

2 result(s) found...

Apply .
Edit/ Sub. Track Process Submission
.EE Hlllltl;ple Rounds  Location  Submission Date Update Date Update Number Created By Date Create

’ 06/25/2021
@ @ @ 02:06:23 PM 06/25/2021 3 1111112 John Investigator 06/25/2021 12:23:1]
PDT
f 06/25/2021
O 3 6] @ (A 12:07:58 PM 06/25/2021 1 1111112 John Investigator 06/25/2021 12:06:0)
PDT

The form will open in a new window. You can fill out the form, using the Save and Continue button at the top right of the
page to navigate through the sections.
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Study Assistant Study Amendment Form - (Version 2.0) Kl Back

[ Pt Frienay | [ Refreen Constant Fields | [ Save Section | [ Save and Gontinue to Next Saction |

IRB Number: IRB-21-476

=
iy s RS PI: Investigator, John

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

el stdy roormation |

2.0 B ceneral Information

3.0 B Description Study Modification Form

4.0 B Revised Materials

1.1 Study Number:

IRB-21-476
1.2 Sponsor;
3-M Pharmaceuticals(Pharmaceuticals)

1.3 Study Title:

Malaria in Juveniles

1.4 Principal Investigator:

John Investigator
1.5 Study Contact:

Betty Smith

When you are finished with the form, you will be presented with a section that will allow you to exit the form or signoff
and submit, as seen in the image below. See details in the Add a Study manual for information on submitting a form.

My Workspaces & Study Assistant Submission Routing Signoff

Save Signoff

Study Title: Malaria in Juveniles
Submission Reference Number: IRB-21-476-4MD-1.0

Create PDF Packet

Include

in
PDF Packet Submission Component Name

Last Approved | Separate Window

Submission Form(s):

Submission Form(s)

O Study Amendment Form
[ Pl s ity b B Des eprent e = g e

Click here to add comments.
Do you Approve or Deny this submission? — Approve '/ Deny C

This form requires your electronic signature.
Pleass enter your User ID & Password: pasard: ||

Save Signoft

Submissions History
Submissions History contains every submission form sent for your study, so at any time you can view past submissions
and track their progress.

This page is split up into three tabs:
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IRE Submissions Kl Back

Study Status: _ IRE Number - IR-21-476 m e mvenies
IRB Expiration Date: 06/24/2022

IRE Number: IRB-21-476
PI: Investigator, John

My Workspaces =

Submissions Study Management

Protocol Items

®  study Application ®  submissions History

Informed Consents » ] Study Correspondence

(]
® Other Study Documents »
(]

Track Ref Ri st T Process
Contract Documents Location | Number | -0t TVPe Submission

There are no outstanding submissions.

Submissions in Process- This tab displays all of the submissions in process, i.e., any form that has been submitted and
has not been completed by the review board or returned for corrections. From this tab you can view the reference
number, track the location of the submission, check the status, request the type, and view the details, review board,
outcome letters, review process, meeting date, review outcome, and the date received.

Study Assistant Submissions il Back

_ TRE-2LAT0 el s
081242022

= emons Returned with Changes FentFrandy

Track
Location

IRB Number: IRB-21-476
PI: Investigator John

My Workspaces &

Status| Request Type Details| Review Board Outcome |Review Process Meeting Date ... Date Received

IRB-21-476-AMD-1.0 &j Study Amendment Form

@ B study Amendment Form ® @[ 1”B 2;-%3‘_?021 11:22:21

Completed Submissions- This tab displays all of the completed submissions, i.e., any form that the review board has
completed processing. From here you can view the reference number, track the location of the submission, check the
status, request the type, and view the details, review board, outcome letters, review process, meeting date, review
outcome, and date received.

My Workspaces [ |IR8Mumber: IRB-21°476| gp 4y agsistant Submissions [l Back
PI: Investigator John

Study Status: _ IRE Number : IRB-21-476 PYARNE TP 122riz in Juveniles
IRB Expiration Date:  [UIFEIPLEF)

Submissions in Process C leted Submissi: issi Returned with Changes Print Friendry

Reference

Nurmber Status| Request Type i Outcome |Review Process i Date Received
IRB-21-476-NEW-1.0 Aj Initial Review Submission Form
Initial Review Submission IRB ) i 06/25/2021 08:04:5%
Cl‘/ B Form @[ Process Administratively Approved AM PDT

Submissions Returned with Changes — This tab lists the submissions that have been returned for corrections from the
review board.
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Study Assistant Submissions Kl Back

IRB Expiration Date: 06/24/2022

Submissions in Process H [ issi |I issions Returned with Changes l Frr Erel

Submissions Returned With Changes

IRB Number: IRB-21-4706
PI: Investigator John

My Workspaces [

Outcome |Review Process Meeting Date Review Outcome Date Received

Mo Submissions are currently returned with changes requested

Within all three tabs, you can click to view more information in the Track Location, Request Type, and Details columns.
These are described as follows:

Track Location- Click on the ‘53 icon to view a step-by-step listing of the submission process (the Workflow —

Submission Tracking page).

Request Type- Click on the link in this column to view the submission form.

o]
Details — Click the icon to view the forms and attachments associated with the submission. This will open

the Submission Details Panel in a new window. Click on the Submission Form(s) button to view the submission’s
contents as shown below.

@# https:/firis-ba/2021/Submission_Component_Details.jsp?windowName=Details_Panel_16245454486848SUBMISSION_ID=1303&RE_SUBMISSION_ID=1404&MASTER_SUBMISSION_ID=1303&rand=162464... — O X

A Not secure | iris-ba/2021/Submission_Component_Details.jsp?windowName=Details_Panel_1624645448684&SUBMISSION_ID=1303&RB_SUBMISSION_ID=1404&MASTER_SUBMISSION_ID=1...

Study Status: m Close Panel ® |

Submission Components
Submission Form(s)

ii;l;h Amendment Form (Version

Ref Number: IRB-21-476-AMD-1.0 || IRB Number: IRB-21-476 || Study Title Malaria in Juveniles

Welcome to Submission Details Panel

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

Bl
From this screen, you can open any of the components of the submission by clicking on the icon as shown below.
This will open the component in a new window.

©2021 iMedRIS Data Corporation51



Study Assistant—Study Management: Submissions iRIS™ v13.01

ﬁ:_.;& httpsi/firis-ba/2021/5ubmission_Cemponent_Details jspTwindowMame=Details_Panel

A Not secure | iris-ba/2021/Submission_Component_Details.jsp?windowN

Study Status: W.Tao7S ‘ Ref Number: IRB-21-476-AMD-1.0 || IRE Mumber: IF

Submission Components

Submission Form(s)

g Study Amendment Form (Ve
1.0)

1.1 Study Number:
Section Name | Open In a New Window

IRB-21-476

Study Correspondence
This section, located on the main Submission screen, is used for any study related correspondence.

IRB Number: TRB-21-476
PI: Investigator, John

m_ lreaiare e menles
06/24/2022

Submissions Study Management Subject Management

My Workspaces = Study Assistant Submissions Kl Back

SHETLpTE 2] _

Protocol Items ®  submissions History

[ ] Study Correspondence I

®  Sstudy Application
® Informed Consents » a Outstanding Submission(=)
Track Ref Ri <t Ty Process
®  Other Study Documents b Location | Humber T Submission
®  Contract Documents “‘ Click on the hyperlink to edit/view the submission.
[ RE-21-476-AMD-1.0 | o peiact
In Study Amendment Form Submission

Protocal Items

Clicking this link will open a page containing a list of any study-related correspondence that has been sent out at any
point during the life of the study. The system will send out automatic notifications at certain points — “Principal
Investigator signoff” notifications, “Review Response requested by the review board” notifications, “Submission signoff
denied” notifications, “Continuing Review Due” notifications, etc. Whenever a study-related notification is generated and
sent, a record of that notification will post to the Study Correspondence table.
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My Workspaces & [R8Number IRB-21-476| gpqy pssistant Study Correspondence Kl Back
PI: Investigator John

m_ TR Mumber : IRE-21-470 m Helara n duveni=s

IRB Expiration Date: 08/24/2022

[ Print Frisnay | [ ada aNew Correspondence | [ Delete Selectsd Gomespondence

6 result(s) found..

View
-“

, Post a Reply to this Topic/ Forward this Topic

Il'/ John Smith Posted: 06/25/2021 08:09 AM PDT

Malaria in Juveniles
NOTICE OF PREREVIEW ADMINISTRATIVE ASSIGNMENT

O ~®)  Post a Reply to this Topic / Forward this Topic

E'f John Investigator Posted: 06/25/2021 08:09 AM PDT

Malaria in Juveniles
Study Motification for Signoff Removal

O ~®)  Post a Reply to this Topic / Forward this Topic

E'f John Smith Posted: 06/25/2021 03:34 AM PDT

Malaria in Juveniles
Study Notification Reminder for Review and Signoff

O , Post a Reply to this Topic/ Forward this Topic

E'f John Investigator Posted: 06/24/2021 03:39 PM PDT

Malaria in Juveniles
IRIS System Motification: Approval required for IRE# IRB-21-476

This page also contains a list of any correspondence generated by users. If the review board generates correspondence
and sends it to a user listed on the study, or if a person on the study team generates and sends correspondence to the
review board, an outside recipient, or another study member, a record will post here.

The review board and the study share the Study Correspondence, meaning any correspondence generated is visible by

both sides.

Note: If the study generates and sends a correspondence that does not include a recipient listed on the review board, that

correspondence record will not be visible to the review board.

Add a New Correspondence
You can create and send correspondence as needed from this main Study Correspondence screen. To generate

correspondence, click on the Add a New Correspondence button as shown below.
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! IRB Number:
PI: Investigator, John

IRB-21-476

Study Assistant Study Correspondence Kl Back

m_ TRE Number : azare

IRB Expiration Date:

Malaria in Juveniles

06/24/2022

6 result(s) found..

[ Print Frisnaly | l[ Add A New Correspondence ]I [ Dleto Selected Comecponcance

IL./

0 e
£

O e
Ed

View t
-“

Post a Reply to this Topic /

John Smith

Post a Reply to this Topic /

John Investigator

Post a Reply to this Topic /

John Smith

Forward this Topic

Forward this Topic

Forward this Topic

Posted: 06/25/2021 08:09 AM PDT

Malaria in Juveniles
MOTICE OF PREREVIEW ADMINISTRATIVE ASSIGNMENT

Posted: 06/25/2021 08:09 AM PDT

Malaria in Juveniles
Study Motification for Signoff Removal

Posted: 06/25/2021 03:34 AM PDT

Malaria in Juveniles
Study Motification Reminder for Review and Signoff

A new page will open, containing a text editor and tools that you can use to generate your correspondence, as seen in
the image below. (Note: * = required field)

My Workspaces

®  [IREHNumber:
PI: Investigator John

IRB-21-476

Study Assistant Study Correspondence Kl Back

m_ IRE Number : IRa-2i-a7e

IRB Expiration Date:

m Helene m duenis

06/24/2022

[ save prat Comespondence | [ save & Send Comesponcence

*Send Email
+Subject

* Recipient(s):
Additional Recipient(s):
Reply To(s):

Additional Reply To(s):
Attachments

Add Attachment

Total size of attachment(s) allowed: 50 MB

“Content

—
=

« B I u S x x Font Family > 12 -~ &

iii
4
Il
1

% =
o £ = &

The process for creating a new correspondence from the above page is as follows:

1. Select the Send Email checkbox if you want an Email notification sent to the recipient(s). This checkbox is selected by
default. If you do not want the correspondence to send as an email, make sure the checkbox is not selected.
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2. Enter a Subject for the correspondence.

3. Assign Recipients to the correspondence. Clicking the Recipient(s) link will open a screen where you can select users
from a list of Study Personnel.

My Workspaces = Study Assistant Correspondence contact Kl Back

Save Changes
e . -~
Hedl

Study Personnel

Principal Investigator Investigator, John
Additional Principal Investigator Coordinator, Sean
Co-Investigator Jefferson, Tom
MNurse Jeffersen, George
Mossman, Nathan
Study Author Investigator, John
Smith, Betty

Sykes, Jeff

Contact
Department Administrator

IRB Adverse Event

Coordinator Coordinator, OSF
Ramirez, Yvette
Smith, John
Stewart, Andrew
IRB Committee 1

Coordinator Analyst, John
Carmichael, Bob
Coordinator, Jane
Coordinator, Jillian
Coordinator, QSF

Ramirez, Yvette

DooooooEooooROoOoOOoOOOOO

Smith, John

4. Add any Additional Recipients to which you would like a copy of the correspondence sent.

My Workspaces = Study Assistant Correspondence Additional Contacts El Back

[ Adaaew contact | [ save ana Retum |

B . e e

No Additional Recipients have been added.

Clicking the Add A New Contact on the main Study Correspondence screen will open a window where you can
add the names and email addresses of the additional recipients.

My Workspaces & Study Assistant Correspondence Additional Contacts Kl Back

| Adoanew Contact | [ Remove Selected Contacts | [ Save and Retum |

e 7

O |Jelr Carlisle | [icarlisle@3m.com ]

To add recipients to the list, click Add A New Contact. This will bring up the Name and E-mail Address fields,
where you can enter the recipient’s contact information. If you need to remove a contact, check the box next to
their name and click Remove Selected Contacts. When you are finished adding additional contacts, click Save
and Return to return to the main Study Correspondence window.
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5. Add Reply To(s) if necessary. This means that any user added here will receive a reply, if the original recipient
replies to the email from their email inbox.

6. Add Additional Reply To(s) if necessary. This works the same as the Reply To(s).

7. Add any Attachments you would like to include with the correspondence. Click Add Attachment to open a
screen where you can upload a file to attach to your message.

My Workspaces = Study Assistant Add Attachment n Back

Save And Return

“Load the document into iRIS: Drag your file here or click in this area.

Enter a Title and use the dotted box upload tool to locate the file on your computer. When you are finished
adding the attachment, click Save And Return.

Once an attachment has been added, it will appear on the Study Correspondence screen. You can check the
checkbox next to the attachment and click Delete Attachment(s) to remove it or click Add Attachment again to
add additional attachments.

Attachments

| Add Attachment | | Delete Attachment(s)

] @ Sample Document.doox

Click Attachment Name to View

Total size of attachment({s): 12.70 KB

Total size of attachment(s) allowed: 50 MB

The total size of all attached files will also display here, and the maximum allowed by the system, which is
configured in System Administration.

8. Enter the Content in the text editor.

Once you have completed the correspondence, click the Save and Send Correspondence button. If the Send Email
checkbox is selected, an email will send to the recipients and will also be posted as “Un-opened Correspondence” on
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their homepage. If Send Email is not selected, the recipients will only receive the correspondence in their “Un-opened
Correspondence”. A record of the correspondence will post on their Study Correspondence page as well.

Saving a Draft Correspondence
If you have not completed your correspondence but would like to save it as a draft, click on the Save Draft
Correspondence button. The correspondence content will be saved and will display as shown below.

Post a Reply to this Topic/ Forward this Topic

O @ John Investigator Saved as Draft: 06/25/2021 11:35 AM PDT

Malaria in Juveniles
Question on Study Title

@ John Investigator Posted: Delivery in Progress

Malaria in Juveniles
Question on Study Title

You can return to this page at any time to complete the draft and send the correspondence.

Viewing a Correspondence
Any correspondence added to the study will post on the screen. You can view the original correspondence by clicking on
the icon in the View Message column.

] ! Post a Reply to this Topic/ Forward this Topic

@ John Investigator Posted: 06/25/2021 11:33 AM PDT

Malaria in Juveniles
Question on Study Title

This will open a read-only copy of the correspondence. As it has been sent as an email, you are not able to modify it.

IRB Expiration Date: 06/24/2022

Posted: 06/25/2021 11:33 AM POT *Cantent

“Sand Email Sent From: John Investigator

*Subject Send To: John Investigator, Jeff Carlisle
Question on Study Title IRE Number: IRB-21-476

. IRE Expiration: 06/24/2022
* Recipient(s): ;
John Investigat Study Alias: Malaria in Juveniles
° n _nbas \gzter Title: Malaria in Juveniles
:::i:li:::;(s]- Project Status: Active
1efF Carlisle Principal Investigator: Investigator, John )
Message Content: Can you take a look at your title and the document attached? They Meed to match,

Reply To(s):
Additional

Reply To(s):
Attachments

@ Sample Document.docx

Ciick Attachment Name to View

Total size of attachment(s): 12.70 KB

Total size of attachment(s) allowed: 50 MB
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Replying To/Forwarding a Correspondence

You can reply to the original correspondence, or forward it to other recipients by clicking the text Post a Reply to this
Topic or Forward this Topic.

O ~mp I Past a Reply to this Topic/ Forward this Topic |

@ John Investigator Posted: 06/25/2021 11:33 AM PDT

Malaria in Juveniles
Question on Study Title

Posting a reply will open a page similar to that when generating correspondence. The original message will populate in
the Content area. You can add your reply then click the Save & Send Correspondence button.

[f [IRBNumber: IRB-21-476 gp,qy assistant Study Correspondence Kl Back
PI: Investigator, John

RB-21-4
06/24/2022

My Workspaces

76

IRB Expiration Date:

[ Save Draft Comrespondence ] [ Save & Send Cormespondence

.
*Send Email Content

*Subject

« B I u § x x Font Family >~ 12 - & [~ v =~ =~

iii
4
il
il

%

Question on Study Title

* Recipient(s):

Additional Recipient(s):

Jeff Carlisle
Reply To(s): ==John Investigator wrote:
Sent From: John Investigator
Additional Reply T: 2 .
rtiona ply To(s) Send To: John Investigator, Jeff Carlisle
Attachments IRB Number: IRB-21-475
IRB Expiration: 06/24/2022
Add Attachment et = —
Study Alias: Malaria in Juveniles
No Attachments have been added to this message Title: Malaria in Juveniles

Project Status: Active

Any replies will post in the Study Correspondence below the original.

O ~®p Post a Reply to this Topic / Forward this Topic

@ John Investigator Posted: 06/25/2021 11:37 AM PDT

Malaria in Juveniles
Question on Study Title

@ John Investigator Posted: 06/25/2021 11:33 AM PDT

Malaria in Juveniles
Question on Study Title

Note that each correspondence generated is a record in the system. Any replies to correspondence are counted with the
original correspondence and are not recognized as a separate record.

Forwarding correspondence is similar to replying. A new page will open, allowing you to add to the Content and select
Recipient(s). Just as replies, the system does not consider forwarded correspondence as new records.

Outstanding Submissions

Any submission form created for the study will at some time populate in the Outstanding Submission(s) table.
Submissions are listed here if the form has been completed, but not yet sent. The submission will also populate if the
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form has been sent but is still being routed to the review board (for example, if not all required signoffs have been
collected).

My Workspaces [ |IRBMumber IRB-21-476) op 4y Assistant Submissions Kl Back
PI: Invastigator, John

m_ RE21-470 m e imuenes
IRB Expiration Date: 06/24/2022

Submissions Study Management Subject Ma:
HEC e _

Protocol Ttems [ ]

Submissions History

(] Study Correspondence

®  study Application
®  Informed Consents + ’ T ST S )

Track | Ref - Process
®  Other Study Documents b Location | Number s vrs Submission
®  Contract Documents N Click on the hyperlink o sdit/view the submission.

LTI 1RE-21-475-AMD-1.0 | L=

In Study Amendment Form Submission

Protocol Items e
®  Reportable Event Form

Once the review board receives the submission and begins processing the form, the link in Outstanding Submission(s)
will be removed. At this point, if you need to find information related to your form, you will need to go to Submissions
History to find it. Any submission that is returned by the review board for corrections will also post to Outstanding
Submission(s). This allows the user to access the correction form, make necessary changes, and re-submit the form to
the board.

At any time during the sign off process, or before the review board begins processing your submission, you can check on
the status of the form and where it currently is located. If the form has been submitted, an icon will display in the Track
Location column. You can click on this icon to open the Workflow — Submission Tracking page.

Study Assistant Workflow - Submission Tracking Kl Back

Print Friendly
IRB
=T,
Corree J——
Changes-Requested Modification-Requested

IRB Number: TRB-21-476
PI: Investigator, John

My Workspaces =

Task Name Date Created Date Completed Total Time

pre-Submission 06/25/2021 10:56 AM PDT | D6/25/2021 11:22 AM PDT | 0 Day(s) 0 Hour(s) 25 Minute(s)
Submission Components Review Process Review Outcome Outcome Letters

= 06/25/2021 11:22 AM PDT 0 Day(s) 0 Hour(s) 16 Minute(s

IRE ot Assigned vl (s) (s)

The workflow will update as the submission moves forward in its processing. The screenshot above shows that the
submission successfully passed required signoffs and is currently sitting in the IRB queue.
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If users you have assigned have not completed their signatures, the Workflow would show that they are still in process.
The Principal Investigator and the Study Contact would receive notifications from the system that a certain user has not
completed signoff yet.

Dutstanding Submission(s)
Track Ref Process
N

Click on the hyperlink te edit/view the submission, Retract
TCT Ll TRE-21-475-AMD-1.0 . -
In - " Study Amendment Form Submission
Process

In the Request Type column, you can click on the link to open the form. If the form has not yet been submitted, you can
make changes to the form; otherwise, the form will be read only.

The Process Submission column will contain buttons depending on the status of the submission. If the form has not been
submitted, there will be a Send Submission button. If the form has been submitted, but has not been processed by the
review board, you will be able to Retract Submission. This is helpful if a situation arises where you need to pull the form
back to make revisions. If you retract the submission, you will be able to modify the form and its components, but you
must also obtain the required signoffs again to submit it back to the review board.

Submitting a Continuing Review

When a study is up for Continuing Review, the system will begin to send notifications to the Principal Investigator and
Study Contact. These notifications are configured under Review Board Administration > Review Board Notification Setup
> Continuing Review Notification Setup.

Notifications can be setup for the Continuing Review depending on your system. Typically, notifications are sent 90, 60,
and 30 days before the IRB Expiration Date.

Continuing Review Due Task
The Continuing Review Due task appears on your homepage. Any users noted as the Study Contact will receive a
notification a certain number of days before the review due date, as specified in the notification setup.

This task will remain on the homepage until a Continuing Review form is submitted to the review board.

You can access the study that is up for Continuing Review by locating it in My Studies, or you can open the task from your
homepage to link directly to the Continuing Review form.
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All Tasks

Outstanding Completed

21 result(s) found..

iRIS™ v13.01

Task List: [

Filter By : ‘ —none--

m

- ®
- ®

- @

- @

0@

07/19/2021

Conflict of Interest Study Disclosure Questionnal "% 0a.35 aM POT

07/19/2021

Conflict of Interest Study Disclosure Questionna "% 08.10 &M POT

. . 07/19/2021
Conflict of Interest Study Disclosure Questionnal "% 35.08 AM POT
- . 07/16/2021
Continuing Review Due 03:30 &M POT
07/12/2021

Conflict of Interest Study Disclosure Questionnal "€ 03.55 pM POT

Motice to complete conflict of interest study

disclosure questionnaire assigned to John >
Investigator Mo P”D”t‘>
Motice to complete conflict of interest study F
disclosure questionnaire assigned to John o >
Investigator No Priority
MNotice to complete conflict of interest study F
disclosure questionnaire assigned to John >
Investigator Mo Priority

Pending Expiration Notice for 60 Day Continuing
Review Notification with the expiration date of

-,

09/14/2021 High

Motice to complete conflict of interest study
disclosure questionnaire assigned to John
Investigator

.,

Mo Priority

Y —]
e — -
Y —
Y —]
® 7z ) [

We have also added the ability to prioritize tasks as Low, Medium and High Priority. Users can click on the

button to select the priority using the accompanying menu.

~,

Mo Priority

Law

. Medium

High

. Mo Priority

~,

Mo Priority

Users can also set the Complete By date for a task. This will place an event on the system calendar that will link the user

to the task.

Click the @ icon to open the task. This will open the Continuing Review Form Selection screen, which will allow you to

either select a form or go directly to the Study Management page for the study with the upcoming review due.
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My Workspaces [ |IR8MNumber IRB-19-135 op 4y Assistant Continuing Review Form Selection Kl Back
PI: Investigator John

IRB Expiration Date: 07/09/2021

No Action Reguired - Dismiss Task
Select a Form or go to the Study Management Page.

Continuing Review Submission Form

Go to the Study Management Page

Filling out the form

The form will navigate to a new page. You can fill out the form using the Save and Continue button at the top right of the
page to navigate through the form sections.

IRB Number: IRB-19-135

My Workspaces = Study Assistant Continuing Review Submission Form - (Version 1.0)
PI: Investigator, John
l Print Friendly I [ Refresh Constant Fields ] l Save Section I [ Save and Continue to Next Section ] [ Signoff and Submit ]
| Section view of the Form | ‘ Entire view of the Form |
MPYE] P PLICATION FOR 1.0
APPLICATION FOR CONTINUING REVIEW
2.0 2 Medifications 1.1 PRINCIPAL INVESTIGATOR
3.0 B peviations
. John Investigator @
4.0 B Advertising / Recruitment
5.0 B Attach any application 1.2 DATE

revisions

6.0 B pocuments

06/25/2021 =l

1.3 Status of project

Continuing
O Completed (Closure)
[ Terminated

Once all sections are complete and the required documents are attached, the form is ready to send to the Review Board.

Submitting the Form

You will be presented with a section in the form notifying you that the form is complete. Depending on your role on the
study and your system’s signoff requirements, you may see different buttons on this page.

©2021 iMedRIS Data Corporation62



Study Assistant—Study Management: Submissions iRIS™ v13.01

IRB Number: IRB-19-135

. | Study Assistant Continuing Review Submission Form - (Version 1.0)
PI: Investigator. John

My Workspaces @

[ Prnt Friendly | [ signofr ana supmit |

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

L0 B e Form has been Completed!

2.0 dificati
Modifications Grant Key Personnel access to the study

3.0 B peviations
4.0 B advertising / Recruitment

5.0 B Attach any application
revisions

6.0 B pocuments

Signoff and Submit

If you are not the Principal Investigator on this study and the form requires a Pl signature, the buttons on this page will
be Exit Form and Notify Pl to Signoff.

[ Swaramsant ]

| Exit Form |

If you are the Principal Investigator, or the form does not require a Pl signoff, the Notify Pl to Signoff button will be
replaced with Signoff and Submit.

Signoff and Submit

If your role on the study does not allow submission of forms, when you reach this page, you will only have the Exit Form
button option. You will exit the form, and the Principal Investigator and Study Contact will be notified that a submission
is waiting to be sent.

Exit Form

To initiate the signoff process, click the Signoff and Submit or Notify Pl to Signoff button, depending on which is
available to you. You may be prompted to route the form for additional signatures. You may choose this option if you
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need to have other study personnel review the form before it reaches the review board or if you need department
approval.

Make your selection and click the Save and Continue button, as seen in the image below.

Setup for Submission Routing and Signoff X

@ This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”

indicates the person is included in the signoff process, The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search from the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assianed persennel, If personnel have 1. 2( seauential )

Select the Key Personnel for Submission Routing and Signoff:

e

ﬂl John Investigator Principal Investigator

Select Additional Personnel for Submission Routing and Signoff: l (AT (PR D D e LU ]

Include in
R

Mo additional personnel have been added to the signoff routing list.

’ Cancel - Finalize later l [ Save - Signoff Routing List ]

If you opted to route for additional signatures, you will be brought to a page that will list Key Personnel that you can
include in the signoff routing. If you chose not to route, you will immediately transition to a signoff page.

If the Principal Investigator signature is required on this form, that user will be pre-selected, and you will not be able to
deselect the PI from the signoff process.

Select the check box next to the name(s) of any additional personnel you would like to include in the signoff process.
Click the Save and Continue button when you are ready to proceed.
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Select the Key Personnel for Submission Routing and Signoff:

Include in
T —

ﬂl John Investigator Principal Investigator

The bottom table in the signoff process is for reviewers who need to approve the submission but are not listed as Key
Personnel on the study.

Select Additional Personnel for Submission Routing and Signoff: ’ Add Additional Personnel to the Routing List ]

Include in

Mo additional personnel have been added to the signoff routing list.

You can also add reviewers from iRIS™ by clicking the Add Additional Personnel to the Routing List button.

This will open a new page allowing you to search the database for a user. Use the Last Name, First Name, and by
Department search filters to find the user you wish to add and then click the icon in the Select User column.
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Add Additional Key personnel to the Routing Signoff List X

Last Name: | | First Name: | |

’ Find User/Search Directory ]

by Department: | 4|l Departments V|

m_ Department _

Mo results found.

The Additional Personnel will to be added to the signoff routing list upon clicking the "Save - Add to Routing List" button

Remove __

Mo additional personnel have been added to the signoff routing list.

[ Cancel - Adding Personnel ] [ Save - Add to Routing List ]

The user you selected will be added to the list. Make sure you check the checkbox next to users you want to include in
the signoff process. You can also set the Order in which the users will receive their signoff task. iRIS™ will default each

user to the order of 1, which means they will all receive their task at the same time. Click the Save and Continue button
to proceed.

Select Additional Personnel for Submission Routing and Signoff: ’ e e ]

Indude in
ff Sy

= | Department Chair

The next page is a summary page, displaying all the users you selected for the signoff process. If you need to add any
more signoffs, click the grey button to the left of the Key Study Personnel and Additional Personnel groups. This will open
the corresponding page that will allow you to remove or add users to the signoff process.

When you are ready to initiate the signoffs, ensure you have selected “Yes” for the question ‘Please verify the list above
represents the Finalize Personnel for review and signoff?’, then click on the Save — Start Signoff Routing button. If you
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are not ready to send signature tasks to the users, select Go back to Make changes before clicking Save — Start Signoff

Routing. To cancel, click Cancel - Finalize later.

Setup for Submission Routing and Signoff
This screen is for reviewing the signoff routing list. You must answer "Yes" or "No” to the finalization of the Personnel. Once the "ves"" selection is
made the button "Save - Start Signoff Routing™ becomes enabled to be clicked. Clicking the "Save - Start Signoff Routing” will start the routing list
and then the submission board review(s). Clicking the "Go back to Make Changes” will place you back to editing the routing list. Clicking the "Cancel -
- Finalize later” will close this window. The submission process is incomplete. not eligible for submission. until the routina is complete.

Finialize List of Personnel for Submission Routing and Signoff:

m Cear=t __

&1 John Investigator Principal Investigator

1 &1 Jeff Sykes Department Chair

Please verify the list above represents the finalized Personnel for review and signoff? O Yes @ No

I Cancel - Finalize later ] I Go back to Make changes ] I Save - Start Signoff Routing ]

If you choose “Yes” and Save — Start Signoff Routing and you are assigned to sign off on the form, you will be brought to

the Signoff Page. The button will turn gray when “Yes” is selected.

Please verify the list above represents the finalized Personnel for review and signoff? ® ves O Mo

l Cancel - Finalize later ] l Go back to Make changes ] l Save - Start Signoff Routing ]

If you choose “Yes” and Save and Continue and you are NOT assigned to sign off on the form, you will be brought to the
Workflow — Submission Tracking page and the users assigned to sign off will receive notifications from iRIS™ regarding

their new assignments.
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A user who is assigned to sign off on a submission form will receive a notification sent to the email address defined in
their user account. They will also receive a Submission Routing Signoff task on their homepage. This task will remain on
their homepage until the user opens the task and completes the sign off.

All Tasks Outstanding Completed n
Task List: [all v
All Tasks Study Tasks R
Filter By : | __none-- v
22 result(s) found.. 1-35p
m
07/20/2021 John Investigator as Principal Investigator review :
o @ Submission Routing Signoff 11:58 AM PDT and apply signoff, assigned by John Investigator No Pr\ontx @

When the task is opened, the Submission Routing Signoff Sheet will display. At the top of the page, the Study Title and
Submission Reference Number will be listed. iRIS™ assigns a unique reference number to each form created in the
system. The Reference Number displayed here is the number assigned to the submission form.

My Workspaces [ Study Assistant Submission Routing Signoff

Save Signoft

Study Title: The Barrow 5-ALA Intraoperative Confocal Evaluation (BALANCE)trial
Submission Reference Number: IR5-19-135-CR-1.0

Create PDF Packet

lnclnd:
PDF llacl(et fhlnpar! to View in
ast Approved | Separate Window | SUP™ Component Name

Submission Form(s)
Submission Form(s): O Continuing Review Submission Form

Document(s)

Category : Application Documents

O F-033CVSample

D Investigator Brochure

- Click here to add comments

This form requires your electronic signature. U7 1D \:I
Please enter your User ID & Password: p__ ond. \:I

John Investigater as Principal Investigator ® -~
Do you Approve or Deny this submission? Approve ' Deny

Save Signoft

Also displayed on this page is the Submission Components table. This table contains a link to the Submission Form and if
attached, the Study Application and any Consent and Other Study Document that has been associated to the form. These
documents and forms comprise the packet that is being submitted to the review board for review.
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My Workspaces = Study Assistant Submission Routing Signoff

Save Signoft

Study Title: The Barrow 5-ALA Intraoperative Confocal Evaluation (BALANCE)trial
Submission Reference Number: IRE-19-135-CR-1.0

Creale PDF Packet

Include

Last Approved | Separate Window| SUPmission Component Name

Submission Form(s)

Submission Form(s, O Continuing Review Submission Form

"

Category : Application Documents

O F-033CVSample

D Investigator Brochure

John Investigator as Principal Investigator ® = Click here fo add comments.
Do you Approve or Deny this submission? '~ Approve '/ Deny

This form requires your electronic signature.
Pleass enter your User ID & Password: pacsward: [ |

Save Signoft

Below the Submission Components table, you will be able to enter your electronic signature. You must indicate whether
you Approve or Deny the submission, enter your User ID and Password, and then click the Save Signoff button. Below
the electronic signature portion of the page, you will be able to see any other Key Personnel listed for signoff. If any of
the additional signoffs have completed their approval or denial of the form, that information will populate on this page.

John Investigator as Principal Investigator [ Click here to add comments.
Comments:

Do you Approve or Deny this submission? @ADDI‘DVE '/ Deny

This form requires your electronic signature. LEE0 R :

Please enter your User ID & Password: p___oud. |

If you select Approve, iRIS™ will assign the next user in the list their user assignment task.

Task
Status

B Pre-Submission Retract Submission 06/25/2021 11:4% AM PDT 0 Day(s) 0 Hour(s) 7 Minute(s)

ng Review Submission Form is waiting to be

Task Action f Details Task Name Date Created Date Completed Total Time

Day Hour Minute
0 [} o

Completed 06/25/2021 11:49 AM PDT /25/2021 11:50 AM PDT

=]
o

Received [ Modify Signoff Routing List ] Assign Department Personnel for Signoff 06/25/2021 11:50 AM PDT | 06/25/2021 11:54 AM POT DE‘J" H°“_: :”'”“‘tfs
; i : John Investigator as Princ vesti svisy d P _ o _ 3y Mi
Completed [ View Signoff ] John Investigator as Principal Investigator review and | oo /55551 11:54 AM PDT | 06/25/2021 11:56 AM PDT Day Hour Minutes
apply signoff, assigned by John Investigator 0 o &
Received I T ] Jeff Sykes az Department Chair review and apply 06/25/2021 11:56 AM POT Day Hour Minutes

signoff, assigned by John Investigator ] o &

If you select Deny, all other sign off tasks for that form will cancel, and the submission will be rejected.
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If the signoff is denied, the Principal Investigator and Study Contact on the study will also receive a Submission Signoff
Denied task. This will allow the Pl to make any needed corrections and then re-submit the application.

All Tasks Outstanding Completed
Task List : issi i i
All Tasks Iy Task Project Tash i [Submission Signoff Denied hl
Filter By : [-none—- ~]
10 result(s) found.. 1-5p

-

06/28/2021
@ Submission Signoff Denied 03:42 AM PDT Submission rejected > ® |07/14/2021 v|

Mo Prlonty

Once all assigned users have completed their sign off tasks and they have indicated approval of the submission, the form
will go to the review board’s submission queue for processing.

Responding to Corrections

The review board may return items to you for correction. When a submission is returned for corrections, the Principal
Investigator and any Study Contacts listed on the study will receive a notification from iRIS™ alerting them of the
request. They will also receive a task on the homepage called Submission Correction, or if a review board has met on
your submission and returned it for corrections based on the review, the task will be called Review Response.

The screenshot below shows a Submission Correction task for Pre-Review Changes. This task will remain on your
homepage until you respond to the corrections and re-submit the form to the review board. Click the icon in the Open
column to open the Pre-Review Changes form.
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All Tasks Outstanding Completed
Task List : [ 4l ~]
All Tasks Study Tasks Project Tasks 3
Filter By : [_none-- ~
11639 result(s) found... 46-10p

06/30/2021 . F
J f Animal Schedule - Overdue Task . Animal Schedule - Procedure: Maheen > ® l:l =
I;l 04:06 AM PDT High _I
. Notice to complete conflict of interest study F
Conflict of Interest Study Disclosure 06/29/2021 X K l:l
O |i| Questionnaire 13:07 BM FOT disclosure questionnaire assigned to Admin > @ |

Admin admin, B.5. Brig. Gen. High

Dwight D. Eisenhower Army Medical Center F
. . 06/28/2021 (DDEAMC) Department of Clinical Investigation l:l
| @ Submission Correction 03:01 PM PDT (DCI) returned the submission for corrections , > @

assigned by Akshay Mandloi, M.S. BG

Notice to complete conflict of interest study |
disclosure questionnaire assigned to Admin

O @ Conflict of Interest Study Disclosure 06/28/2021
Admin admin, B.S. Brig. Gen. Low

Questionnaire 03:01 PM PDT

> el JEH

O @ Submission Signoff Denied gg’;i?jgﬁ;m Submission rejected F > ® |07/14/2021 v|

Mo Priority

11639 result(s) found... 4s-10p

When you open the task a Pre-Review Correction or a Review Response form will open. This form works similar to other
forms in the system, where you navigate through the form using the Save and Continue button.

Receiving Approval

When the review board approves your form, an Outcome Letter will be generated and sent to the study. If you have been
listed as a recipient of this letter, a PDF copy will be emailed to you. A copy will also be accessible via the
Correspondence button on your homepage.

The letter will be accessible to any study personnel with access to the Study Correspondence link within the Submissions
tab.
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Malaria in Juveniles

IRBE Expiration Date:  [IARETRIER]

. T

Submissions Study Management

Protocol Items ®  submissions History

| ® Study Correspondence |

® Study Application

®  Informed Consents # a Outstanding Submission(s)
Track Ref

®  Other Study Documents  » Location | Number | REQuest Type

There are no outstanding submissions.

®  Contract Documents

Protocol Items

®  Reportable Event Form

®  1nitial Review Submission Form

Regulatory Forms

Continuing Review Submission Form

Study Amendment Form

Study Closure Form

Unanticipated Events Form

Yearly Check-in Form

My Workspaces &  |IRS Number: IRB-21-476| gt dy Assistant Study Correspondence Kl Back
PI: Invastigstor, John

m_ TR Number : lrp-aiare m el menles

IRB Expiration Date: 05/24/2022

[ Print Friendly ] [ Add A New Correspondence I l Delete Selected Correspondence ]

10 result(s) found..

View
-“

’ Post a Reply to this Topic / Forward this Topic

I;l/ John Smith Posted: Delivery in Progress

Malaria in Juveniles
Outcome Letter Notification

If the review board requests any further action, it will be addressed in the Outcome Letter.

Submitting an Amendment Form

At any point during the life of your study, you can complete a Modification or Change Request/Amendment form to
submit changes to the review board for approval. Certain areas of the study require you to submit a change to the review
board before that change can be applied to the study. Changing study personnel, drugs and devices are items that must
be submitted as Amendment forms.
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Accessing the Form

The Modification or Amendment Form will be located within the list of submission forms in the main Submissions tab. In
this example, the form is called a Study Amendment form and is located within the Regulatory Forms group. Study forms
can also be created from the Study Workspace.

Regulatory Forms

Continuing Review Submission Form

Study Amendment Form

Study Closure Form

Unanticipated Events Form

Yearly Check-in Form

When you click on the Study Amendment Form link, you will be directed to a page that lists all Amendments that have
been created for this study. The components of this page are discussed in the “Submissions Forms” section of this
document.

[[RB Number: IRB-21-476 o
My Workspaces = T Study Assistant Study Amendment Form Kl Back

_ TRE-24T0 e s
081242022

Copy Form I l Add a New Form ] [ Compare Two Versions I [ Delete Selected Form(s)

List of records associated with form: Study Amendment Form.
@ To view previous versions click on the folder icon D

result(s) found..

lpply _
Edit/ Sub. Track Process Submission
.EE M“Ihnh Rounds | Location Submission Date Update Date Update Number UPDATE TYPE Created By Date Created

- 06/25/2021
o0 @ @ @ 12:07:58 PM 06/25/2021 1111112 John Investigator 06/25/2021 12:06:03 PM
PDT

To create a new amendment, click the Add a New Form button. This will open the form as it has been defined in the
Forms Designer. You can fill out the form using the Save and Continue button to navigate through the sections.

Within this form you will be presented with different data values that will allow you to request changes to certain areas
of your study.
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iRIS™ v13.01

My Workspaces & [IR8MNumbers IRB-21°476) o4y Assistant Study Amendment Form - (Version 2.0) Kl Back
PL: Invastigator, John

[ FrntFriendly | [ Refresn Constant Fieias | [ SaveSection | | Save and Continue to Next Section |

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

ey information |

Study Modification Form

1.1 Study Number:

IRB-21-476

1.2 Sponsor:

1.3 Study Title:

Malaria in Juveniles

1.4 Principal Investigator:

John Investigator
1.5 Study Contact:

Betty Smith

Modifying the Study Application

If you need to submit revisions to the Study Application, you will be presented with a link to attach the application to

your Amendment, as seen in the image below. This data value functions similar to the value in the Initial Review
Submission Form, but the application will not be pre-attached. Here you must click the link to access the application.

& Click here to attach the application.

No Application has been associated with this submission.

Once you click the link a window will open within your browser and the current version of the Study Application will be

displayed.
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Select the application that you would like to attach and then click Save Attachment Save Attachment

Create a

Approved | Revised
Application

D @ IRB Application (Version 1.1) No

The current version of the Study Application cannot be modified if it has been submitted for review. When you click the
icon in the Edit/View column, the application will open, but because it has been submitted you cannot modify it or add it
to the Amendment form. You will need to create a revision of the application by clicking the icon in the Create a Revised
Application button.

Note: this icon is only available in the most current version of the application.

The system will verify that you want to create a revision. Click CONFIRM to continue creating the revision. Click CANCEL
to cancel the revision.

Confirm the adding a revision.

Are you sure you want to create a revision?

CONFIRM CANCEL

If you clicked CONFIRM, the system will open the editable version of the application.
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Note: If you need to modify the current Key Personnel in section 2.0, you will need to access the Personnel Change
Request data value. You will not be able to change KSP in the revised version of the Study Application.

You can make any changes and click the Back button to return to the Amendment form.

My Workspaces [E  |IRE Number: IRB-21-476| gy dy Assistant IRB Application (Version 1.1) Kl Back
PI: Investigator, John
l Print Friendly I l Assign User(s) fo Sections I [ Save Section I [ Save and Continue fo Next Section ]

Section view of Application | | Entire view of the Application |
10
2.0 B §etup Department(s) 1.0 General Information

ccess

3.0 [ Grant Key Personnel

access to the study

- R * Please enter the full title of your study::
Initial Screening

Question

5.0 e Malaria in Juveniles

6.0 B Funding

Sample Size and

70 B Eligibility Criteria

8.0 [B Recruitment and Consent

Waiver of
s.0 B Consent/Authorization

* Please enter the Study Number you would like to use to reference the study:

10.0 B science
Once your changes are made, you will return to the Amendment form as shown above.

The revised application will be listed in the Application Attachment data value. If you need to detach the application, click
the icon in the Deattach column. This will not delete this version of the application; it will simply remove the version
from the form.

3.0

Revised Materials

5.1 * Revised material includes:
O Aee cation

NOTE: ALL applications submitted to the Review Board must be the newest version available. If you are given the option to convert your
application to a newer version, you must do so before completing your submission.

Daattach

® @ IRB Application (Version 1.2)

D Protoco

O Other Study Documents
Requesting a Change in Key Personnel

If you need to request a change in the study personnel, you will be directed to the Personnel Change Request data value.
This value looks and behaves similar to section 3.0 of the Study Application where you add personnel to the study.
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1.3 Please identify KSP change you are requesting:

Assign key study personnel(KSP) Request to the study | Setup Key Study Personnel Request

If applicable, please add the new Principal Investigator for the study:

If applicable, please select the new Research Staff personnel:

A) Additional Investigators

B) Research Staff

C) Non-Study Personnel

If applicable, please add any new Study Contact:

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (Study Contacts are
typically Study Coordinators or the Principal Investigator themselves).

If applicable, please add a new Faculty Advisor:

If applicable, please select any existing Personnel you wish to remove:

Here you will specify users you would like to add to the study by adding them to the appropriate group and selecting
their role. Any user added to the study will have the ability to access the study in iRIS™ once the review board approves
the personnel change.

If there is a change in the study’s KSP and the board approve the KSP change, a new version of the application will be
created to reflect the newly updated KSP.

Note: This functionality is only available if the property rb.use_revise_last_approved_app_on_change_personnel within
IRB Assistant > Review Board Administration > Board Configuration Options > Board Setup.

To add a new user to the study, click the Setup Key Study Personnel Request button.
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3.0 Personnel Change Request or Procedures

Indicate ONLY personnel you are adding or deleting from the study.

Assign key study personnel(KSP) Request to the study || SetuKey Study Personnel Request

If applicable, please add the new Principal Investigator for the study:

If applicable, please select the new Research Staff personnel:

A) Additional Investigators

B} Research Staff

C) Mon-Study Personnel

If applicable, please add any new Study Contact:

This opens a window allowing you to search the system user directory by First Name, Last Name, or Department. Enter
all or part of the search criteria and click the Find button.

Setup Study Personnel X
User Search .
Last Name: |mcm | First Name: | - -
Aemove P et o = | Find User/search Directory |
Department: All Departments
Search From: @) search Database () LDAP Directory
I N
Q McMurray, Sean @ Legal Department smcmurray @imedris.com

Selected Study Personnel:

Principal Investigator

Mo Personnel has been selected for this group.

Additional Investigators

Mo Personnel has been selected for this group.

[ Clear Key Study Personnel ] [ Close Setup of Study Personnel ]
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To select a user to add, click the Select icon. Click on the Close Setup of Study Personnel button to complete your
changes.

Assign key study personnel(KSP) Request to the study | Setup Key Study Personnel Request |

If applicable, please add the new Principal Investigator for the study:

If applicable, please select the new Research Staff personnel:

A) Additional Investigators

B) Research Staff

U McMurray, Sean @ View Training Record
[ Lab Manager hd

C) Non-Study Personnel

If applicable, please add any new Study Contact:

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. {Study Contacts are
typically Study Coordinators or the Principal Investigator themselves).

If applicable, please add a new Faculty Advisor:

If applicable, please select any existing Personnel you wish to remove:

You may or may not see the same role options as presented in this document, depending on your system configuration.
Some of the roles available in this section include the following:

Principal Investigator — All studies in iRIS™ must be assigned a Principal Investigator (Pl). Without a PI, the third section
of the Study Shell cannot be completed, and the study will remain in Draft mode. Note that there may only be one PI per
study. If additional PlIs exist, add them to the “Additional Investigators” section.

Additional Investigators — Any non-PI investigators. There is no limit to the number of Additional Investigators that can
be added to a study. Each user in this section is given a specific study role.

Research Support Staff — Any non-investigator study personnel. There is no limit to the number of Research Support
Staff that can be added to a study. Each user in this section is given a specific study role.

Contact — User(s) on the study who will receive study related notifications from the system, such as Continuing Review
notifications, Submission Correction notifications, Review Response notifications, etc. The Principal Investigator defaults
as the study contact, but this is editable. Any number of contacts be defined for a given study.
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If you added a user to the data value in error, you may remove the user by clicking on the Setup Key Study Personnel and

clicking on the delete ® icon next to the user’s name.

‘ Setup Study Personnel X

User Search )
Last Name: First Name: -
Remave Personnel List - -+ [ Find User/searcn Directory |
Department: _All Departments ™|
Create My Personnel Pool )

Search From: @ search Database () LDAPD rectory

Select f— _m_

Mo results found.

Selected Study Personnel:

Research Support Staff -

@ McMurray, Sean Lab Manager

Non-Study Personnel

No Personnel has been selected for this group.

Contact

| Clear Key Study Personnel | [ Close Setup of Study Personnel ]

The second option on the right-hand side, Remove Personnel List, will allow the user to select what users they would like
to remove from the study as shown in the screenshot below.
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Setup Study Personnel X

User Search

Remove Personnel List Save Selections

[ | John Investigator Principal Investigator

[ | Betty Smith Contact

[ | Tom 1effersan Co-Investigator

[ | John Investigator Study Author

[ | George Jefferson Nurse

[ | mathan Mossman Nurse

] | sean Coordinator Additional Principal Investigator

Selected Study Personnel:

Principal Investigator

Mo Personnel has been selected for this group.
Additional Investigators
® Sykes, Jeff Co-Investigator

Research Support Staff

Selecting the checkbox(es) next to the user(s) and clicking Save Selections will add the user(s) to the Remove Personnel
List.

If applicable, please select any existing Personnel you wish to remove:

Sykes, Jeff Department Administrator
Jefferson, Tom  Co-Investigator
Smith, Betty Contact

Any change in personnel will not take effect until the review board approves the request. This means that any user
requested on the study will not have access to the study until the review board approves their role.

Modifying a Consent or Other Study Document

Any modifications to Consent forms or Other Study Documents will need to be submitted to the review board for
approval. Within the Amendment form you will be presented with data values that will allow you to attach Consent
forms and Other Study Documents. Using these data values, you can choose to add or revise any existing document on
your study, or you can add a brand-new document. While the process is the same for both Consent forms and Other
Study Documents, they are represented by two distinct data values in the System Form Designer.

As an example, the process of revising and adding Study Consent forms is described below. However, the same steps may
be taken to add or revise Other Study Documents.
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Shown below is the data value for making changes to the study’s attached consent forms.

[ Select or Revise Existing ] [ Add a New Consent l

Expiration Consent View
m@ Category Checked Out -

Mo Consent(s) have been attached to this form.

Select or Revise Existing Consent or Other Study Document
If you would like to select an already revised Consent, Other Study Document or revise an existing document, click the
Select or Revise Existing button.

[ Select or Revise Existing ] [ Add a New Consent l

Expiration Consent View
MM Category Checked Out -

Mo Consent(s) have been attached to this form.

A window will open within the browser that lists all documents that have been attached to the study. You can choose a
document to attach by clicking the icon in the Select column.
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Select Existing or Create Revised Study Consent

Title: | |

Selact Catagory:

Version #: l:l l:l Search level: @) Top O all
Version Date:| | .l between[ | v| Expiration Date:| | v| between| | v|

Consent Qutcome: | --None-—- hd

[ Add a New Consent ] [ Filter Documents ]

2 result{s) found...

Expiration
Date
f English Consent Form @
O @ 1.2 08/25/2021 @
ensen English 2.68 MB
Revised English Consent Form InVerothSator @ (Read
07/08/2021

7 ® 1.0 07/08/2021 A
IE I;l Consent English 02:42:57 | 5.50 KB Conly)
PM

If you have not yet modified the document, you can create a revision of that document from this area. Click the icon in

the Create Revision column, as seen in the image below.
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Select Existing or Create Revised Study Consent

Title: |

Select Category:
Version #: l:l l:l
Version Date: l:l between I:I
Consent Outcome:

2 result{s) found...

Expiration
Date

English Consent Form

iE
06/25/2021 Consent

(| E,f 1.2
# ®

English

Revised English Consent Form

—rna;
07/08/2021 Consent

o

English

Search level: @) Top O al

Expiration Date: l:l Vl between I:I 'l

[ Add a New Consent ] [ Filter Documents ]

2.68 MB

John
Investigator @]
07/06/2021 (gﬁé?
02:43:57 | 5.60 KB Y)

PM

The window will refresh and populate with details of the consent form you are revising, allowing you to change the
general form details and check-out the revised form. To check-out the form, click the Check-out Document button.
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Study Consent Revision X
*Consent Title: | English Censent Form DDEI.II‘I:E;:
“Wersion Number: .3 @

*Wersion Date: 06/25/2021 "l
Category:
“ Language: English hd

Description:

Comments:

Download Consent: Download |

Check-out the Document to your
workstation for editing:

Check-out Document... |

Close, don't save any changes l l Save Consent

A window will open, confirming that you want to check-out the document. Click Confirm. The document should
automatically download.

Note: each internet browser may function differently in the way it processes downloaded files.
Save the document in a safe and known location so that you can check it back into the system when complete.

Returning to the Study Consent Revision window will indicate that the consent is checked out. You will now have the
ability to Check-in Document or Undo Check-out Document.
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| 4

Download Consent: | Download

T o e o by, Sean Coordinator at 07/12/2021 08:25:47 AM
Check-in when you are done
editing upload the doecument | Check-in Document. |

back into iRIS.

Rewvert to the document stored in |

iRIS. Undo Check-out Document . |

Close, don't save any changes I [ Save Conszent

After you have made changes to the document in Microsoft Word, you can return to iRIS™ and check it back in by
clicking the Check-in Document button.

A window will open, allowing you to browse your computer for the document you would like to upload. Click the Save
selected file button once you specify the document location. If you do not want to upload the document, click the
Cancel button.

Document Location: | Choose File | Mo file chosen

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

Save selected file ] l Cancel

Depending on the file size, you may see a message from the system indicating iRIS™ is uploading the document.

Please Wait ...

O

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

You will then be returned to the Study Consent Revision window with the document successfully checked in and
associated to the study. Click the Save Consent button to apply the changes.
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Study Consent Revision X
*Consent Title: | English Consent Form Dncur\;fr‘::
*“Wersion Number: .3 @

*Version Date: |08/25/2021 "l
“ Language: |English L

Description:

Comments:

Download Consent: Download |

Check-out the Document to your |

workstation for editing: CHEESI SEATETL |

[ Close, don't save any changes

Save Consent l

Returning to the form, any consent documents that were selected will populate in the data value as shown below.

[ Select or Revise Existing ] [ Add a New Consent ]
e S = = ==y
1.3 English Consent Form Consent English
2. 68 MB

Add a New Consent or Other Study Document
If you are requesting review of a brand-new document that has not been associated to the study, click the Add a New

Document or the Add a New Consent button. Following this process, you will be able to add a document to the study
and attach it to the form.

Modifying a Study Drug or Device

In order to make any changes to Study Drugs or Devices, you will need to add the changes to a form and submit it to the

review board for approval. The process for revising or adding Drugs and Devices is the same. Modifying a Study Drug is
used in this example.
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Within the Amendment form you will be presented with a Drug or Device data value. This value will contain a list of
current Study Drugs or Devices on the study.

@hﬂd new Drug to the Study

Delete View
E [rade Drug Name _

® @ Trade Drug Name: &moxicillin

If you need to request a new drug or device on the study, click the Add a New Drug to the Study or Add a New Device to
the Study button. This will take you through the steps of adding a drug or device to a study. If you need to request that a

drug or device be removed from the study, locate the item in the list and click the icon in the Delete column. If you need

to request changes to a current study drug or device,/ locate that item in the list and select the icon in the Edit column.

@hﬂd new Drug to the Study

Delete \rew

Trade Drug Name: Amoxicillin

When you choose to edit a Study Drug or Device the following window will open, containing the current information for
the drug or device. You can make any necessary changes and click the Save Drug Info button to return to the form.

Study Drug Details: X

Trade Drug Name: Amoxicillin

Dose Range: [250 mg

Protocol Information: Drugs and Biological Products

Does your study involve INVESTIGATIONAL

s e ey Has this study been submitted to the Institutional Biosafety Committee (IBC) review? The IRB requires documention of IBC
- v ?

approval before final approval of the study can be granted.
@ Yes
O no
(@] "1.."’."1.

Investigational New Drug Application (IND)#

Is the drug provided free of charge?
() Yes
@ No

() NfA

L

What is the cost of the investigational drug to your institution?

ES |

All changes to the Study Drugs and Devices will not take effect until the review board approves the submission.
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Signoff

When the submission form is completed, you will receive information about sending the form into the workflow
following the same steps listed in the “Submitting the Form” section for Continuing Review. Remember, your
Amendment form may or may not contain all of the steps listed in these instructions.

Submitting an Adverse Event Form
At any point during the life of your study, you can access an Adverse Event form to submit to the review board.

Accessing the Form
The Adverse Event form will be located within the list of submission forms in the Submissions tab. In this example, the
form is called an Unanticipated Events Form and is located within the Regulatory Forms group

Regulatory Forms

- Continuing Review Submission Form

- Study Amendment Form

- Study Closure Form

- Unanticipated Events Form

- Yearly Check-in Form

You may also start an Adverse Event Form from the Study Workspace by clicking on Start a Submission Form for one of

Featured Study Operations

Create a New Study

start 2 Submission Form for one of My Studies

My Studies as shown below.

View the Current Approvals for one of My Studies
View the Submission History for one of My Studies

View and Manage My Studies

When you click on the Unanticipated Events Form link, you will be directed to a page that lists all Adverse Events that
have been created for this study.
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Study Assistant Unanticipated Events Form Kl Back

Ma - < in South A
b _ XRS Number : TRB2-ATT m eane n e es n sa Aires
IRE Expiration Date: 06/24/2022

RB Number: IRB-21-477|
My workspaces & ’lm: Invastigator, John

Copy Form | [ AddaNewForm | [ Compare Two versions | [ Dslete Sslected Form(s)

List of records associated with form: Unanticipated Events Form.
To view previous versions click on the folder icon D

1 result(s) found...

Show . Apply i
5 | Edity Sub. Track Process Submission -
E F":_"';"' "“ft"iple Rounds  Location  Submission Date AEIRCe Ve AR

Follow-Up

To create a new Adverse Event, click the Add a New Form button. Depending on your system settings, you may be
presented with a list of subjects on the study. You can select a subject to which the Adverse Event will apply.

Note: this functionality will not be available if you do not have access to the Subject Management module.

My Workspaces [ [IRB Number: IRB-21-477| gt dy Assistant Subject Selection List Kl Back
PI: Investigator, John

Save Selected Subject

Please select the subject this Form is associated with:

On Study

Participant Number Register Date | Date of Birth Survival Status Off Study Details

(MRN)
Status Last, First ML

Eligible Smith, John(554686) M Alive

Other (Subject is not tracked in iRIS)

This will open the form as it has been defined in the Forms Designer.

You can fill out the form using the Save and Continue button at the top right of the page to navigate through the
sections.
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My Workspaces [ |[RBNumber: IRB-21-477) g4y assistant ated Events Form - (Version 1.0)
PI: Investigator, John

Print Friendly I [ Refresh Constant Fields I [ Save Section ] [ Save and Continue to Next Section

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

1.0 B Background o
20 B [T Type of Event (what type of event occurred?) (Cnoose only one)

3.0 B Initial or Follow-up

~y PROTOCOL DEVIATION

Protocol deviations are unplanned or unforeseen changes in the implementation of an IRB-approved protocol. They generally refer to a modification of
procedures that has already occurred for a single subject; they are not intended to modify the protocol. Protocol deviations DO NOT increase risks to
subjects or affect the scientific validity of the study.

UMANTICIPATED PROBLEMS INVOLVING RISK TO SUBJECTS OR OTHERS (UPIRSO)

Unanticipated problems involving nsk to subjects or others are events that meet ALL of the following criteria:

1) Are unexpected given the research procedures and/or the characteristics of the subject population,

2) Are definitely or probably related to participation in the research, AND

3) Suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized.

SERIOUS ADVERSE EVENT (SAE)

SAEs are internal events that include any of the following:

Death

Life-threatening experience

Hospitalization (for a person not already hospitalized)

Prolongation of hospitalization (for a person already hospitalized)

Persistent of significant disability or incapacity

Congenital anomaly and/or birth defects

Any event that jeopardizes the subject and may reguire medical or surgical treatment to prevent one of the preceding cutcomes.

Within this form you may be asked to indicate if the Adverse Event is an initial or follow up. If this is an initial report, you
can select “Initial” and continue to complete the form, as seen in the image below.

l Print Friendly I [ Refresh Constant Fields ] [ Save Section ] l Save and Continue to Next Section

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

1.0 B Background

3.0 Initial or Follow-up

2.0 B Type of Event

3.0 & ENEETIREE ( * © ReportType:

@ Initia

(@] Follow-Up
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l Print Friendly ] l Refresh Constant Fields I [ Save Section I [ Save and Continue to Next Section I

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

1.0 B Background
) 4.0 Dates
2.0 B Type of Event

3.0 B mnitial or Follow-up 4.1 * Date event occurred:

—

4.2 * Date Principal Investigator became aware of event:

[I—

4.3 * Indicate location where the event occurred below:

If this is a follow-up report, select Follow-up Report and then click the link in the image below to associate a previous
Adverse Event form.

Print Friendly ] l Refresh Constant Fields I [ Save Section I [ Save and Continue to Next Section

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

1.0 B Background

3.0 Initial or Follow-up

2.0 B Type of Event

3.0 0 NSRRI | 5 " Report Type:

4.0 B pates
O Ini tial
@ Follow-Up
Print Friendly ] l Refresh Constant Fields I [ Save Section I [ Save and Continue to Next Section
Section view of the Form ‘ ‘ Entire view of the Form

1.0 B Background

4.0 Follow-Up Description

2.0 B Type of Event

3.0 B 1nitial or Follow-up 4.1 Select the associated report

RBLENroitow o Description |

(ﬁ Click here to select the Unanticipated Events Form we are associating to this follow-up.

4.2 Attach Follow-up Document(s)

A list of previously completed Adverse Events for the study will populate in a new page. You can select the Adverse Event
to which you are sending a follow up, and then click the Save Selected Event button.

My Workspaces [ |tRENumber: IRB-19-180) grqy assistant Unanticipated Events Form Kl Back
PI: Invastigator, John

i Return back to the Form ] ’ Save Selected Event l

List of records associated with form: Unanticipated Events Form. |

1 result(s) found...

Version |AE Report Type

Last Modified By Last Date Modified

1.0 15 Syndromes Possible 1 John Investigator 07/12/2021 12:47:53 PM John Investigator 07/12/2021 12:49:39 PM
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Information related to the initial report will populate in a table below the data value. The rest of the Unanticipated Event
form will populate based on the information completed in the Initial Report. You can save through the form, verify the
information is correct, and change items as needed.

4.0 Follow-Up Description
4.1 Select the associated report

& Click here to select the Unanticipated Events Form we are associating to this follow-up.

AE Report Type:

Subject ID: 15

AE Category: Syndromes

AE Attribution: Possible

AE Grade: 1

Created By: John Investigator

Date Created: 07/12/2021 12:47:53 PM
Modified By: John Investigator

Date Modified: 07/12/2021 12:49:3% PM

Any Adverse Event that you create as a Follow-up Report will become associated to the Initial Report in the list of
Adverse Event forms. You can expand the folder in the Show Follow-up column to view all Follow-up reports.

My Workspaces &  [IRBNumber: IRB-21-477) gtudy Assistant Unanticipated Events Form El Back
PL:  Investigator, John

Ma iles in South A
et _ 178 Humber - [RE2LAT m e veries n seun A
IRB Expiration Date: 06/24/2022

Copy Form ] [ Add a New Form ] [ Compare Two Versions ] [ Delete Selected Form(s)

List of records associated with form: Unanticipated Events Form.
To view previous versions click on the folder icon .

Apply T
Sub. Track Process Submission .
E "“ﬁ;ph Rounds | Locotin [EEIE == e AE Report Type AE Attribution Created By

1 result(s) found...

’ 07/21/2021
] @ @ ] 10:40:24 AM Initial 41883 John Investigator | 07/21/20
In Process Retract POT
(| @ Follow-Up John Investigator 06/25/20
Signoff

When the submission form is completed, you will receive information about sending the form into the workflow,
following the same steps listed in the “Submitting the Form” section for Continuing Review.

Submitting a Study Closure Form

Once all study research has been completed and you are ready to inform the review board that your study is closed, you
can submit a Study Closure_form to the review board. Once the review board receives the form, they can close out the
study in iRIS™,
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Accessing the Form

The Study Closure form will be located within the list of submission forms in the study’s Submissions tab. In this example,
the form is called a Study Closure and is located within the Regulatory Forms group. However, your system may contain a
different list of forms.

Regulatory Forms

S Continuing Review Submission Form

] Study Amendment Form

L Study Closure Form

S Unanticipated Events Form

o Yearly Check-in Form

When you click on the Study Closure link, you will be directed to a page that lists all Study Closure forms that have been
created for this study.

[[RB Number: IRB-21-476 i —
My Workspaces = e Study Assistant Study Closure Form Il Back

_ 1RE—21—475 Ma e
ce‘r24”2022

Copy Form ] [ Add a New Form I l Compare Two Versions ] [ Delete Selected Forms)

List of records associated with form: Study Closure Form.
® To view previous versions click on the folder icon D

0 result(s) found...

E f;:‘:: R;j::"is L;;':;';“ S“p;:fi:;n S"'bl')':::'"" IRB Numbar Study Title Principal Investigator Primary Coordinator Created By I

No results found.

To create a new study closure, click the Add a New Form button.

PR

[RE Number: IRB-21-476 i —
My Workspaces & T Study Assistant Study Closure Form Kl Back

Study Status: _ IRB Number : IRB-21-476 Study Title : Malaria in Juveniles
IRB Expiration Date: 0&/24/2022

Copy Form ] [ Add a New Form I || Compare Two Versions ] [ Delete Selected Forms)

List of records associated with form: Study Closure Form.
@ To view previous versions click on the folder icon D

0 result(s) found...

E f::i R:::::-‘Is L::::I:“ s“p;::,:;n S"'b:]':::'"" IRE Number Study Title Principal Investigator Primary Coordinator Created By I

Neo results found.
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This will open the form as it has been defined in the Forms Designer. You can fill out the form using the Save and
Continue button to navigate through the sections.

Study Assistant Study Closure Form - (Version 1.0) Kl Back

l Print Friendly ] l Refresh Consiant Fields I [ Save Section I [ Save and Continue to Next Section I

IRB Number: IRB-21-476

MV WOFKSDBEES PI: Investigator, John

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

—e] sty information |

Institutional Review Board

Study Closure Report

1.1 IRB Number:
IRB-21-476
1.2 Study Title:

Malaria in Juveniles

Malaria in Juveniles

1.3 Principal Investigator:
John Investigator

1.4 Study Coordinator:
Betty Smith

1.5 Date Submitted:

1.6 * Date of Closure

L E

1.7
* Select the appropriate type of study closure.

Signoff

When the submission form is completed, you will receive information about sending the form into the workflow,
following the same steps listed in the “Submitting the Form” section for Continuing Review.

Close “Exempt” studies

A new ability to close “Exempt” studies from Study Assistant Workspace is now available.

This feature allows study personnel to close “Exempt” studies from the View My Studies section on the home screen.
Users may check if a study is “Exempt” by going to the Study Summary page.
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Study Assistant Study Summai Kl Back

m_ IRe-ELATy AR I duvenleS i Seutt aes

IRE Expiration Date: 06/24/2022

IRE Number: IRB-21-477

=
MY Workspaces PI: [Investigator, John

Print Friendly ] [ Save Changes

Please Select the Type of Review -

Notification that Must be Sent: Email with Home Screen Task and Continuing Review
Committee of Record:  --nons— A
IRE Initial Approval: 06/24/2022
Review Cycle: 12 Months
IRB Expiration Date: 06/24/2022
Last Continuing Review Approved:
Days Prior to IRB Expiration: 60 days prior exp
Continuing Review Due: (4/25/2022
Study Closure:
Temporary Closed: [o

Temporary Closure Start:

Temporary Closure End:

Subject Approved: 0

If the study is “Exempt” it may be closed directly from the Study Assistant home screen or study “Submissions” tab, as

Study Assistant Sub ons Back

M_ he-ziary R e n Seuh e

Protocol Items ®  submissions History

Study Application

shown below.

IRB Number: IRB-21-477

My Workspaces = :
PI: Investigator, John

(] Study Correspondence

a Outstanding Submission(s)

Track Ref

Other Study Documents *» Location | Number

L]
®  1nformed Consents »
o Request Type

There are no outstanding submissions.

®  Contract Documents

Protocaol Items
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All Studies Recently Used Study Status
[« [ N
57 result(s) found... q11-15p

Study Title o -
ncipal
SIETTE e Fxplr:hnn Investigator
Study Alias

Malgriz in Juveniles

Active IRB IRE-21-476  |06/24/2022  |Malariz in = Q._
Juveniles Investigator, John —

Appl.catmns Documentj Forms  Hide Copy correspond

Serum Metal Ton Concentration after Insertion of Pediatric Flexible Nail
Serum Metal Ion

Concentration =
IRB-20-336  |07/14/2021 % @ Z b
after Insertion of |Smith, Betty =i @ D @

Pediatric Flexible Applications  Documents  Forms  Hide Copy Correspond

Y

Nail
Malaria in Juveniles

IRE-21-478 |06/28/2022  Malaria in % @ % @ - D’_ﬂ g

Juveniles Investigator, John Close

Applications  Documents  Forms  Hide | " | Copy Correspond

N

Malaria in Juveniles

IRE-21-479  |06/29/2022  Malaria in Investigator, John E’ @ é Q\SP D’_j @

Juveniles Applications Documents Forms Hide Copy Correspond
Copy of NIH - FD - 00001- Multi-Site safety of masks over 52 weeks in USA wo..

1RE-21-470 NIH - FD - 0001 |Investigator, John % @ = Q\SP Dﬁ E

Applications Documents Forms Hide Copy Delete Correspond

a o

57 result(s) found... 411-15p

Clicking one of these buttons will open a window confirming that the user would like to close the study.

Close Exempt Study x

Please verify that you wish to close this Exempt Study?

Study Title:
Malaria in Juveniles

Principal Investigator: Investigator, John

l Mo, Cancel I l Yes, Close the Study

If the user does not have access to close this study, the following error message will display.
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Close Exempt Study X

Please verify that you wish to close this Exempt Study?

Study Title:
Malana in Juveniles

Principal Investigator: Smith, Jane

Your Privileges do not allow you change the Study status.
Contact your System Administrator to allow operation.

Mo, Cancel
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