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Study Assistant—Study Management: Submissions iRIS™ v12.01

Study Management

Introduction

Within the study record, the study is broken up into sections, Submissions, Study Management, and if using the Subject
Management module, you will also have Subject Management. These tabs allow you to access different portions of the
study, so you can maintain study information in the system. The Submissions tab allows you to access any forms that
you need to submit for review. You can also access and manage Informed Consents and Other Study Documents, review
past submission forms and review or generate study-related correspondence.

This manual will guide you through the process of accessing submission forms and submitting them as needed, accessing
forms and revising them as needed and will also review accessing previous submissions, for updates on current
processes.

Accessing a Study

To locate your study, open the View My Studies menu item found under Study Assistant.

The page that opens will display the studies you have a role on, along with basic information about each study. Use the
filters to narrow the list to the study you need to open. iRIS will default this screen to show the most recently used study
at the top of the list. You can use the search criteria at the top of the page to locate the study you are looking for.

Once you have located the study in the list, click the Open icon.

All Studies Recently Used Study Status @

n “ “ SateKeeper _

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

Prindipal
Investigator

Alias

Effects of dopamine and antihistamine medication on smokers

Draft - admin, Admin Admin, ‘l, E @ @ M
Corr

R.N. Brig. Gen. History Forms Hide Copy  Delete

Study on Caffeine and its effects on physical performance
Active IRB IRB-18-2383 . E &> - Hnd
5310 Ack, Abby, MSN Ph.D. Close
History Forms  Hide Copy Corr
Exempt

Medical History - Abuse of alcahol and effects of pain medication -Advil

o = iR
RE [RB-19-5451 725-5 Pope, Ann , B.S. 1 E &> 4
Corr

History Forms Hide Copy

Submissions

When you open a study, the page will open to the Submissions tab. This tab contains links to various forms that can be
created, completed and submitted throughout the lifetime of the study. The top of the page lists a header with study-
specific details. 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

©2020 iMedRIS Data Corporation 1



Study Assistant—Study Management: Submissions iRIS™ v12.01

Submission History, which will list out all forms submitted for review on the study. Also listed is a link to Study
Correspondence and an area for Outstanding Submissions.

IRB Number: TRB-19-5430 . e _—
My Workspaces = Alias:  sun exposure Study Assistant Submissions Kl Back
PI: Anderson, Douglas Stuart, Dr.
:en:ing - Submitted for Initial E IRB-19-5430 Effects of sun exposure in water and out of water
Submissl'ons Study Management

e i _

Study Application

®  Submissions History

®  Study Correspondence

Informed Consent »

other Study Documents » a Outstanding Submission(s)

Track Ref Request T Process
Location | Number | R&4! K Submission

N

LY 021477 ract
n B 1nitial Review Submission Form Real Submission
®  >-1nitial Review Submission Summary and Attachments Process

Contract Documents

Click on the hyperiink to edit/view the submission Retract

The Header
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 in, as displayed in the image below.

IRB Number: IRB-19-5430 . .
My Workspaces = |alias:  sun exposure Study Assistant Submissions
PI: Anderson, Douglas Stuart, Dr.

:e..,s..,,s...,.-na..f.....-.h. H - BT o o e e

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

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

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

Protocol Items

Within the Submissions tab, the first group on the page is called Protocol Items. Within this group is a link to the Study
Application, Informed Consent, and Other Study Documents. This area allows you to view and revise the Study
Application, view, revise and add Informed Consents, Other Study Documents and Contract Documents.

Protocol Items

Study Application

Informed Consent »

Other Study Documents »

Contract Documents

©2020 iMedRIS Data Corporation 2
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Study Application
The link to the Study Application will open the Study Application page.

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

From here, you can view the current application and make edits, if the current version has not 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.

_ [IRBNumber: IRB-19-5430 . o
My Workspaces & Alias:  sun exposure Study Assistant Study Application Kl Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status: S IRB Number = IRB-19-5430 Study Title : Effects of sun exposure in water and out of water

[ Add a New Application Type ] [ Compare Two Selected Versions ] [ Delete Selected Version

1 result(s) found...
Edit/ Create a
Approval Date Created By Date Created Modified by Date Modified Revised

View

Application Type Approved?

Application

MAIN IRB APP 6 (Version 1.1) No Abby Ack 07-29-2019 12:00 Abby Ack 07-29-2019 12:01

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

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

In order to compare two versions of the Study Application, the versions of the application must be selected. You can
click the icon in the Show Rev column to view the versions. Select two versions to compare then click the Compare Two

Selected Versions button.

_ [IRenumber: IRB-10-5430 ] e
My Workspaces ®  [Alias: sun exposure Study Assistant Study Application Kl Back
PL:  Anderson, Douglas Stuart, Dr.

‘ Study Status: IRB Number : IRB-19-5430 Study Title : Effects of sun exposure in water and out of water

[ Add a New Application Type ] [ Compare Two Selected Versions l [ Delete Selected Version ]

1 result(s) found

Create a
Approval Date ‘ Created By ‘ Date Created ‘ Modified by ‘ Date Modified Revised

Edit/ |\ plication Type Approved?
View oy
Application
- MAIN IRB APP & (Version 1.1) No Abby Ack 07-29-2019 12:00 Abby Ack 07-29-2019 12:01
MAIN IRB APP & (Version 1.0) No Admin Admin admin 07-22-2019 12:06 Abby Ack 07-29-2019 11:51

iRIS will run the two versions of the application through a comparer tool. This may take several moments, depending on
the size of your Study Application. When the tool 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.

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.

This view will only show you sections within the form that have changed, so if your Study Application is fifteen sections
long, but there are only differences found in four sections, only those four sections will display in the comparer view.

©2020 iMedRIS Data Corporation 3
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You can highlight sections by clicking on the section and highlight them in yellow.

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

MAIN IRB APP 6
Version: 1.0 Version: 1.1
Abby Ack Abby Ack

1.1- | Section 1 - General Information Section 1 - General Information

1.1 - Please enter the full title of your protocol 1.1 - Please enter the full title of your protocol

Effects of sun exposure in water and out of water Effects of sun exposure in water and out of water = examine effect of melanin levels in skin
1.3- | Section 1 - General Information Section 1 - General Information

1.3 - Please identify the Study Phase? 1.3 - Please identify the Study Phase?

--none-- —pene— I/I1
1.5- | section 1 - General Infermation Section 1 - General Information

1.5 - Please identify the Research Type? 1.5 - Please identify the Research Type?

—-none— —rene— Research Type 1
1.6 - | Section 1 - General Information Section 1 - General Information

1.6 - Please identify the Study Classification? 1.6 - Please identify the Study Classification?

--none-- —rere— Dermatology
1.8 - | Section 1 - General Infermation Section 1 - General Information

1.8 - Ts this Study using Subject Management? 1.8 - Is this Study using Subject Management?

No Ne Yes
3.1- | Section 3 - Give people access the study Section 3 - Give people access the study

3.1- 3.1-

Please Add a Principal Investigator For The Study: Please Add a Principal Investigator For The Study:

Douglas Stuart Douglas Stuart

Anderson, Dr. Anderson, Dr.

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 but because it has been submitted you cannot modify it. If you do
need to make changes to the application, click the icon in the Create a Revised Application button.

Note: The Revise Application icon will only be available for the most current approved version of the application. The
option will only be available to create just one Revised Application

When you create a revision, iRIS will increment the form to the next available number. In this case, it is 1.2. Then, the
editable version of the application will 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. You will need to submit an Amendment form to the review
board for approval of any change in Key Personnel.

Also, note: 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 associate 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, which is covered later in this document.

Any revision you create will be listed in the table. Because the form was revised, but it has not yet been reviewed by the
review board, the information in the Approved and Approval Date (as highlighted in the image below) columns do not
reflect that the current version of the application is approved.

©2020 iMedRIS Data Corporation 4
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_ |iRB Number: IRB-19-5430 . o )
My Workspaces ®  |alias: sun exposure Study Assistant Study Application Il Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status: IRB Number : IRB-19-5430 Study Title : Effects of sun exposure in water and out of water

[ Add a New Application Type ] [ Compare Two Selected Versions ] [ Delete Selected Version

1 result(s) found
Create a

et/ | application Type Approved? Approval Date Created By [ — Modified by Date Modified Revised
Application
Y | MAINIRB APP 6 (Version 1.1) No Abby Ack 07-29-2019 12:00 Abby Ack 07-29-2019 12:03
MAIN IRB APP 6 (Version 1.0) Yes 07/29/2019 Admin Admin admin 07-22-2019 12:06 Abby Ack 07-29-2019 11:51 Q]

A version of the Study Application can only be deleted if you have not submitted that version. In the example above,
version 1.0 has been submitted however, 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 and if you click Confirm, the version of the application will be deleted from the study.

It is advised that you do not delete an application because you will not be able to restore that version of the

application.

Also, if the only version of the application is version 1.0 and you delete it, you will delete your entire application from

the study and will need to add a new one.

Add Application
You will see a button to add an application to the study is if you have initiated the study process but did not save past

the first three screens, or you deleted your Study Application from the study. You can click the Add a New Application

Type button to create the application record for your study.

_ |IRBNumber: IRB-2017-2040 . L —
My Workspaces ™ |alias:  Amendment Study Assistant Study Application Kl Back
PI: _Hayes, Amber

‘ Study Status: _ IRB Number : IRB-2017-2040 IS TIPSR Amending to add a key personnel

0 result(s) found...

| Add a New Application Type | | ‘Add a new Application |

Approval Date Create a Revised Application

Application Type

No application versions have been added to this study

Informed Consent
The Informed Consent link, from the main Submission screen, will direct you to the 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 for consent documents that have been uploaded
to the study. If you click a link in the menu, the Informed Consent library will open to display only documents in the

selected category.

©2020 iMedRIS Data Corporation 5
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Protocol Items

Study Application

Informed Consent » Study Consent Category I

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.

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.

IRB Number: IRB-19-5430 —
My Workspaces [ |atias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status: = IRB Number - 1RB-19-5430 JESPRSSRIIIN = fccts of sun exposure in water and out of water ‘

Show Hidden: () ves @ No

Search Level: ® Top () Al
Title:

Select Category: | Al v
Version #: 5 Consent Outcome: | All v Filter Documents
Approval Date: [El] vetween Expiration Date: [l between
[ Export ] [ Print Friendly ] [ Compare Consent versions ] [ Add a New Consent ] [ Delete Selected Consent(s) ] @

Informed consent revision histary list associated with this study.
To create a new version, click on the Add Revision icon to the right of the consent form.

To view previous versions click on the folder

1 result(s) found..
=1 View Edit/ . UnApproved o
History View | Title/Category | version P Approved Consent | Consent Outcome Approval Date Expiration Date | Checked Out By

IRB - Review Board Censent Template a
Study Consent 1.0 English Add @
Revision

Category 1 07/29/2019

Filters
At the top of the page, you can use several filters to display specific consent forms on the study.

Search Level —=The default selection for this filter is set to “Top”. This means when you use the search filters, the system
will check only the top level, or latest version, of a document. If a document has revisions, only the latest version will be
included in the search. If you would like to search all versions of a document set the selection to “All”.

Show Hidden — The default selection for this filter is set to “No”. This means that all the documents viewed on the page
are only the non-hidden documents. When you select “Yes”, the page will refresh and will display all documents for the

study.

Select Category — This provides the ability to choose a Consent Category in the search. The default selection is set to

“All” meaning all consents in all categories will display in the results.

©2020 iMedRIS Data Corporation
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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.
Note: The version number is exact case. If you type in ‘1’ only documents that are version ‘1.x’ will populate on the page.

IRB Number: IRB-19-5430 .
My Workspaces = Alias:  sun exposure Study Assistant

PI: Anderson, Douglas Stuart, Dr.

Search Level: (® Tgp All

Select Category: All v
I Version #: |1 . I
Approval Date: 'l between B

Approval Date — You can specify a date range for approval dates. You must enter a date into both fields. If you want just
one day, put the same day in both date fields.

Consent Outcome — You can select a review board document outcome in this drop-down list.

Expiration Date - You can specify a date range for expiration dates. You must enter a date into both fields. If you want
just one day, put the same day in both date fields.

Export
You can export a list of the consent forms to an Excel spreadsheet. Click the Export button on the top of the page.

A new page will open, and your Internet browser will download the spreadsheet. Internet Explorer Version 9 is used in
this example. Depending on your Internet settings, you may have a blocker installed that prevents you from
downloading files without approval. Wait a few moments and the browser may prompt you with a yellow bar at the top,
as seen in the image below. Click the yellow bar then select Download File from the menu that appears. Do this before
clicking the Download Complete button. If you click Download Complete before saving the file to your desktop you will
lose the spreadsheet and need to click Export again.

©2020 iMedRIS Data Corporation 7
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Study Assistant Exporting Information into Spreadsheet. Wait for the file to download
INSTRUCTIONS
Step 1:
If your browser blocks pop - ups, then after a few moments a bar similar to the one shown below may appear in your
browser.

\i To halp protect your security, Internet Explorar blacked this site from downloading Files ko your computer, Click hers For options.

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

he

More information

Step 2:

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

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

Download Complete

i o w0 e ez this filu?.

lﬁj o sth_Somrvents- vy 2 o
Tyue o oioft Werd Cucurend, 23,56 | Cancel |
Fii 6522042145

e
) [ ein bk e i
P e in

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

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

Step 3:

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

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

When you select to download the file a popup window will ask you if you’d like to open or save the document. You can
do either, however we recommend that you save the spreadsheet before opening. You will want to make sure you save
the document to a location on your computer that you will remember.

Once you save the document to a location on your computer, you need to click on the Download Complete button
within the browser. If you did not want to check out the document click the Cancel button. This will return you to the
previous page.

Do you want to open or save Query.xls (6.00 KB) from iris-pm? Open Save = Cancel

You will return to the Informed Consent library. The spreadsheet you downloaded will display a list of consents with
detail related to the columns stored in the consent table. There will be one record for each consent version in the
Informed Consent library.

c23 - e |
A B C D E F G
1 COMNSENT ID|TITLE |VERSION_DATE |[VERSION_ID ||IRE_APPROVAL DATE |IRB_EXPIRATION DATE |UNAPPROVED FILE_NAME |APPR
2 20 ConsentDocument 2014-02-12 00:00:00.0 1 Consent_20.docx
3 21 ConsentDocument 2014-02-12 00-:00-00.0 " 2014-03-01 00:00:00.0  2015-02-28 00:00:00.0 Consent_21.docx
4
5
Print Friendly

You can also view the consents on the page in a printer friendly view, if you would like to print out a list of the consents.

©2020 iMedRIS Data Corporation 8
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Click the Print Friendly button at the top of the page. A new window will open, displaying basic study information, at the
top of the page. The page will also list out any consent records on the study, along with basic consent information.

You can click the Print button to send this page to your printer or click the Close button to close the window.

Note: When you Export a consent form, each version of the consent is displayed. When you choose the Print Friendly
view, only the latest version of a consent record will display and not each individual version of a consent record.

CIOSE

Informed Consent Document

Study Status: Pending - Submitted for Initial Review
Principal Investigator :|Anderson, Douglas Stuart, Dr.
Study Title: Effects of sun exposure in water and out of water

1 result(s) found

L] Approved Consent Review Outcome Approval Date Expiration Date Checkout By

Title/Category Version Sponsor Version Language Consent

IRB - Review Board Consent Template

Study Consent 1.0

Category I 07/28/2019 Eug [

Compare Consent Versions
When there is more than one version of a consent form, a yellow folder icon will appear in the table. When you click on

the yellow folder any previous versions will display below the most current version.

This will allow you to view information related to older versions. You can even view the previous versions’ unapproved
consent 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.

1 result(s) found...

H‘i';::rv ‘ Edit/ | Title/Category | Version Sponsor Version  |Language Approved Consent | Consent Outcome ‘ Approval Date ‘ Expiration Date | Checked Out By

IRB - Review Board Consent Template [*

v

\ 1 Study Consent 1.2' English Add @

Category [ 07/29/2019 Revision
IRB - Review Board Consent Template

&
Study Consent 1.1
Category 1 07/29/2019 English

IRB - Review Board Consent Template

Study Consent 1.0
Category I 07/29/2019 English

iRIS will run the two versions of the consent through a comparer tool. This may take several moments, depending on the
size of your consent documents. When the tool is complete a new window will open displaying both selected versions of
the consent in a side-by-side view, with the newer version listed in the left column and the older version listed in the
right column. At the bottom of the window a split view will display a combination of both versions, indicating where
items have been modified. The screenshot below shows you any differences in the newer version by marking items
either Green or Red. 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 in the Informed Consent, click the Close button.

©2020 iMedRIS Data Corporation 9
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Gl=s

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

Document Version: 1.1 Synchronize scrollbars Document Version: 1.2|

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

1.

v v

X7
*x

Details of Changes Additions Into New Version Deletions From Previous Version

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

Add a New Consent
You can add a new consent to the study by clicking Add a New Consent button.

A new page will open within the window asking for input on how you will upload the Consent document.

Depending on your system settings you may or may not have the same options as described for adding an Informed
Consent.

Each possible selection is described below. Choose the appropriate action then click the Next Screen button.
_ IRB Number: IRB-19-5430
My Workspaces © Alias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status: IRB Number : IRB-13-5430 Study Title : Effects of sun exposure in water and out of water ‘

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

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

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

1. Add an informed consent from the list of Informed Consent Template Documents?

Review boards may make consent templates available for you to download, modify, and then upload to the study. If you
would like to download a copy and use the review board’s consent template, choose this option. Selecting this option
will present you with the ability to select the desired template from a dropdown list. Select the template. After selecting
the template, you are able to specify additional details.

©2020 iMedRIS Data Corporation 10
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1RB Number: IRB-19-5430 .
My Workspaces & Alias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘ z Effects of sun exposure in water and aut of water ‘
Conecomen |©
Instructions

* Please select the Consent Template: | -none— v 1. Complete the fields to the left side of the screen then click the Save Consent link. This will open the
ICD template in your browser so you can review it.

2. Download the decument to your workstation by clicking the Download button at the top right side of
the screen. Your browser will then ask if you would like to save or open the file named

Ll s S i d el e (i i "ConsentDocument.rtf". Click the Save option. This will download the file to your workstation.

name:
3. Click the Complete Checkout button in your brawser window.
4. You can now edit this document using any standard word processing program such as MS Ward and
*Version Date: = WordPerfect used on either a MAC or a standard PC. Make sure you save the document to your
workstation in .rtf format.
5. Check the document into the iRIS system by clicking the Check in Document button. Use the browse

button and find your document, Select your document, then select the open button. Select the ok button,

Category: | —none— v then when back in the IRIS system, click the Save Consent link.

Description:

#Version Number: o
Sponsor Version:
* Language: |English v

* Reconsent Required: Yes ® No

Reconsent Reason:

Comments:

If you would like the name of the consent to appear differently than the given Consent Title, you can type in the name in
the Provide the Consent Title if different from the template name field.

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

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

Description — A description of the document.

#Version Number: |1 .0

Version Number - Requires you to specify what number you wish this version of the document, to be on. This can be any
character or number. After the editable version number is a hard coded “.0’. This is iRIS version number for the Consent
document. Any new document you upload to the system will begin with the ‘.0’ affixed to your manually entered version
number. Anytime a revision is made to the document through the system, iRIS will change the ‘.0’ to “.1" and will
continue to increment the numbers each time a revision is made. This is how the system tracks the number of revisions
to the document in iRIS. You will always be able to revise your manually entered version number, but you are unable to
revise the iRIS version number.

Language — It is required that you select the Consent language from this dropdown list.
Reconsent Required — Indicate “Yes” if subjects on the study will need to be re-consented.
Reconsent Reason - You can add any re-consent reason to this field.

Comments — Any comments regarding the consent document you feel necessary to add for the reviewing board to see.
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Enter the required information including the document itself then click the Save Consent button. The study will update
with information regarding the informed consent you chose. The system will wait for you to open the consent form in
Microsoft Word, for any edits.

You can also check-out the document. If you click Complete Checkout before saving the file to your desktop you will lose
the document and will need to click undo the checkout in order to restore the document.

Depending on your Internet Browser, version and settings, you may or may not be prompted with the file download
information. The browser asks 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. The system will return you to the previous page.

When you are ready to upload the modified consent, return to this page and click the Check-in Document button, as
seen in the image below.

. IRB Number: IRB-19-3575
My Workspaces & Alias: 50421 Study Assistant Informed Consent Document Kl Back
PI: _admin, Admin Admin Mr, B.S.

cTsu o s . o ients wi
‘ IRB-19-3575 :;E;nfod"ilnrrpi’vifeg I1I Study of Docetaxel and Atrasentan vs Docetaxel and Placebo for Patients with
Advance -

sy Subject Consent List Q Save Consent | (| J)|
Unapproved
Consent

Consent Title: IRB - Raview Board Consent Template

*Version Date: 0412312019 =

Sponsor Version:

* Category: | Study Consent Category | v

Description:

*Version Number: |1 0
* Language:  English v

* Reconsent Required: Yes ® No

Reconsent Reason:

This document is currently checked out by. Admin Admin. admin at 04/29/2018 02:59 PM PDT

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

Revert to the document stored in iRIS. Unde Check-out Document.

Comments:

A small window will open allowing you to upload a 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 so you can locate your Consent document. Once you associated a document, click the Save selected file
button.
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Document Location: | Choose File |Mofile chosen

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

Q Save selected file o Cancel

The Consent document will be uploaded to the study and it will appear as an icon next to the consent information, as
shown below. Click the Save Consent button to create the consent record.

IRB Number: IRB-19-3575 . -
Alias: 50421 Study Assistant Informed Consent Document Kl Back
PI: admin, Admin Admin Mr, B.5.

e IRB-19-3575 Study Title : CTSU S0421: Phase III Study of Docetaxel and Atrasentan vs Docetaxel and Placebo for Patients with
Advanced Hormone 2

sy Subject Consent List Q Save Consent 0
Unapproved
Consent Title: |IRE - Review Board Consent Template Consent

*Version Date: |04/23/2019 '

2. Add an informed consent from an existing electronic document you already have?
If you already have a consent document ready to upload, choose this option.

A new page will open within the browser. Here you will specify the name of the document in the Consent Title field.

IRB Number: IRB-19-5430

My Workspaces B |alias:  sun exposure Study Assistant Informed Consent Document | ;S
PI: Anderson, Douglas Stuart, Dr.

(netonen | @
Instructions

) Complete the fields to the Ieft side of the screen, then click the Upload Your Consent

*Version Date: Document... button. When the file browsing window comes up, click on the browse

button. This wil bring up your file system's file browser. Select the file you want to

upload and click the Open button. NOTE: Informed consent documents must be in

P — v cither Microsoft Word "doc” format, *rich text format (rt)” or puf to be loaded
into iRIS.

No document has been *Consent Title:
loaded

Sponsor Version:

Description:

*Version Number: -0
* Language: [ Engish v

# Reconsent Required: Yes ® No

Reconsent Reason:

Comments:
4

Drag your file here or click in this area.

* upload your document
(Microsoft Word, RTF or PDF file only)

Add in browser: Add in browser
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You can enter in the additional consent details. At the bottom of the page you can click the Upload Your Document box
or you can drag and drop the document into the dotted lined box to upload your consent.

If you click into the box, a small window will open allowing you to upload a 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 so you can locate your Consent document. Once you associated a document, click the
Save selected file button, as shown in the image below.

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.

stay in place until the upload operation has completed.

Q Save selected file 0 Cancel

The Consent document will be uploaded to the study and it will appear as icon next to the consent information. Click the
Save Consent button to create the consent record.

IRB Number: IRB-19-5430
My Workspaces ®  |alias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status: = IRB Number : IRB-19-5430 Study Title : Effects of sun exposure in water and out of water ‘

E==10]
*Consent Title: Instructions
w Complete the fields to the left side of the screen, then click the Upload Your Consent
*Version Date: =\ Document... button. When the file browsing window comes up, click on the browse
RTF s Version: buttan. This will bring up your file system's file browser. Select the file you want to
ponsor Version: upload and click the Open button. NOTE: Informed consent documents must be in
document has been e v either Microsoft Word "doc” format, "rich text format (rtf)" or pdf to be loaded
loaded into iRIS.

Description:

*Version Number: K
# Language: | Engish v

* Reconsent Required: () yes ® g

Reconsent Reason:

Comments:
2
@
RTF
* upload your document (2.83 KB)
Remove
Edit in browser: Edit in browser

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

A consent builder template is a document that has been specifically designed to step you through the process of
customizing your consent form. When you select this option, you will be prompted to select the consent builder
template from a dropdown list.

©2020 iMedRIS Data Corporation 14



Study Assistant—Study Management: Submissions iRIS™ v12.01

IRB Number: IRB-19-5430 .
My Workspaces & Alias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘ IRB-19-5430 Effects of sun exposure in water and out of water ‘
E==10

Instructions

faieasl alaci il ahn: il o | —none-- A 1. Complete the fields to the left side of the screen then click the Save Consent link. This will open the
ICD template in your browser so you can review it
Provide the Consent Title if different from the template 2. Download the document to your workstation by clicking the Download button at the top right side of
e fthe screen. Your browser will then ask if you would like to save or open the file named
"ConsentDocument.rtf". Click the Save option. This will download the file to your workstation.
3. Click the Complete Checkout button in your browser window.
*Version Date: Bz P ¥

4. You can now edit this document using any standard word processing program such as MS Word and
‘WordPerfect used on either a MAC or a standard PC. Make sure you save the document to your workstation

Sponsor Version: in .rtf format.

5. Check the document into the iRIS system by clicking the Check in Document button. Use the browse
button and find your document. Select your document, then select the open button. Select the ok button,
Category: v then when back in the iRIS system, click the Save Consent link

Description:

* Version Number: 0
* Language: |English v

* Reconsent Required: Yes ® no

Reconsent Reason:

Comments:

Once you have selected the template, fill out the fields on the screen as described above, and then click Save Consent. A
screen will open with a preview of the template. Click Download to continue.

IRB Number: IRB-19-5430 .
My Workspaces & Alias:  sun exposure Study Assistant Informed Consent Document Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘ Effects of sun exposure in water and out of water ‘
I Download I ; 2

This is a template for completing a research consent form.

All blue and red tesxt must be replaced or removed before sending the final version to the IRB.

PLEASE PROOFREAD BEFORE YOU SUBMIT!
Background of the study:

Here one should describe...

Purnose:

A new page will open, and your Internet browser will download the consent document. Depending on your Internet
settings, you may have a blocker installed that prevents you from downloading files without approval.

Depending on your browser, version, and settings, you may or may not be prompted with the file download information.
The browser asks if you would like to open or save the consent document.

It is best to choose to Save the document, so you can be sure to save the document in a known location.

Do you want to open or save ConsentDocument.rtf (20.8 KB) from 192.168.0.637 Open Save | ¥ Cancel

The system will return you to the previous page.
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IRB Number:
Alias:

My Workspaces &

IRB-19-5430

sun exposure
PI: Anderson, Douglas Stuart, Dr.

iRIS™ v12.01

Study Assistant Informed Consent Document Kl Back

‘ Study Status:

= IRB Number : IRB-19-5430

Study Title - Effects of sun exposure in water and out of water ‘

Consent Title:

*Version Date:

Sponsor Version:

Category:

Description:

*Version Number:
* Language:

* Reconsent Required:

Reconsent Reason:

Consent Document

07/26/2019

1 0
Engish v

Yes @ no

Check-in when you are done editing to upload the

This document is currently checked out by.

back into iRIS. |

Abby Ack at 07/25/2019 12:56 PM PDT

Check-in Document.

Revert to the document stored in iRIS. |

Undo Check-out Document.

[ Consent List ]

[Gaecon |®
Unapproved
Consent

Comments:

The study will update with information regarding the informed consent you chose. The system will wait for you to open
the consent form in Microsoft Word, for any edits.

When you are ready to upload the modified consent, return to this page and click the Check-in Document button.

A small window will open, allowing you to upload a 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 so you can locate your Consent document. Once you associated a document, click the Save selected file
button.

Choose File |Mofile chosen
| S|

Document Location:

Instruction: Uploading a document into iIRIS™ requires locating the document on the
computer. Once you have located the document click on the 'Save selected file' button.

stay in place until the upload operation has completed.

Q Save selected file

0 Cancel

The consent document will be uploaded to the study and it 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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Informed Consent Document Kl Back

k430 Effects of sun exposure in water and out of water
o] oo O
Unapproved
Consent Title: |Consent Document Consent

*Version Date: (07/26/2019 :I

Sponsor Version:

Any consent record you add will be displayed on the page in the table of consents on the study. Included with the
consent record are fields reserved for the review board, Review Outcome, Approval Date, and Expiration Date. This
information will populate when the review board gives the consent form an outcome. There is also a column called
Checked Out By. This column only populates if the consent is checked out for edits.

When you add a new consent record from this area, in order for the new consent to be approved you will need to
associate the document to a submission form and send it to the board for approval. Consent forms can be added here
and later attached to a submission form.

3 result(s) found.
H‘i'!i:;:v 5‘:;:’: Title/Category | Version ‘Sponsor Version |Language “m“:::"::"ed Approved Consent | Consent Outcome Approval Date Expiration Date | Checked Out By
IRB - Review Board Consent Template “
Study Consent 1.2 Add @
Category T 07/29/2019 English Revision
Consent Document @
1.0 Abby Ack at 07/29/2019 Add @
07/26/2019 Edish @ 01:00:55 PM Revision
Standard Consent @
20 @
Add
07/29/2019 English @ Revision

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

Edit/View

You can view the details of any Consent by clicking the icon in the Edit/View column. If the consent has been submitted,
you will not be able to make any edits. Sections will be grayed out like the image below. You will need to create a
revision of the document in order to do so.
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My Workspaces &

iRIS™ v12.01

TIRB Number: IRB-19-5430
Alias:  sun exposure Study Assistant Informed Consent Document Back
PI: Anderson, Douglas Stuart, Dr.

‘ Study Status:

= ReL9-sa30

Effects of sun exposure in water and out of water

Consent Title: |IRB - Review Board Consent Template

*Version Date: 07/29/2019

Sponsor Version:

Category: | Study Consent Category |

Description:

*Version Number: |1 1
* Language: |English v
* Reconsent Required: Yes * No

Reconsent Reason:

Comments:

v

Consent List @

Unapproved
Consent

When you open the details of the consent, you can view the document by clicking the icon on the top right corner of the
screen. Depending on the status of the document you may see a Word icon, an RFT icon, or a PDF icon.

My Workspaces &

IRB Number: IRB-19-5430
Alias:  sun exposure
PI: _Anderson, Douglas Stuart, Dr.

Study Assistant Informed Consent Document Kl Back

‘ Study Status:

5 IRB Number = IRB-19-5430

Effects of sun exposure in water and out of water

Consent Title:

*Version Date:

Sponsor Version:

Category:

Description:

*Version Number:
* Language:

* Reconsent Required:

Reconsent Reason:

Check-out the Document to your workstation for editing:

Edit in browser:

Standard Consent

0712912018 E=N

2 -0
English v

® Yes No

[ Check-out Document. ]

Edit in browser |

[ Gonsent List ] [ Save Consent ]O

Unapproved
Consent

Accessing an Approved Consent
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 can access the copy

of the consent. This will open the Consent document in a new window.

Once the review board approves the Consent, the unapproved copy of the consent will not be displayed in the column.

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 in a new window allowing you to print it for your records.
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IRB Number: IRB-19-5554 . —
My Workspaces & Alias:  melanin Study Assistant Informed Consent Document Kl Back
PL: _admin, Admin Admin, R.N. Brig. Gen.

IRB Number : IRB-19-5554 Study Title : Human study on melanin pigments and sun exposure

Show Hidden: () yes ® No

Search Level: ® Top () Al
Title:

Select Category: | All v
Version #: s Consent Qutcome: All v Filter Documents
Approval Date: [El+| between = Expiration Date: vI between E-
[ Export ] [ Print Friendly ] [ Compare Consent versions ] [ Add a New Consent ] [ Delete Selected Consent(s) ]@
Informed consent revision history list associated with this study.
To create a new version, click on the Add Revision icon to the right of the consent form.
To view previous versions click on the folder
5 result(s) found...
Create a

E’;P:am“ Checked Out By Revised | Hide

; View | Edit/ | .. . Sponsor UnApproved  |Approved
History | View | Title/Category | Version Version Language e i Consent Outcome | Approval Date | [ *P

Document

IRB - Review Board Consent Template
English
07/30/2019 g Revision
Consent Document @
1.0 5 -
— English { 07/30/2019 07/30/2019 Add @
07/30/2019 - Revision

Revise a Consent
If you would like to revise an existing Consent record, click the icon in the Create a Revised Document column.

iRIS will ask for your confirmation to creating the revision. Click OK to proceed with the revision or click the Cancel
button to return to the Informed Consent library page without creating a revision of the document.

iris-gatl says

Confirm the adding a revision.
Are you sure you want to create a revision?

If you click the OK button, iRIS will confirm the revision and provide the information about the version of the document

you are editing. Click the OK button to proceed.

iris-gal says

A new version has been created. The document you are editing is

The window will refresh again and populate with details of the document you are revising, allowing you to change

version 1.1

details and checkout the revised document.
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iRIS™ v12.01

IRB-19-5430

IRB Number:
Alias:  sun exposure
PI: Anderson, Douglas Stuart, Dr.

My Workspaces

Study Assistant Informed Consent Document Kl Back

‘ Study Status: S IRB Number - IRB-19-5430

Study Title - Effects of sun exposure in water and out of water

[ Censent List ]

[ Save Consent ]@

Consent Title: Standard Consent

*Version Date: 07/29/2019

Spensor Version:

Category: v

Description:

*Version Number: 2 1
* Language: |Englsh v

* Reconsent Required:  ® yes () o

Reconsent Reason:

Check-out the Document to your workstation for editing: Check-out Document...

Edit in browser: Edit in browser

Comments:

Check-out the document if you want to edit the document or you can also click Edit in browser to edit the form within
the browser.

Whenever a document is checked out, the system will indicate the document is checked out. 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.

This document is currently checked out by. Abby Ack at 07/25/2019 01:56 PM PDT

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

Revert to the document stored in iRIS. [ Undo Check-out Document. ..

When you view the Informed Consent library, any document that is currently checked out will contain the checkout
information, in the Checkout by column.

4 result(s) found

H‘i':‘:v ‘ 5‘_21 Title/Category | Version ‘Sponsor Version |Language Approved Consent | Consent Outcome ‘ Approval Date Expiration Date | Checked Out By
Standard Consent i
() gtudy Consent 1.1’ English (W] Add @
ategory I 07/15/2019 Gud Revision
Standard Consent m
i 5.71’ English AbDY Ack at 07/29/2019 Add @
/29/2019 01:56:26 PM TeaEm
IRR - Review Roacd t Teconlat, G

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.

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

A window will open allowing you to upload the revised Consent. 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 so you can
locate your Consent document. Once you associated a document, click the Save selected file button.
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Document Location: | Choose File |MNofile chosen
L=

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.

stay in place until the upload operation has completed.

Q Save selected file 0 Cancel

The Consent document will be uploaded to the study and it will appear as an icon next to the consent information, as
shown below. Click the Save Consent button to save the revised document to the study.

Study Assistant Informed Consent Document Kl Back

[ Gonsent List ] [ Save Consent ﬂ

Unapproved
Consent Title: Standard Consent Consent

IRB Number: IRB-19-5430
Alias:  sun exposure
PI: Anderson, Douglas Stuart, Dr.

My Workspaces &

*Version Date: [07/29/2019 E=

Sponsor Version:

Category: v

Description:

*Version Number: 2 0
* Language: |Engish v

* Reconsent Required: @) yes () o

Reconsent Reason:

Check-out the Document to your workstation for editing: | Check-out Document...

Edit in browser: Edit in browser

Comments:

Other Study Documents

The Other Study Documents link from the main Submissions page will direct you to the Other Study Document library,
which stores any document you have attached to submission forms or added through the library. If you hover over the
Other Study Documents link, a popup menu will appear that displays all the categories for 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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Protocol Items

Study Application

Informed Consent »

Other Study Documents » General Study Document

Contract Documents HIPAA Authorization

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 existing document, add new documents, compare versions of documents and print out
approved copies of a document.

A new property has been added that allows the system administrator to prohibit documents attached to a submission to
be edited. This property controls whether Researchers are able to edit documents from the Study Management
Document List. The default setting is set to “No”, if you want to change the function and allow Researchers to edit
documents, 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 a New Document, Add
Multiple Documents, and Delete Selected Document(s), will no longer be available as well.

IRB Number: IRB-19-5430 R —
My Workspaces [ [alias: sun exposure Study Assistant Study Documents Kl Back
PI: Anderson, Douglas Stuart, Dr.

‘m IRE Number = IRB-19-5430 Study Title : Effects of sun exposure in water and out of water |

Search Level: (® Top () Al Show Hidden: () ves ® no
Select Category: All v Title:
Version #: - Document Outcome: All v Filter Documents

Approval Date: between Expiration Date: between

[ Print Friendly ] [ Compare document versions ]

1 result(s) found...

H‘i’;f“)“’ry Edit | Version Title/ Category Document Qutcome | Approval Date Expiration Date ‘ | Stamped File | Checked Out By Create Revision  Hide
1.0 Survey for people under 55 years old
07/30/2019 Survey e (Read Only)

5.56 KB

When this property is set to “Yes”, the Researcher will be able to edit any study documents from the Study Management
page. Under the “Create Revision” tab, the option to Add Revision is no available. The options to Add a New Document,
Add Multiple Documents, and Delete Selected Document(s), now is available as well.
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IRB Number: IRB-19-5430 )
My Workspaces = |alias:  sun exposure Study Assistant Study Documents Kl Back
PI:  Anderson, Douglas Stuart, Dr.

Search Level: ® op () Al Show Hidden:  yos @ no
Select Category: | All v Title:
Version #: - Document Qutcome: | All v Filter Documents
Approval Date: [FSl+| between [ Expiration Date: [FSl+| between [
[ Print Friendly ] [ Compare document versions l Add a New Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) l
1 result(s) found
5] H‘i’sif;"w Edit | Version Title/ Category Document Outcome | Approval Date ‘ Expiration Date ‘ | Stamped File | Checked Out By | Create Revision  Hide

1.0 Survey for people under 55 years old w) [’:—j
07/30/2019 L

- 7 Survey 5.56 KB Add Revision

Filter Documents

At the top of the page are different filters you can use to find a particular document or group of documents.

You can enter a combination of different filter items to display results.

Study Status: IRB Number : IRB-19-5554 Study Title = Human study on melanin pigments and sun exposure |

Search Level: ® Top () All Show Hidden: () yas ® no
Select Category: All v Title:
Version #: - Document Outcome: | All v Filter Documents

Approval Date: between Expiration Date: between

The available filters are as follows:

Search Level —=The default selection for this filter is set to “Top”. This means when you use the search filters, the system
will check only the top level, or latest version, of a document. If a document has revisions, only the latest version will be
included in the search. If you would like to search all versions of a document set the selection to “All”.

Select Category — You can choose a document category from the drop-down menu. If you had selected a category

before opening the library, that category will appear in this field, and only documents in this category will appear in the
results.

Version # - Type in a version number to include in the filter.
Note: The version number is exact case. If you type in ‘5’ only documents that are version ‘5.x” will populate on the page.

Approval Date — You can specify a date range for approval dates. You must enter a date into both fields. If you want just
one day, put the same day in both date fields.

Show Hidden — The default selection for this filter is set to “No”. This means that all the documents viewed on the page
are only the non-hidden documents. When you select “Yes”, the page will refresh and will display all documents for the
study.

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

Document Outcome — You can select a review board document outcome in this drop-down list.
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Expiration Date - You can specify a date range for expiration dates. You must enter a date into both fields. If you want
just one day, put the same day in both date fields.

Printer Friendly
You can also view the documents on the page in a printer friendly view if you would like to print out a list of the
documents.

Click the Print Friendly button at the top of the page. A new window will open, displaying basic study information at the
top of the page. The page will also list out any document records on the study, along with basic document information.

You can click the Print button to send this page to your printer or click the Close button to close the window.

Note: If you had set filter criteria prior to clicking the Printer Friendly button, the filters will carry forward to this view.
The Print Friendly view will display the filters in use, as shown in the screenshot below.

Study Documents
Study Status: Pending - Submitted for Initial Review
Principal Investigator : admin, Admin Admin, R.N. Brig. Gen.
Study Title Human study on melanin pigments and sun exposure

Category: All SubCategory: All Version Number: Review Outcome: Approval Dates Between: and Expiration Dates Between: and

1 result(s) found

Title/Category File Stamped File Version Document Qutcome Approval Date Expiration Date Checked Out By
HIPPA
HIPAA Authorization ]
RTF =0
07/30/2019
18.16 KB

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

This will allow you to view information related to older versions. You can even view the previous versions’ unapproved
document by clicking on the Word icon in the File column.

You can also compare versions of the document 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.

[ Print Friendly ]I[ Compare document versions ][ Add a New Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) ]

2 result(s) found...

View

History Edit Version Title/ Category Document Outcome | Approval Date ‘ Expiration Date ‘ ‘ Stamped File Checked Out By | Create Revision Hide
1.1 Flyer_Paid EJ
@ 1 . 07/30/2019 ;
Flyer/Advertisement 11.95 KB Add Revision
~ 1.0 Flyer_Paid @
4 |07/30/2019 Flyer/Advertisement 11.95 KB
!m %
073012019 i izati — b
— = HIPAA Authorization 4.02 KB Add Revision

iRIS will run the two versions of the document through a comparer tool. This may take several moments, depending on
the size of your documents. When the tool is complete, a new window will open displaying both selected versions of the
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document in a side-by-side view, with the newer version listed in the left column and the older version listed in the right
column. At the bottom of the window a split view will display a combination of both versions, indicating where items
have been modified.

This bottom 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 document, and Red highlights mark items that have been removed from the
document.

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

Document Version: 1.0 Synchronize scrollbars Document Version: 1.!

Flyer_Paid Flyer_Paid

Brochure - Private Companies Brochure ¢ € Private Companies

This study is looking for indivdual companies to sponspor and participa

N | T

Details of Changes Additions Into New Version Deletions From Previous Version 183
Brochure —Private-Companiesg iatlc Companies
This study is looking for indivdual companies to sponspor and participate in

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

A new page will open within the browser. Here you will specify the name of the document, in the Document Title field.

*“Wersion Number: _ o

Version Number - Requires you to specify what number you wish this version of the document, to be on. This can be any
character or number. After the editable version number is a hard coded .0. This is the iRIS version number for the
document. Any new document you upload to the system will begin with the .0 affixed to your manually entered version
number. Anytime a revision is made to the document through the system, iRIS will change the .0 to .1 and will continue
to increment the numbers each time a revision is made. This is how the system tracks the number of revisions to the
document in iRIS. You will always be able to revise your manually entered version number, but you are unable to revise
the iRIS version number.

©2020 iMedRIS Data Corporation 25



Study Assistant—Study Management: Submissions iRIS™ v12.01

Version Date — This is the date of the manually entered version number. This is typically the date the document was
uploaded to the system. You can choose whether or not to have this field auto filled for you are using the
system.auto_fill_version_date property, located under Study Document Screen Setup.

Category — This configurable drop-down list allows you to select a category for the document. This question may or may
not be required, based on 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 reviewing board to see.

iy Workspaces B ﬂl}iz:um;er:lanz?s-19-5555 Study Asststant
PI: admin, Admin Admin, R.N. Brig. Gen.

‘w_ IRB Number : IRB-19-5555 Study Title : Human study on melanin pigment and sun exposure correlation |

*Document Title:

*Version Number: -0
Version Date: (07/30/2019 "

* Category: |-none— v

Description:

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

Add in browser: Add in browser

Comments:

Enter the required information including the document itself then click the dotted box or drag and drop your document
into the box to upload the document.

If you click the box, a small window will open allowing you to upload a 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 so you can locate your document. Once you associated a document, click the Save
selected file button.
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Document Location: | Choose File |MNofile chosen

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

Q Save selected file o Cancel

The system will return you to the previous page.

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

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.

Click the Save Document button to create the record.

Any document record you add will be displayed on the page in the table of Other Study Documents on the study.
Included with the document record are fields reserved for the review board, Review Outcome, Approval Date, and
Expiration Date. This information will populate when the review board gives the Other Study Document an outcome.
There is also a column called Checked Out By. This column only populates if the document is checked out for edits.

3 result(s) found...

E H‘irsli::ry Edit Version Title/ Category ‘ Document OQutcome Approval Date | Expiration Date ‘ ‘ Stamped File Checked Out By | Create Revision Hide
HIPPA Abby Ack
2.0
w7 07/30/201% (Read Only) H i
07/30/2019 HIPAA Authorization 4.02 KB 10:590‘ 13 AM .
12 Flyer_Paid I"'J ["_j

Note: When you add a new document record from this area, in order for the new document to be approved you will
need to associate your document, to a submission form and send it to the review board for approval. Without sending
your document, the review board has no way to see there is a new document for review. Other Study Documents can be
added here and later attached to a submission form, like an Amendment, which is covered later in this document.

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

When you click this button, a new page will open containing five rows for document uploads. Depending on the number
of documents you are adding, you can populate the information in each row: Document Title (required), Version,
Version Date, Category, and File Path.

Add the information for the number of documents you are uploading. If you are not uploading five documents, just
populate the necessary row(s) and click the Save Record(s) button.
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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.

You can also delete records from the upload, by selecting the checkbox next to the record and clicking the Delete

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

IRB Number: IRB-19-5555 . .
My Workspaces ®  |Afias: correlation Study Assistant Study Documents Kl Back
PI: admin, Admin Admin, R.N. Brig. Gen.

Browse for files in your local machine. Records with invalid file path will not be
added.

All fields other than file path will be automatically populated if not entered.

[ Add New Records ]@[ Delete Record(s) ] [ Save Record(s) ]

I T B
.0 --none-- Y || Choose File |No file chosen
.0 --none-- Y || Choose File |No file chosen
.0 v --none— ¥ || Choose File |No file chosen
.0 v --none— ¥ || Choose File |No file chosen
.0 [7&Slw|  —none- ¥ || Choose File |No file chosen
Delete Documents

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

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.

When you open the details of the document, you can view the document by clicking the View the Stamped Document

icon. Depending on the status of the document, you may see a Word icon, an RFT icon, or a PDF icon, as shown in the
image below.

IRB Number: IRB-19-5555 B .
My Workspaces ™ |alias: correlation Study Assistant Study Documents Kl Back
PI: _admin, Admin Admin, R.N. Brig. Gen.

HIPPA dview the:
*Document Title: locumen

w
4

RTF
*Version Number: 2 -0

Version Date: 07/30/2019 Bz

* Category: | HIPAA Authorization v

Description:

You can also edit the document within the browser. Layouts might be differ, depending on the browser being used.

©2020 iMedRIS Data Corporation 28



Study Assistant—Study Management: Submissions iRIS™ v12.01

Check-out the Document to your

workstation for editing: | Hilze SoTAY ce Tl s |

Edit in browser: Edit in browser

IRB Number: IRB-19-5555 R —
My Workspaces ™ |alias: correlation Study Assistant Study Documents £l Back
PI: admin, Admin Admin, R.N. Brig. Gen.

‘m_ [RE1975555 PR SESy o EERIn poment ans un Sxposire conelzten ‘
A Note: Some formatting for the content copied from an external source may not be retained.

Il
£
3]
0
N
»
J

“w B I U & x x Calbi - 14 - & - - E- =~ =~

Today's date: July 30, 2019

HIPPA AUTHORIZATION for SUBJECT 46

Accessing Approved Documents

Within the Other Study Document table; there will be columns for the un-approved and approved versions of the
documents. If the review board has not approved a certain document, clicking on the icon in the File column can access
the copy of the document. This will open the document in a new window.

If the review board approves a document, the original copy will not be displayed in the column. The approved document
will be available 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 Number: IRB-19-5555 . —
My Workspaces ®  |Alias: correlation Study Assistant Study Documents Kl Back
PI: admin, Admin Admin, R.N. Brig. Gen.

Study Status: IRB Number : IRB-19-5555 Study Title : Human study on melanin pigment and sun exposure correlation ‘

Search Level: ® T, () Al Show Hidden: () yes ® No
Select Category: | All v Title:
Version #: . Document Qutcome: | All v
Approval Date: between = Expiration Date: between =

[ Print Friendly ] [ Compare document versions ][ Add a New Document ] [ Add Multiple Documents ] [ Delete Selected Document(s) ]

3 result(s) found

H‘i’;?:,ry Edit Version Title/ Category Document Qutcome | Approval Date | Expiration Date ‘ ‘ Stamped File  Checked Out By | Create Revision Hide

1.0 Flyer_Paid

. .
L4 07/30/2019 Flyer/Advertisement Approved 07/30/2019 07/30/2019 Add Revision

HIPPA E_‘]

2.0
07/30/2019 HIPAA Authorization Add Revision

1.0 Investigator's Brochure Template EJ
07/30/2019 Investigator brochure 4 o Add Revision

Creating Revisions
If you would like to revise an existing document record, click the icon in the Create a Revision column.
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iRIS will ask for your confirmation to creating the revision. Click OK to proceed with the revision or click the Cancel
button to return to Other Study Document library page, without creating a revision of the document.

iris-gal says

Confirm the adding a revision.
Are you sure you want to create a revision?

If you click the OK button, iRIS will confirm the revision and provide the information about the version of the document
you are editing. Click the OK button to proceed.

iris-gal says

A new version has been created. The document you are editing is

The window will refresh again and populate with details of the document you are revising, allowing you to change
details and checkout the revised document. Click the Check-out Document button, as seen in the image below.

IRB Number: IRB-19-5555 . e
My Workspaces ®  |Alias: correlation Study Assistant Study Documents Kl Back
PI: admin, Admin Admin, R.N. Brig. Gen.
1RB-19-5555 Human study on melanin pigment and sun exposure correlation ‘

Investigator's Brochure Template View the
document

version 1.1

*Document Title:
P w
RTF

*Version Number: |1 1

Version Date: 07/30/2019 '

* Category: | Investigator brochure v

Description:

Check-out the Document to your
workstation for editing:

Check-out Document. . |

Edit in browser:

Edit in browser |

Comments:

Depending on your Internet Browser, version and settings, you may or may not be prompted with the file download
information.
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Save the document in a secure and known location so that you can check it back in. The system will refresh and will look

similar to the screen below.

IRB Number: IRB-19-5555 R
My Workspaces [ |alias: correlation Study Assistant Study Documents Il Back
PI: admin, Admin Admin, R.N. Brig. Gen.

Study Status: IRB Number = IRB-19-5555 Study Title : Human study on melanin pigment and sun exposure correlation

View thq

Investigator's Brochure Template
documen

*Document Title:
w

RTF

*Version Number: |1 a
Version Date: (7/30/2019 ==

* Category: | Investigator brochure v

Description:

Thi i t
'5 ey ot by, Abby Ack at 07/30/2019

Check-in when you are done editing

upload the document back into iRIS. Check-in Document...

Revert to the document stored in

iRIS. Undo Check-out Document...

Comments:

Whenever a document is checked out, the system will indicate the document is checked out. 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.

This document is currently cI;ﬁ:;kt:ayd Abby Ack at 07/30/2019

Check-in when you are done editing

upload the document back into iRIS. | Eree SHNRTEL I

Revert to the document stored in

‘RIS. | Undo Check-out Document._. |

When you view the Other Study Document library any document that is currently checked out will contain the checkout

information in the Checked Out By column.

3 result(s) found
“‘irs'f:'ry Edit | Version Title/ Category Document Outcome | Approval Date Expiration Date ‘ Stamped File  Checked Out By ~Create Revision | Hide
. = =
1o Flyer_Paid Ej @
- -
—  07/30/2019 Flver/Advertisement Approved 07/30/2019 07/30/2019 2051 KB Add Revision
%
50 HIPPA Ej @
5 -
—— 07/30/2019 HIPAA Authorization 402 KB Add Revision
11 Investigator's Brochure Template Abby Ack
' RTF 07/30/2019 (Read Only)
—— 07/30/2019 Tnvestigator brochure 4.02 KB 11:05:18 AM

After you make any changes to the document in Microsoft Word, you can return to the Other Study Document library to
check in the changes. Click the icon in the Edit column.
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When the Study Document details page opens, you can click the Check-in Document button.

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, so you can locate your document. Once you associated 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.

stay in place until the upload operation has completed.

Q Save selected file 0 Cancel

The document will be uploaded to the study and it will appear as icon next to the document information, as shown
below. Click the Save Document button to save the revised document to the study.

IRB Number: IRB-19-5555 .
My Workspaces ®  |alias: correlation Study Assistant Study Documents Kl Back
PI: admin, Admin Admin, R.N. Brig. Gen.
IRB-19-5555 Human study on melanin pigment and sun exposure correlation

=

Investigator's Brochure Template View the
document

*Document Title:
w|

RTF

*Version Number: 1 1
Version Date: [07/302010 | [F&]

* Category: | Investigator brochure v

Description:

Check-out the Document to your

workstation for editing: ChecicoutDocuments

Edit in browser: Edit in browser

Comments:

Submission Forms

This area links to different submission forms that can be sent to a review board as needed. 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

® cContract Documents

Protocol Items

®  protocol Location Submission

Invite More Sites Form

-
®  Multi Site Data Request
-

Push Forms to Site

® 1AcuC Protocol 3rd Year Renewal

Regulatory Forms

Regulatory Submission Forms

® |nitial Review Submission Form

Study Amendment Form

Continuing Review Submission Form

Study FollowUp Form

Unanticipated Events Form

Inactivation Form

b oo

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 allows you to Copy Forms, Add
a New Form, Compare Two Versions or Delete Selected Form(s), (provided it has not been submitted for review).

Study Assistant Amendment Form Kl Back

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

IRB Number: IRB-19-5430

lias:  sun exposure

My Workspaces [©

[PI: _Anderson, Douglas Stuart, Dr.

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

0 result(s) found

Show _ Apply .
5 | Show _ | Edit/ Sub. Track Process Submission - -
Rev Fu::(;w View M“:gple Rounds Location i te Created By Date Created Modified By Date Modified

No records have been created.

The table below the buttons lists any form already started.

The Checkbox column is used to copy, compare and delete a form. Click the checkbox next to the form(s) to delete, then
click the Delete Selected Form(s) button.

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
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has been submitted previously. You can also compare the differences between two versions of the same form by clicking
the checkboxes and then click the Compare Two Versions button.

Show Follow-Up - If a form has been linked to another form as a follow-up form, it will show here. There must be a
previous version of the form to associate the current form you are filling out to, as a follow-up form. You must have it
turned on in the Systems Form Designer to be able to see this column.

2.2 Followup form

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

3 result(s) found...

Apply o
. Sub. Track Process Submission o= -
Details Mulll(:ple Rounds (e e Date Created By Date Created Modified By Date Modified

@ S:nd Abby Ack 07/29/2019 04:12:02 PM Abby Ack 07/29/2019 04:12:08 PM

@ Admin Admin admin 07/30/2019 11:10:36 AM Admin Admin admin 07/30/2019 11:12:20 AM
=3

Edit/View — Click on this icon to continue to work on a form you have already started but have not completed yet, or to
view a form that has been submitted previously.

Details — Click over hover over this icon to show the Submission Summary.

When the user fills out the data value “Submission Summary”, it will act as a summary for the submission, but also as an
identifier that will show up under “Details”.

- | Study Assistant Adverse Event Reporting Form - (Version 1.0) Back

[ Print Friendy | [ Refresh Constant Filds | [ Save Section | [ Save and Continue to Next Section | [ Signoffand Submt |

Internal (on-site)

®

External (off-site]

3.0 [ significant New Findings

1.9 For initial reports only, is this AE being reported within the required reporting window:

ves @}

@ No

4.0 B Late Submissions

N/A - This is a fallow-up report

1.10 Submission Summary

Submission Summary

subject has skin cancer

©2020 iMedRIS Data Corporation 34



Study Assistant—Study Management: Submissions iRIS™ v12.01

My Workspaces =

.| Study Assistant Adverse Event Reporting Form Kl Back

[— m CHr-191277 RPN -t of Sun Exposures in water and out of water - magnification process ‘

[ copy Form | [ dc a New Fom | [ comeare Two versions | [ Delete Seiectzd Fornis) |
List of records associated with form: Adverse Event Reporting Form.
To view previous versions ciick on the folder icon [ .
1 result(s) found...
Show - Apply issic
b S:nd Effects of Sun E... Sean McMurray 08/05/2019 11:23:25 AM Sean McMurray 08/05/2019 11:24:32 AM

When the user hovers the mouse over the = icon, the content collected in the data value from the form will appear in
a small pop-up.

Apply
Details to Sub.

Multiple

Rounds

6 B B

subject has skin cancer

Apply to Multiple — An icon will appear when a form has been created. This allows you to add the form to another
study.

By clicking on the icon, it will take you to anther screen where the user will be able to attach a copy of the form to the
another study.

IRB Number: IRB-19-5430 . _ -
My Workspaces ™ |atias: sun exposure Study Assistant My Studies Kl Back
PL:  Anderson, Douglas Stuart, Dr.

Display my studies by: Filter my studies by study status: Find by IRB Number: @ Find
All v

IRB Number v ® Most Recently Used: Find by Alias: [@ Find

Save a Copy of the selected form
) Study RB RB Principal Study Title/
L=

Study on post-natal women and the effects of different vitamins on body restoration
Draft admin, Admin Admin, R.N. Brig. Gen.
post-natal women

Effects of Caffeine on smokers

IRB-19-5491 Pape, Ann, B.S.

Medical Record study: Diabetes and Exercise
IRB-18-2383 Ack, Abby, MSN Ph.D.
Diabetes and Exercise

Caffeine on smokers

Users can also choose to filter the results by using the search bars and drop-down menus above.

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, the options might look different depending on your instituion.
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Display my studies by:

IRE Mumber v
Alias

IACUC Number
IEC Mumber ]
Radiation Safety Number

SEB Number

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, the options might look different depending on your instituion.

Filter my studies by study status:
All v

Draft

Pending - Submitted for Initial Review
Feasibility Denied

Submitted for Initial Review

Active
FollowUp+CR=Email Only+IRB=No

Follow Up+CR=1
FollowUp+CR = Email Only

Al sy e

Most Recently Used — This will filter the studies to the most recently used at the top.
Find by IRB Number — is allows the user to search for a study using the IRB number.
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.

Study Assistant My Studies Kl Back

My Workspaces ®

Display my studies by: Filter my studies by study status: Find by IRB Number: @ Find
Al v

® Most Recently Used: Find by Alias: @ Find

IRB Number v

Save a Copy of the selected form

Study on post-natal women and the effects of different vitamins on body resteration
admin, Admin Admin, R.N. Brig. Gen.

g e
edi stu
IRB-18-2383 Ack, Abby, MSN Ph.D.
Diabetes and Exercise
Effects of Caffeine on smokers

Caffeine on smokers

IRB-15-5451 Pope, Ann, B.S.

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

IRB Number: IRB-19-5430 . _
My Workspaces = Al sun exposure Study Assistant Workflow - Submission Tracki Kl Back
:  Anderson, Douglas Stuart, Dr.
4

/
/ Changes-Requested Modification- Requesled

C ) C Post-Review

Changes-Requested Modification- Requesled

Gatekeeper

( ) C Post-Review

Changes-Requested Modification- Requesled

IACUC

C ) ( Post-Review

Changes Requested Modification- Requesled
D
- |

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

%
\ N\
\
NS

IRB Number: IRB-19-5430

My Workspaces = Al sun exposure Study Assistant ‘Workflow - Submi
Anderson, Douglas Stuart, Dr.
"\ N\ _/ i
Changes-Requested Modification-Requested

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

ion Tracking Kl Back

Print Friendly

Task
Status.

B pre-submission 07/28/2019 02:11 PMPDT | 07/28/2019 02:12 PMPDT 0 Day(s) O Hour(s) O Minute(s)

Completed Amendment Form is waiting to be submitted 07/29/2019 02:11 PMPDT  07/29/2019 02:11 PM PDT Day Hour Mindte

Completed Assign Department Personnel for Signoff 07/29/2019 02:11 PM PDT 07/29/2019 02:12 PM PDT D%V HO“E: M‘"“ée
C i - - Day Hour Minute
ompleted View Signoff Douglas Stuart Anderson, Dr. as Principal Investigator review and apply signoff, assigned by Abby Ack, MSN Ph.D. 07/29/2019 02:12 PM PDT | 07/29/2019 02:12 PM PDT O
C i . . Day Hour Minute
ompleted Abby Ack, MSN Ph.D. s IRB - Nurse review and apply signoff, assigned by Abby Ack, MSN Ph.D. 07/29/201902:12 PMPDT  07/29/2019 02:12 PM PDT o

Completed Send Email with Submission Forms 07/29/2019 02:12 PMPDT  07/29/2019 02:12 PM PDT Day Hour Minute

Error The following Study Personnel are not registered with up to date training records: 07/29/2019 02:12 PM PDT 07/29/2019 02:12 PM PDT D%Y HO“E: M‘"“ée
S 07/29/2019 02:12 PM PDT 0 Day(s) 0 Hour(s) 2 Minute(s)

Received IRB received the submission 07/29/2019 02:12 PM PDT Dag Hour M"””;ES
18C 07/29/2019 02:12 PM PDT 0 Day(s) 0 Hour(s) 2 Minute(s)

GateKeeper 07/29/2019 02:12 PM PDT 0 Day(s) 0 Hour(s) 2 Minute(s)

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

T Task Name

Task Action/Details

Retract Submission

B Pre-Submission

Completed

Completed View Signoff Routing List Assign Department Personnel for Signoff
Completed View Signoff Douglas Stuart Anderson, Dr. as Principal Investigator review and apply signoff, assigned by Abby Ack, MSN Ph.D.
Comp\etecl [

Completed

Amendment Form is waiting to be submitted

View Signoff ] IAbby Ack, MSN Ph.D. as IRB - Nurse review and apply signoff, assigned by Abby Ack, MSN Ph.D.

send Email with Submission Forms

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

iRIS™ v12.01

Date Created

07/29/2019 02:11 PM PDT

07/25/2019 02:11 PM PDT

07/25/2019 02:11 PM PDT

07/25/2019 02:12 PM PDT

07/29/2019 02:12 PM PDT

07/29/2019 02:12 PM PDT

07/25/2019 02:12 PM PDT

Date Completed

07/29/2019 02:12 PM PDT

07/25/2019 02:11 PM PDT

07/25/201% 02:12 PM PDT

07/25/201% 02:12 PM PDT

07/29/2019 02:12 PM PDT

07/29/2019 02:12 PM PDT

07/29/2019 02:12 PM PDT

Total Time
0 Day(s) 0 Hour(s) 0 Minute(s)
Day Hour Minute
o ] 0o
Day Hour Minute
0 ] 0
Day Hour Minute
0 ] 0
Day Hour Minute
0 o o]
Day Hour Minute
0 o}

Day Hour Minute
0 [

If details of a step can be viewed, an icon will be displayed under the View Details column.

event details. The example used here is the routing signoff.

My Workspaces &

Study Title: Effects of sun exposure in water and out of water
Submission Reference Number: 021497

Submission Form(s)

Amendment Form - (Version 1.0)

Select the icon to view the

Study Assistant Submission Routing Signoff Kl Back

BT || e el
R O] - . | Lost Approved| Separate Window Submission Component Name - Version

Abby Ack, MSN Ph.D. as IRB - Nurse

do you Approve or Deny this submission? Comments:

@ approve C peny
ELECTRONIC SIGNATURE HAS BEEN APPLIED
by Abby Ack, MSN Ph.D. at 07/29/2019 02:12 PM PDT

[View Other Comments:
Douglas Stuart Anderson, Dr. Principal Investigator
Comments:

[Approved

Process Submission — This column will populate with one of two buttons or will display empty, based on the status of

the submission.

Process Process
Submission Submission
> S

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.
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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.

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

displaying columns in the form table.

A new property has been that restricts users to create another submission form with an application data value at a time,
when there is an existing submission form that has not exited the workflow and is completed. 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 submission has completed the workflow and has been fully processed.

Alias:  sleep and growth

e e o e, (5 G @, Study Assistant Initial Review Submission Form Real - (Version 1.0)

My Workspaces &

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

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

10B Sub_mlsslon Packet to the
Review Board

208 2.1 Attach study application

Revise/ Edit/ =

MAIN IRB APP (Version 1.0)

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 the users clicks into 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

Study Assistant Study Application Kl Back
_ Correlation between number of hours of sleep and physical growth ‘

[ Compare Two Selected Versions ]

Selected Version will not be available.

Alias:  sleep and growth
PI: Investigator, Jane jr., M.D. Brig. Gen.

My Workspaces &

1 result(s) found...
Create a
Created By Date Created Modified by Date Modified Revised

Application
Application

i Show Edit/ s
Rev. View |Application Type Approved? Statue Approval Date

MAIN IRB APP (Version 1.0) No null Admin Admin admin  08-06-2019 12:01 = Admin Admin admin  08-06-2019 12:09

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.
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My Workspaces = Study Assistant Study Application Kl Back

‘w_ Study Title : Correlation between number of hours of sleep and physical growth

Alias:  sleep and growth
PI: Investigator, Jane jr., M.D. Brig. Gen.

[ Add a New Application Type ] [ Compare Two Selected Versions ] [ Delete Selected Version ]

Create a
Revised
Application

1 result(s) found...

5i Show Edit/ - Application
Rev. View |Application Type Approved? Hen Approval Date

Created By ‘ Date Created ‘ Modified by ‘ Date Modified

Admin Admin admin 08-06-2019 12:01 Admin Admin admin =~ 08-06-2019 12:09

MAIN IRB APP (Version 1.0) No null

Users will also not be able to add a form from the home screen under the Actions Tab.

All Studies Recently Used Study Status
Search

2679 result(s) found... i-10p

Click to Study Title
open Review RB Number RB Principal
Study Board Expiration Al Investigator
1as

Dashboard|
Correlation between number of hours of sleep and phy:
i Investigator, + = !| @ o
Draft =
— sleep :nd Jane jr, M.D. J’ |:| @ H [ ]
growt! Brig. Gen. History Hide Copy Delete Corr

When the user click on the Forms button and the property is set to “Yes”, all submission forms with the application data

value will be unavailable for use, as long as there is a submission that has not yet been completed and exited the

workflow.
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Submission Form List X

Submission
Types with
Applications
cannot be in
progress
concurrently

Adverse Event Form

Appendix D: Controlled Substances

ES
®

Appendix E: Radiation Use in a Non-Clinical Area

Submission

Types with

- s I Applications

Submission Invitation j cannot be in
progress

concurrently

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

:  Investigator, Jane jr., M.D. Brig. Gen|

lias: sleep and growth
My Workspaces & }:1

Study Assistant Amendment Form Kl Back
‘w_ Correlation between number of hours of sleep and physical growth ‘

[ Compare Two Versions ] [ Delete Selected Form(s) ]

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

I Unable to a Add a New form until the following form(s) have c 1 d board pr i Initial Review Submission Form Real (I.U)I

0 result(s) found...

Show _ Apply o
i _ Edit/ Sub. Track Process Submission e -
FO:LI;W View Mulll(:ple Rounds e on ST Date Created By Date Created Modified By Date Modified

No records have been created.

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

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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IRB Number: IRB-19-5430 . _ .
My Workspaces B |alias:  sun exposure Study Assistant Amendment Form - (Version 2.0) Kl Back
PI: Anderson, Douglas Stuart, Dr.

[ Print Friendly ] [ Save Section ] [ Save and Continue to Next Section ]

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

1'0@ 1.0 Protocol Changes
1.1

Submission Summary

Submission Summary

1.2 Select User to Route this Form to:

Add Selected User

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 & Special Purpose Submission Forms Submission Routing Signoff Kl Back

Save Signoff

Study Title: Effects of sun exposure in water and out of water
Submission Reference Number: 021502

&

Printable
Version

Indude | ohare to View in
in Submission Component Name - Version
PDE backet | L25t APproved | Separate Window

Submission Form(s)

Submission Form(s):

= Amendment Form - (Version 2.0)

Douglas Stuart Anderson, Dr. as Principal Click here to add comments.
Investigator Approve ) Deny c
Save Signoff

do you Approve or Deny this submission?

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

This section can be viewed three ways:

IRB Number: IRB-19-5430
Alias:  sun exposure
PI: Anderson, Douglas Stuart, Dr.

IRB Number : IRB-19-5430 Study Title = Effects of sun exposure in water and out of water

My Workspaces = Study Assistant Submissions

Study Status:

Submissions Study Management

Current Approval Packet

Protocol Items ®  submissions History

_ ®  study correspondence
- - [

Submissions in Process- This tab displays all of the submissions in process, any form that has been submitted and has

not been completed by the review board or returned for corrections. From here you can view the reference number,
track the location of the submission, check the status, request the type, look at the details, review board, view outcome
letters, review process, meeting date, review outcome and the date received.
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IRB Number: IRB-19-5430 ) o —
My Workspaces [ |alias:  sun exposure Study Assistant Submissions Kl Back
PL: Anderson, Douglas Stuart, Dr.
:m!i.-g— Submitted for Initial a RB-19-5430 Effects of sun exposure in water and out of water ‘
c issi issions Returned with Changes Print Friendly

View
rEEEEE ek ‘Smhls Request Type Details|Review Board Outcome |Review Process. Meeting Date Review Outcome Date Received
Letters

| Submissions in Process

Number Location

021502 § Amendment Form

@ B Amendment Form @ Third IRB 07/29/2019 02:45:54 PM

Completed Submissions- This tab displays all the completed submissions, any form 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, look at the details, the review board, view the outcome letters, review the process, the meeting date,

the review outcome, and the date received.

IRE Number:  TRB-19-5430 . . -
My Workspaces ®  |atias:  sun exposure Study Assistant Submissions Kl Back
PL:  Anderson, Douglas Stuart, Dr.

i s with Changes | Print Friendly

Submissions in Process Completed i I| |

Status| Request Type Details| Review Board Outcome | Review Process Mecting Date | Review Outcome
021477 ) Initial Review Submission Form Real
/| Initial Review Submission Form g I8 process Administratively 07/29/2019 11:53:36 AM

Submissions Returned with Changes — This tab lists the submissions that have been returned for corrections from the

review board.

1R Number: IRB-19-5430 ] __ —
My Workspaces ®  |alias: sun exposure Study Assistant Submissions Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘ :an!ing - Submitted for Initial IRB-15-5430 Effects of sun exposure in water and out of water
Submissions in Process | | issi | | issions Returned with Changes | Print Friendly

Submissions Returned With Changes

Review Board Meeting Date

No 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.

Track Location- Click on the -}j 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.

Details — Click the icon to view the forms and attachments associated with the submission.
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IRB Number: IRB-19-5430 R . . —
My Workspaces = |alias: sun exposure Study Assistant Submissions | ETS
PI: Anderson, Douglas Stuart, Dr.
Create PDF
Packet

Clear viewed records

Document Name i Date Submitted into Workflow

Submission Form:

3 Submission Form Initial Review Submission Form Real Version 1.0 07/29/2019

11:53 AM PDT
Submission Attachments below:
A ) 07/29/2019
2 Application MAIN IRB APP 6 Version 1.0 11:53 AM PDT

From this screen, you can open any of the components of the submission by clicking on the | icon. You can also
generate a PDF packet of the submission components from this screen. Check the boxes in the Include in PDF Packet
column next to the components you wish to include and click Create PDF Packet. This will open the Reorder PDF Packet
window, where you can drag the submission items to change their order in the list using the blue arrow that appears
when you hover your mouse over the Packet Order.

Reorder PDF Packet X

To order Submission Items for packet creation, please click on item row and drag it up or down to the
desired location.

Packet Order Submission Item Name

t 1 Initial Review Submission Form Real Version 1.0

2 MAIN IRB APP 6 Version 1.0

@ Generate PDF Packet

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

IRB Number: IRB-19-5430 .
My Workspaces = |alias: sun exposure Study Assistant
PI: Anderson, Douglas Stuart, Dr.

Submissions Study Management
Sl A _

Protocol Items ®  submissions History

This area will contain a list of any study related correspondence that has been sent out at any point of the life of the

Submissions

study. The system will send out automatic notifications at certain points — Principal Investigator signoff notifications,
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Review Response requested by the review board notifications, Submission signoff denied notifications, Continuing
Review Due notifications, etc. Whenever a notification is generated and sent related to the study a record of that
notification will post to the Study Correspondence.

_ IRB Number: IRB-19-5430 . r
My Workspaces & Alias:  sun exposure Study Assistant Study Correspondence Kl Back
PI: _Anderson, Douglas Stuart, Dr.
‘ Effects of sun exposure i water and aut of water
3 result(s) found..

View
Message

Post a Reply to this Topic / Forward this Topic

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

Abby Ack Posted: Delivery in Progress

5un exposure
IRB-19-5430 PI Signoff Notification/1102dev

b Post a Reply to this Topic / Forward this Topic

Admin Admin. admin Posted: Delivery in Progress

5Un exposure
Prereview Administrative Notification (1102 testing)

b Post a Reply to this Topic / Forward this Topic

Abby Ack Posted: Delivery in Progress

5un exposure
IRB-19-5430 PI Signoff Notification/1102dev

This area will also contain a list of any correspondence generated by users. If the review board generates a
correspondence and sends it to someone listed on the study, if someone within the study team generates and sends a
correspondence to someone within the study, to the review board or to an outside recipient, 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,
the correspondence record will not be visible to the review board. Any correspondence that does not pertain to the
review board will not be accessible to the review board.

You can create and send correspondence as needed from this screen. To generate correspondence, click on the Add a
New Correspondence button.

_ IRB Number: I[RB-19-5430 . .
My Workspaces Alias:  sun exposure Study Assistant Study Correspondence Kl Back
PL: Anderson, Douglas Stuart, Dr.
‘ IRB-19-5420 Effects of sun exposure in water and out of water ‘

[ Print Friendly ] [ Add A New Correspondence ] [ Delete Selected Gorrespondence

3 result(s) found

View
Message
Post a Reply to this Topic / Forward this Topic

Abby Ack Posted: Delivery in Progress

sun exposure
IRB-19-5430 PI Signoff Netification/1102dev

N4 Post a Reply to this Topic / Forward this Topic

Admin Admin. admin Posted: Delivery in Progress

sun exposure
Prereview Administrative Notification (1102 testing)

@)  Post a Reply to this Topic / Forward this Topic

Abby Ack Posted: Delivery in Progress

sun exposure
IRB-19-5430 PI Signoff Notification/1102dev
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A new page will open, containing a text editor and tools you can use to generate your correspondence, as seen in the
image below. (Note: *required field)

Study Assistant Study Correspondence Kl Back

IRB Number: IRB-19-5430
Alias:  sun exposure
PI: Anderson, Douglas Stuart, Dr.

My Workspaces &

= IRB Number = IRB-19-5430

‘ Study Status:

Effects of sun exposure in water and out of water

Save & Send Correspondence

*Send Email ¥ Ecntent

*Subject

u b Font Family

5 Xz 12
* Redipient(s):
Additional Recipient(s):
Reply To(s):

Additional Reply To(s):

Attachments

‘Add Attachment

No Attachments have been added to this message

=}

1. Select the 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.

2. Enter a Subject for the correspondence.

3. Assign Recipients to the correspondence. Clicking the Recipient(s) link will bring up a screen where you can select

from among the Study Personnel, with the Study Contact checked by default.

My Workspaces ®

eorizces | & |
study Personnel &
Principal Investigator
Additional Principal Investigator
Faculty Advisor
IRB - Nurse
Research Scientist
study Author
Study Contact

Study Assistant Correspondence contact Kl Back

Save Changes

Anderson, Douglas Stuart, Dr.

Doe, Jane

Chen, James Y

Ack, Abby, MSN Ph.D.

Broadwater, Christy

admin, Admin Admin, R.N. Brig. Gen.
Ack, Abby, MSN Ph.D.

admin, Admin Admin, R.N. Brig. Gen.

Anderson, Douglas Stuart, Dr.

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

No Additional Recipients have been added.

My Workspaces B Study Assistant Correspondence Additional Contacts Kl Back

[ Add A New Contact ] [ Save And Return ]l

S T ‘

Clicking the Add A New Contact on the main Study Correspondence screen and the link will open a window

where you can add the names and email addresses of recipients.

My Workspaces ©

Study Assistant Correspondence Additional Contacts Kl Back
L

[ Add A New Contact ] [ Remove Selected Contacts ] [ Save And Return ]
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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.

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) and allows you to add any
additional users, who should receive a reply.

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

Save And Return

*Title:

Load the document into iRIS: Upload ..

Enter a Title and click Upload to locate the file on your computer. When you are finished adding an 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)

Tar

Approval.rtf

RTF

Click Attachment Name to View

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 in their Un-opened Correspondence on
their homepage. If the Send Email is not selected, the recipients will only have the correspondence in their Un-opened
Correspondence and a record of the correspondence will post in Study 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. 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. 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.
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Post a Reply to this Topic / Forward this Topic

Abby Ack Posted: Delivery in Progress

sun exposure
IRB-19-5430 PI Signoff Notification/1102dev

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

‘ Study Status: TRB Number : IRB-19-5430 Study Title : Effects of sun exposure in water and out of water

Save & Send Correspondence

a8

*Send Email ¥ RNt

*Subject
IRB-19-5430 PI Signoff Notification/1102dev

iii
«

lil
lil
é)
¥
<]
N

" B I u 5 x x? Font Family >~ 12 ~ 4 1~ 9~ =~ =~

* Recipient(s):
Douglas Stuart Anderson, Dr.; Admin Admin admin, R.N. Brig. Ge
n.; Douglas Stuart Anderson, Dr.

Additional Recipient(s):
>>Abby Ack wrote:

Study Principal Investigator Signoff Notification

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

Please do not respond to this message. These messages are automatically generated from the iRTS system.
Add Attachment P 9 9 v v

No Attachments have been added to this message TO:  Douglas Stuart Anderson, Dr.
Other Study Personnel: Jane Doe, Abby Ack, MSN Ph.D., Christy Broadwater

Reference Number: 021497
Protocol Number (if available): IRB-19-5430

Go here to view : Click Here
Click Here

Any replies will post in the Study Correspondence below the original. Note that each correspondence generated is a
record in the system, (at the top of the table reads 1 result found). Any replies to a correspondence are counted with the
original correspondence and is not recognized as a separate correspondence.

View
e Message

_" Post a Reply to this Topic/ Forward this Topic

John Investigator Posted: Delivery in Progress
B 50421
Prereview Administrative Notification (10032 testing)
Admin Admin. admin Posted: 05/01/2019 09:31 AM PDT
B 50421

Prereview Administrative Notification (10032 testing)

Forwarding a correspondence is similar to replying. A new page will open, allowing you to add to the Content and you
can select Recipient(s). When you forward a correspondence, a new record will not list in Study Correspondence, as the
Reply does.

Outstanding Submissions

Any submission form created for the study will populate in the Outstanding Submission(s) table at some point.
Submissions are listed here if the form has been completed, but not yet sent. The submission will also populate if the
form has been sent, but is still being routed to the review board, (example, not all required signoffs have been
collected). When the review board receives the submission and begins processing the form, the link in Outstanding
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Submissions will be removed. At this point, if you need to find information related to your form, you would go to
Submissions History to find it. Any submission that is returned by the review board for corrections will also post here,
allowing the user to access the correction form, to make necessary changes and re-submit the form to the board.

IRB Number: IRB-19-5430
My Workspaces = Alias:  sun exposure Study Assistant Submissions Kl Back
PI: Anderson, Douglas Stuart, Dr.
ing - Submitted for Initial a IRE-10-5430 ISP w=fects of sun exposure in water and out of water
Study Management
SUEIAOEFEEE _

Protocol Items ®  submissions History

®  Study Correspondence

®  Sstudy Application

®  Other Study Documents » a Outstanding Submission(s)

Track Ref Tt Process
Location | Number | <% K= Submission

Click on the hyperlink to edit/view the submission Send
021497 | g Submission
Amendment Form

® contract Documents

®  >-mitial Review Submission Summary and Attachments 0N
- Click on the hyperiink to adit/view the submission. R
®  s-site Submission Invitation il 021502 | B AL endment Form Submission

Process.

M A Cibmiccinn farm tn fact with unrbflan

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.

IRB Number: IRB-19-5430 . . _ _—
My Workspaces = Alias:  sun exposure Study Assistant Workflow - Submission Tracking Kl Back
PI: Anderson, Douglas Stuart, Dr.
Print Friendly
( ) ( Post-Review
Changes Requested Modification- Requesteﬂ

/
/ POSt Fevew
/,

changes Requested Modification- Requested

GateKeeper

PDSt e
/ /
Changes Requested Modification- Requested

IACUC

/ Pre-Review Post Review
f
/ ,/ /

changes Requested Modification- Requested
\

This will open the same Workflow — Submission Tracking screen you may have seen earlier after completing a signoff
task. 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 also receive notifications from the system, to alert them that a
certain user has not completed signoff yet.

’ Outstanding Submission(s)

Track Ref Request T Process
Location Number U ype Submission
Click on the hyperlink to edit/view the submission. Send
021497 Amendment Form SO
N . I y
Click on the hyperlink to edit/view the submission. Retract
ULIT i 021502 . i
in Amendment Form Submission
Process

In the Request Type column, you can click on the link to open the form. If the form has not been submitted yet, 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, 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
send it back through for required signoffs again.

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 and 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 n
Task List: inui i
1-10p

30 result(s) found...

ch o e P

05/03/2019 Pending Expiration Notice for Email and Home Screen Task
Notification IRB-19-4651 1102Dev - Day IRB-19-4651 with the

O Continuing Review Due

- HgEl G T expiration date of 05/04/2019
05/03/2019 Pending Expiration Notice for TEST 1102Dev- Continuing Review
O i) Continuing Review Due [ 0-23 am POT Notification IRB-19-4637 - 1 day with the expiration date of
- ° 05/04/2019

Dands Som Rinticn o eonosl opdd U Sl

Click the | icon to open the task. This will open the Continuing Review Form Selection screen, which will allow you to
select a form or go directly to the Study Management page for the study with the upcoming review due.

. 1RB Number: IRB-19-4651 .. . .
My Workspaces [®  |alias: Continue Review Study Assistant Continuing Review Form Selection Kl Back
PL: _admin, Admin Admin, R.N. Brig. Gen.

‘ Study Status: | OlloWUp+ CR=2 IRB Number : IRB-19-4651 VA (TP Continue Review ‘

O No Action Required - Dismiss Task

Select a Form or go to the Study Management Page.

O Continuing Review Submission Form

() IRB Change Request

Filling out the form
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.

_ IRB Number: IRB-19-4651 )
My Workspaces ™  |afias:  continue Review Study Assistant
PI:__admin, Admin Admin, R.N. Brig. Gen.

| Print Friendly | | Refresh Constant Fields | | Save Section | | Save and Continue to Next Section |

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

10 B [EE—— :
HeEwall ot 1.0 Renewal Information
il,

1
Submission Summary

Submission Summary

1.2 Study Information

Study Title:

Once the form is complete and the required document 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 systems signoff requirements you may see different buttons on this page.
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| Section view of the Form | [ Entire view of the Form |

1.0 Re 1 Info ti
~— Form has been Completed!
2.0 B Data &Safety Monitoring
Plan Form has Been Completed Screen
3.0 B publications
4.0 B Additional Information
5.0 B study status

6.0 B Previous Application
7.0

8.0

9.0 B Informed Consent(s)
10.0 B Pediatric Assent
11.0 B HIpAA Form Signoff and Submit

12.0 B ccTs utilization Report
13.0 Bl Tri-Institutional Forms

14.0 (B other Study Documen t(s)

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 PI to Signoff.

Exit Form

Signoff and Submit

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 PI to Signoff button, depending on which is
available to you. You may be prompted to route for additional signatures.

You may choose to route for additional signatures, if you need to have other personnel on the study review the form,
before it reaches the review board and if you need department approval. Make your selection and click the Save and
Continue button, as seen in the image below.
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Setup for Submission Routing and Signoff

Select the Key Personnel for Submission Routing and Signoff:

Select Additional Personnel for Submission Routing and Signoff:

No additional personnel have been added to the signoff routing list.

[

6 This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked" A
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. Tne
order of the Additional Personnel is to create a review order for the assianed nersonnel. Tf nersonnel have 1. 2( seauential )

?J Admin Admin admin, R.N. Brig. Gen. Principal Investigator

I Add Additional Personnel to the Routing List I

Include in

[ cancel- Finaiize tater | [ save - Signoft Routing List |

iRIS™ v12.01

If you opted to route for additional signatures, you will be brought to a page that will list Key Personnel that you can

include to signoff. If you chose not to route, you would 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 Pl 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.

Select the Key Personnel for Submission Routing and Signoff:

Incl

‘?J Admin Admin admin, R.N. Brig. Gen. Principal Investigator

The bottom table in the signoff process is for reviewers who need to approve the submission, but they are not listed as

Key Personnel on the study.

©2020 iMedRIS Data Corporation

53




Study Assistant—Study Management: Submissions iRIS™ v12.01

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

Indude in

No 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, by
Department search filters to find the user you wish to add and then click the icon in the Select User column.

Add Additi I Key I to the R ing Signoff List ﬂ
St Mame: irst Name Find User/Search Directory
by Department: [All Departments ~]
e S

Your search criteria returned 0 results.

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

Hemove __

No additional personnel have been added to the signoff routing list.

| Cancel - Adding Personnel | | Save - Add to Routing List |

The user you selected will add 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 eachuser to
the order of 1, which means they will all receive their task at the same time. You can change this by changing the order,
if one reviewer should receive the task before another. Click the Save and Continue button to proceed.

Select Additional Personnel for Submission Routing and Signoff: | Add Additional Personnel to the Routing List |
Incude i
o o Ll
EI 3‘] Joe T Board |——nDne—— v|
,?J John Philip Capitanic [--none-- |
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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.

iRIS™ v12.01

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 and Continue button.

If you are not ready to send signature tasks to the users, select Go back to Make changes before clicking Save — Start

Signoff and Continue. To cancel, click Cancel - Finalize later.

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

Setup for Submission Routing and Signoff ﬂ

This screen is for reviewing the signoff routing list. You must answer "Yes" or "No" to the finalization of the Personnel. Once the ~
"Yes"" 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 »
hack to editina the rautina list. Clickina the "Cancel - Finalize later” will close this window. The submission nrocess is incomnlete.

Finialize List of Personnel for Submission Routing and Signoff:

S

5, Admin Admin admin, R.N. Brig. Gen Principal Investigator
1 ‘3_ Joe T Board Additional personnel
2 ‘3' John Philip Capitanio Study Chairman
Please verify the list above represents the finalize Personnel for review and signoff? O Yes @® No
| Cancel - Finalize later | | Go back to Make changes | [ Save - Start Signoff Routing ]

brought to the Signoff Page. They button will turn gray when “Yes” is selected.

Please verify the list above represents the finalize Personnel for review and signoff? ® ves (O No

| Cancel - Finalize later | | Go back to Make changes | | 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 stored in
their user account information. 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 ﬂ

8854 result(s) found... 1-10p

S

07/29/2019 Admin Admin admin, R.N. Brig. Gen. as Principal Investigator review

Task List:

=2 SEmEE TR BTy S AT 03:47 PM PDT and apply signoff, assigned by Admin A admin, R.N. Brig. Gen.

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.

P —— ] = Subject 214 (English) - (Version 1.0)

Document(s)

Category : Biographical Sketch

[} E} Standard Consent (1) - (Version 1.0)
Category : HIPAA Authorization

O = Brochure_College - (Version 1.0)

Category : I live sport's

) g Brochure_College - (Version 1.0)
Admin Admin admin, R.N. Brig. Gen. as Principal = Click here to 2dd comments.
_Investigator () Approve (U Deny
do you Approve or Deny this submission?
Save Signoff

Also listed on this page is a link to the Submission Components. 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. This
is the package that is being submitted to the review board for review.

If a document can be printed, a check box will populate next to the document in the Print column. You can select any of
these items then click the Print Selected Item(s) button at the top of the table.

Compare to View in

_ | 1<t Annraved | s mrpwindnw| Submission Component Name - Version

O

Continuing Review Submission Form - (Version 1.0)

O = - (Version 1.0)

Consent Form(s)

o O = Subject 214 (English) - (Version 1.0)
Submission Form(s):
Document(s)

Category : Biographical Sketch
O = Standard Consent (1) - (Version 1.0}

Category : HIPAA Authorization

O = Brochure_cCollege - (Version 1.0)
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iRIS™ v12.01

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 been completed their approval or denial information will populate on this page.

do you Approve or

Admin Admin admin, R.N.

This form requires your electronic signature.
Please enter your User ID & Password: pgccword: |

Brig. Gen. as Principal - i
- Y Yy
. Investigator | Approve (_ Deny
Deny this submission?

Comments:

e —

| Click here to add comments.

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

B Pre-Submission 07/29/2019 03:33 PM PDT | 07/29/2019 03:56 PM PDT | 0 Day(s) 0 Hour(s) 22 Minute(s)
Completed Continuing Review Submission Form is waiting to be submitted 07/29/2019 03:33 PM PDT = 07/29/2019 03:56 PM PDT D(E;y HOLE]r Mmuztss
Completed Submission rejected 07/29/2019 03:54 PM PDT | 07/29/2019 03:55 PM POT DSV HDL"; M'"ulte
Completed Conqnumg Reylew Submission Form has been retracted by Admin Admin 07/29/2019 03:55 PM PDT | 07/29/2019 03:55 PM PDT Day Hour Minute
admin, R.N. Brig. Gen. a 0 0
Day Hour Minute
Completed Assign Department Personnel for Signoff 07/29/2019 03:56 PM PDT | 07/29/2019 03:56 PM POT 3" DL('; "'"ée
) . Admin Admin admin, R.N. Brig. Gen. as Principal Investigator review and apply Day Hour Minute
Completed View Signoff 07/29/2019 03:56 PM PDT | 07/29/2019 03:56 PM PDT
ompiete signoff, assigned by Admin A admin, R.N. Brig. Gen. /251 /291 0 o] 0
If you select Deny any other sign off task will cancel, and the submission will be rejected.
e Task Action/Details Task Name Date Created Date Completed Total Time

Status.

=]

Pre-Submission

Completed Continuing

Error

View Signoff Routing List

Error Brig. Gen

Received

g Review Submission Form is waiting to be submitted

Assign Department Personnel for Signoff

Admin Admin admin, R.N. Brig. Gen. as Principal Investigator review and apply signoff, assigned by Admin A admin, R.N.

Submission rejected

07/29/2019 03:33 PM PDT

07/25/2019 03:34 PM PDT

07/29/2019 03:47 PM PDT

07/29/2019 03:33 PM PDT

07/29/2019 03:34 PM PDT

07/29/2015 03:54 PM PDT

07/29/2019 03:54 PM PDT

07/29/2019 03:54 PM PDT

0 Day(s) 0 Hour(s) 21 Minute(s)

Day Hour Minute
0 1
Day Hour Minutes
o o 20
Day Hour Minutes
0o o 7

Day Hour Minute
0 0 o0

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.
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All Tasks Outstanding Completed B
Task List: [all ~]
All Tasks Study Tasks Project Tasks
8854 result(s) found... 1-10p
peen
. . _ 07/29/2019 - .
| | Submission Signoff Denied 03:57 BM POT Submission rejected

07/20/0010

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 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 task for Pre-Review Changes, called a Submission Correction. 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 Corrections form.

All Tasks Outstanding Completed ﬂ
Task List: i i ~
‘Sme‘ss‘cﬂ e ‘
129 result(s) found... 1-10p
oeseibon

Submission Correction 07/26/2019 1BC returned the submission for corrections , assigned by Admin A
LY 11:25 AM PDT admin, R.N. Brig. Gen.

N 07/26/2019 IRB returned the submission for corrections , assigned by Akshay
D a) Submission Correction 10:09 AM PDT M.S. Brigadier General

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 in 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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IRB Number: IRB-19-5430 . A
My Workspaces Alias:  sun exposure Study Assistant Study Correspondence Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘ Pending - Submitted for Initial a IRB-19-5430 Effects of sun exposure in water and out of water

5 result(s) found...

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

View o
LB e e |
! ,

Post a Reply to this Topic/ Forward this Topic

Admin Admin. admin Posted: Delivery in Progress

- sun exposure
IRB meeting outcome - protocol IRB-19-5430 Effects of sun exposure in water and out of water

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 access a Modification or Change Request/Amendment form to submit
changes 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 in the form.

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 an Amendment form and is located within the IRB Forms group. However, your system

may contain a different list of forms.

Submissions Study Management

[ Current Approval Packet ]

Protocol Items

- Study Application

®  Other Study Documents »

- Contract Documents

2-Initial Review Submission Summary and Attachments

8-Site Submission Invitation

Amendment Form

Adverse Event Form
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When you click on the link for Amendment Form you will be directed to a page that lists all Amendments that have been
created for this study. The items within this area are reviewed in the Submissions Forms section of this document.

. IRB Number: IRB-19-5430)| .
My Workspaces ®  |alias: sun exposure Study Assistant Amendment Form Kl Back
IPI:__Anderson, Douglas Stuart, Dr.

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

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

2 result(s) found...

Show _ Apply .
Show | Coliow- | Edit/ o SIS JIEoc Ger=D e Created By Date Created Modified By Date Modified
Rev up View Multiple Rounds Location Submission Date

07/29/2019
@ @ 02:45:51 PM Abby Ack 07/29/2019 02:44:06 PM Admin Admin admin 07/29/2019 04:06:25 PM
- In Process PDT
g @ S:nd Abby Ack 07/29/2019 02:11:35 PM Douglas Stuart Anderson 07/25/2019 02:12:31 PM

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.

IRB Number: IRB-19-5430 _
My Workspaces [ |atias: sun exposure Study Assistant Amendment Form - (Version 3.0) Kl Back
PI:_Anderson, Douglas Stuart, Or:

[ Prnt Friendly | [ save section | [ 'save and Gontinue to Next Section |

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

Blloocicenses W 1 o protocol Changes

1.1
Submission Summary

Submission Summary

1.2 Select User to Route this Form to:
Add Selected User

No Users have been selected.

1.3 Populate Data Collection

Please choose Institutions to Populate Tables with

Select the Institution(s) you wish to share the form,

Select
Tg | mstitution Name/ Site Principal Investigator Status on Study

No Institution(s) have been added to this form

1.4 Attach Site App

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, you must click the link to access the application.

& Click here to attach the application.

No Application has been associated with this submission.
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Once you click the link a window will open within your browser and the current version of the Study Application will be
displayed. 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 and click the icon in the Create a Revised

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

Attaching Study Application

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

Create a
Form Name Approved | Revised

Application
MAIN IRB APP (Version 1.0) Yes @

Add Revision

The system will verify that you want to create a revision. Click OK to confirm and 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 OK, the system will open the editable version of the application.

Note: If you need to modify the current Key Personnel in section 2.0 you will need to access 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.
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IRB Number: IRB-19-5554 . .
My Workspaces & TR Study Assistant MAIN IRB APP (Version 1.1) Kl Back
PI: _admin, Admin Admin, R.N. Brig. Gen.

[ Print Friendly ] [ Save Section ] [ Save and Continue to Next Section ]

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

EXNEN General Information

2.0 B Setup Department(s) 1.0 General Information
Access

3.0 le: people access the

* Please enter the full title of your protocol:

0B IRB Informational Data
Values

Human study on melanin pigments and sun exposure @
5.0 B primitive Data Values

6.0 % Study Submission Data
Values

Once your changes are made, you will return to the Amendment form.

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

Revise/ Edlt !
@

MAIN IRB APP (Version 1.1)

Requesting a Change in Key Personnel

If you need to request additional or removal study personnel, you will be directed to the Personnel Change Request data
value. This value looks similar to section 2.0 of the Study Application where you add personnel to the study. This value
will allow you to 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 but not until the review board
approves the change in personnel.

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 user to any role, click the Add button next to the corresponding role.
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| Section view of the Form | [ Entire view of the Form |

L0 Description of If i please add the new Principal Investigator for the Study:

e ver-onnci changes |

If applicable, please select the new Research Staff personnel:

A) Additional Investigators

B) Research Staff

If applicable, please add any new Study Contact:

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

This allows you to search the user directory by First name, Last name, or Department. Enter all or part of the criteria you
know and click the Find button. To select a user to add, click the Select User icon. This selects the user and brings you
back to the form. You can select more than one user by checking the boxes next to the users and then click the Save
Selected User(s) button.

My Workspaces & Study Assistant Search User Directory Kl Back
Save Selected User(s)
Last Name: m (You may enter a partial name to search)
ij Directory Browse/Find: First Name:

by Department: | All Departments v

Check for
Multiple

‘ SelectUser | Training |User Name

Madsen, Joshua Research (primary)
Magat, Jenna-Marie E Research (primary)
Maggs, Sarah k Research (primary) Ismaggs@uworld.com
Maglione, Jeanne E Research (primary)

Mahata, Manjula Research (primary)

AN
oa oa 03 bar ©

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 — You can only have one Principal Investigator listed on the study. If you are requesting a change
in Pls add the desired PI to the form and when the review board approves the change, the system will change out the PI.
If additional Pls are needed on the study you may add them in the Additional Investigator’s section, if available.

Additional Investigators — Any new investigator user for the study, aside from the Principal Investigator, can be listed
here. You may have any number of Additional Investigator’s and after you add a user to this group you will be able to
specify their role.

Research Support Staff — This section is for any non-investigator users; you need to add to the study. You may have any
number of research support staff listed here and after you add a user to this group, you will be able to specify which role
they have.

Study Contact — You may add additional Study Contacts as needed. A Study Contact is a user on the study who will
receive study related notifications from the system like Continuing Review notifications, Submission Correction
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notifications, Review Response notifications, etc. The Study Contact is usually also another role on the study, like a
Research Coordinator, PI, etc.

If you added a user to the data value in error, you can remove the request by selecting the checkbox next to their name
and then clicking the Remove button in that same group.

At the bottom of the Personnel Change Request is an area where you can request the removal of personnel from the
study. Click the Select button in this group.

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

A new page will open that lists the current personnel on the study. Select the user(s) you would like to remove from the
study then click the Save Selection button.

My Workspaces & Alias:  sun exposure Study Assistant Select Personnel to Remove from Study Kl Back
PI: Anderson, Douglas Stuart, Dr.
‘w S IRB-10-5430 Effects of sun exposure in water and out of water
Save Selections
S

Douglas Stuart Anderson, Dr. Principal Investigator
Abby Ack, MSN Ph.D. Study Contact
Admin Admin admin, R.N. Brig. Gen. Study Contact
Douglas Stuart Anderson, Dr. Study Contact
Admin Admin admin, R.N. Brig. Gen. Study Author
James Y Chen Faculty Advisor
Abby Ack, MSN Ph.D. IRB - Nurse
Jane Doe Additional Principal Investigator
Christy Broadwater Research Scientist

Any user you selected to be removed will be listed in this group. If you selected a user to remove in error, select the
checkbox next to their name and click the De-select button.

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

Doe, Jane  Additional Principal Investigator
[ Select ] [ De-select ]

admin, Admin Admin, R.N. Brig. Gen.  Study Contact

Any change in personnel will not take effect on the study 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. The process is the same for both Consent forms and Other Study
Documents, but they are two separate data values in the system forms designer. The process for revising and adding
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new documents is described below using the Consent form as an example. However, the process is the same for adding
Other Study Documents.

Attach Study Consent Documents

[ Add a New Consent ]

A Sponsor A View
Title Category Language Expiration Date Consent Outcome |Checked Out ment

No 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.

A window will open within the browser that lists existing documents. This table lists details about the documents on the
study. You can choose a document to attach by clicking the icon in the Select column.

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.

Select Existing or Create Revised Study Consent X
Select Category: | —nNone— v Title:
Version #: . Search level: '® Tpp All
Version Date: between | Expiration Date: between .'l
Consent Qutcome: | —none—- v
[ Add a New Consent ] [ Filter Documents ]

3 result(s) found...

Show all Edit |Delete| Version Version Language Expiration Consent Checked
Versions Date gquag Date Outcome Out By |[Document|Revision
3 Subject 46 Consent Form
Q 0 2.2.1 08/24/2017
3 [ =3 Master Consent English
P Consent Document 01
(+) Q 05/01/2015 Study Consent ) £
. — English
Category I
- Standard Consent
(+) 0 o 08/04/2017 Study Consent . £
— English
Category I

The window will refresh and populate with details of the document you are revising, allowing you to change details and
checkout the revised document. Click the Check-out Document button.
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Study Consent Revision: X

*Consent Title: |Consent Document 01
Version Number: 1 .2

*Version Date: |05/01/2015 =
Sponsor Version:

Category: | Study Consent Category | v
* Language: | English v
* Reconsent Required: Yes ® No

To show the change in health status and therefore what is
* Reconsent Reason: | permissible

Description:

Check-out the Document to

your workstation for editing: ClccaaiDecupentey

Ex=le

A window will open, confirming that you want to check-out the document. Click Confirm. The document should
automatically download. Note: different internet browsers might function differently in the way they process
downloaded files.

Save the document in a safe and known location so that you can check it back into the system when complete

You will return to the Study Consent Revision page. The page will indicate the document is checked out and you will
have the ability to Check-in Document or Undo Check-out Document.

This document is currently

checked out by. Admin Admin. admin at 07/30/2019 09:22:51 AM

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

Revert to the document

stored in iRIS. Undo Check-out Document. ..

Comments:

J
E==nlo

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 consent 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.
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Document Location: | Choose File

window will stay in place until the upload operation has completed.

Instruction: Uploading a document into IRIS™ requires locating the doc
document click on the 'Save selected file' button. The buttons will become disabled. If the document is a large document the

Mo file chosen

ument on the computer. Once you have located the

Q Save selected file 9 Cancel

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

O

Please Wait ...

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 to apply the changes.

Study Consent Revision:
*Consent Title: |Consent Document 01
Version Number: |1 2
*Version Date: (05012015 | [~
Sponsor Version:
Category: | Study Consent Category | v
* Language: | English v

* Reconsent Required: Yes @ No

* Reconsent Reason: |permissible

Description:

Eirae’emi dire DISHITE i Check-out Document
your workstation for editing: | |

To show the change in health status and therefore what is

(e )®

You will return to the form, and any consent document you selected will display in the table.

[ Select or Revise Existing ] [ Add a New Consent

]

Subject 46 Consent Form Master Consent

0 1.2 Consent Document 01 Study Consent Category I

Sponsor Expiration Consent View

English

English
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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
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 to the
review board for approval. The process for making changes to or adding Drugs and Devices are the same. Modifying a
Study Drug is used in this example.

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.

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 select 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.

Add a New Drug to the Study

Delete \rew Is this a new drug or a new use of an
E 1 the Drug FDA Approved Emadyizppr oved disg|

Trade Dr”g Laxiom
Name

When you select to edit an item the Study Drug or Study Device details window will open, containing the current
information for the drug or device. You can make any necessary edits and click the Save Drug Info button to return to
the form.

Study Drug Details: x

Trade Drug Name: Laxiom

* Identify the of the manufacturer or source of
Investigotional drug, biologic Pharmaceutical company

1s the drug supplied at no cost?
1s the Drug FDA Approved:

1s this a new drug or a new use of an already
approved drug:

1s an IND necessat ry:

(
z z Z

Who holds the IND:

lfFDAApp e
nale for exemption:

Save Drug Info

Any additional drugs or devices, changes to drugs or devices or requests to remove drugs or devices from the study 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 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 Adverse Event Initial Form and is located within the IRB Forms group. However, your system may
contain a different list of forms.

Submissions Study Management Subject Management

IRB Forms il

Continuing Review Submission Packet

Amendment Form

Adverse Event Form

Study Closure Form

When you click on the link for Adverse Event Initial Form, you will be directed to a page that lists all Adverse Events that
have been created for this study.

IRB Number: IRB-19-5430 . R
My Workspaces ®  |alias:  sun exposure Study Assistant Adverse Event Form Kl Back
[PI:  Anderson, Douglas Stuart, Dr.

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

List of records associated with form: Adverse Event Form.
To view previous versions click on the folder icon

0 result(s) found...

=] Edit/ Ref Sub. Track Process Submission = B
View M= 4 Rounds Location Submission Date Created By Date Created Modified By Date Modified

No records have been created.

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 is related. Note: this
functionality will not be available if you do not have the Subject Management module.
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IRB Number: IRB-19-5555 B . . . -
My Workspaces ™  |Alias: correlation Study Assistant Subject Selection List Kl Back
PI: _admin, Admin Admin, R.N. Brig. Gen.

Save Selected Subject

Please select the subject this Form is associated with:

On Study (MRN)
Status Last, First MI

- Brown, John(54) M 07/14/1970  Alive
- Doe, Jane(24) F 01/05/1982  Alive

Other (Subject is not tracked in iRIS)

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

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

After you select a subject, if applicable, you will be brought to the Adverse Event 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.

IRB Number: PRO-14-1222 . . R
My Workspaces = Alias:  Subjects Study Study Assistant Adverse Event Form - (Version 1.0) Kl Back
PI: admin, Admin Admin, R.N. Brig. Gen.

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

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

1.0 B General Study Information -
¥ 2.0 Details of Occurrence:
PXJE] e tails of Occurrence:

2.1 Respond to the questions below and as necessary upload additional documents (e.g. supplementary information, letter of suspension or termination,
information to be sent to subjects, etc.)
The IRB reserves the right to request additional information.

PI Categorization of Occurrence:

Serious Unexpected AE that is or may be related to the research intervention and requires action

Other unanticipated occurrence that may involve risk to subjects or others

Non-compliance with protocol that was within the control of the research team

Non-compliance with protocol that was not within the control of the research team, but that may involve risk
Suspension

Termination

Other (describe below)

Comments on Categorization of Occurrence:

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 New Report and continue to complete the form, as seen in the image 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.
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1.5 Type of Report:

Initial Report

Follow Up to report filed on date noted below:

Date initial report was filed:

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

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.

IRB Number: PRO-14-1222 .
My Workspaces & |alias:  Subjects Study Study Assistant Adverse Event Form

PI: admin, Admin Admin, R.N. Brig. Gen.

[ Return back to the Form ] [ Save Selected Event ]

| List of records associated with form: Adverse Event Form. |

1 result(s) found...

‘ Version ‘ Ref Number Created By Date Created Modified By Date Modified

1.0 021549 Admin Admin admin 07/30/2019 09:13:54 AM Admin Admin admin 07/30/2019 09:25:41 AM

Information related to the initial report will populate in a table below the data value. The rest of the Adverse Event form
will populate based on the information completed in the Initial Report. You can save through the form, verifying the
information is correct, and change items as needed.
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1.5 Type of Report:

Initial Report

e Follow Up to report filed on date noted below:

Date initial report was filed:
=)

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

Reference Number: 021549

Created By: Admin Admin admin
Date Created: 07/30/2019 09:13:54 AM
Modified By: Admin Admin admin
Date Modified: 07/30/2019 09:27:29 AM

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 and Follow-up reports.

1 result(s) found...

Show . -
E FO:I,D“F ﬁ Rg::;is L‘Ig:fil;n SIFJI:‘;::?D" S“bg'::mn odiedEy
p
(=3
= (S

@ Q) 07/30/2019
021549 B 09:27:28 AM Admin Admin admin 07/30/2019 09:13:54 AM Admin Admin admin 07/30/2019 09:27:29 AM
In Process Retract PDT

Admin Admin admin 07/30/2019 09:30:04 AM Admin Admin admin 07/30/2019 09:30:12 AM

Admin Admin admin 07/30/2019 09:28:37 AM Admin Admin admin 07/30/2019 09:28:37 AM

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 research has been complete and you are ready to inform the review board that your study is closed, you can
access this type of form and submit it. Once the review board receives the form they can close out the study in iRIS.

Accessing the Form

The Study Closure form will be located within the list of submission forms in the Submissions tab. In this example, the
form is called a Study Closure and is located within the IRB Forms group. However, your system may contain a different
list of forms.
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Submissions Study Management Subject Management

PRIA form

Progress Report

Protocol Closure Form

Protocol Deviation

When you click on the link for the Study Closure, you will be directed to a page that lists all Study Closure forms that
have been created for this study.

[IRB Number: IRB-19-185| i —
My Workspaces & b et i Study Assistant Study Closure Form Kl Back

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

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

0 result(s) found..

E M| | UE o Submiseion IRE Number Study Title Principal Invest... Primary Coordinator Created By Date Created Modified

No records have been created.

To create a new Study Closure, 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.

IRB Number: IRB-19-185 i - 7 i
My Workspaces & TE | TS Study Assistant Study Closure Form - (Version 1.0) Kl Back
[ Print Friendly ] [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section ]
Section view of the Form | | Entire view of the Form |

0B
IRB-19-185
1.4 Study Coordinator:

Administrator, John Investigator

1.5 Date Submitted:
07/30/2019 :I
1.6 * Date of Closure

itz
* Select the appropriate type of study closure.

Canceled: Study will not be continued/completed as approved by the IRB

Completed: Subject(s) are off treatment and no active participation/intervention, no long-term follow-up, no data collection/analysis continues.

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.
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Close “Exempt” studies
A new ability to close “Exempt” studies from Study Assistant Workspace is now available.

This property allows study personnel to close “Exempt” studies from the View My Studies section on the home screen.
Users are able to check by going to the Study Summary page.

1RB Number: ~DT-IRB-18-03| protoco| Assistant Protocol Summary Kl Back
PI: Doe, Jane B.S. .
_ DT-IRB-18-03 :f;:ir:aé}tlperesenting with facial abscess and aggressive osteolysis with prominent periosteal reaction of the 2

My Workspaces

Print Friendly ] [ Save Changes

IRB Number: DT-IRB-18-03 Is Ceded From: No
IRB of Record: Yes
Committee of Record: | --none—- Ad
IRB Initial Approval: 03/29/2018
Review Cycle: 6 Months
IRB Expiration Date: 00/28/2018
Continuing Review Due:
Protocol Follow-up:
Temporary Closed: No
Risk Assigned:

Subject Approved: 125

Study personnel then have the option to close the study from the home page under “View my Studies” or by clicking
into the study and by pressing the button, Close Exempt Study.

IRB Number: DT-IRB-18-03 - s
PI: Dos, JaneBS. ‘ Protocol Assistant Submissions Il Back

IRB Number : DT-IRB-18-03 m :Tat:‘cmtb;gcscnting with facial abscess and aggressive osteolysis with prominent periosteal reaction of the
Ugf28l}2018

Submissions Protocol Management Subject Management

| )

Protocol Items ® Ssubmissions History

_ ® Protocol Correspondance

Protocol Application

My Workspaces =

‘ Outstanding Submission(s)

®
®  1nformed Consent »
L]

Track Ref " — Process
Other Protocol Documents  » Location Number REqUest Type Submission
®  contract Documents - I Click en the hyperlink to edit/view the submission.
[ETU UL 000151 B - In Process
In Unanticipated Events Form
Regulatory Forms Process

Danulatars Grihmiseinn Enrme
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IRB Studies Recently Used Protocol Status
a0
1-50p

58 result(s) found...

Protocol Title incipal
e Actions

" Click to
open Protocol RB 2153
Protocol Status Number Expiration Investigator
ashboard = Study Number e
Patient presenting with facial abscess and aggressive osteolysis with promi...
- s "
I g 8 o[- %

Doe, lane B.S. —_—
Close
Copy

DT-IRB-18-03 09/28/2018 IR821173673
History Items Forms Hide
Exempt

Open IRB

A window will pop up, confirming that the user would like to close the study.

Close Exempt Protocol

Please verify that you wish to close this Exempt Protocol?

Protocol Titlet patient presenting with facial abscess and aggressive osteolysis with prominent

periosteal reaction of the mandible

Principal Investigator: Investigator, John

[ No, Cancel ] [ Yes, Close the Protocol ]

If the user does not have access, an error message will display, not allowing the user to close the study.

Close Exempt Protocol

Please verify that you wish to close this Exempt Protocol?

Protocol Title:
Patient presenting with facial abscess and aggressive osteolysis with prominent periosteal reaction

of the mandible

Principal Investigator: Administrator
Your Privileges do not allow you change the Protocol status.

Contact your System Administrator to allow operation.
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