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Study Management - Study Submissions

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. This manual will take you through use of the Submissions
tab, which 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.

Accessing a Study

To locate your study, click the My Studies link in the Study Assistant menu group on the homepage of your iRIS software.

The page that opens will display the studies you have a role on, along with basic information about each study. 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. You can consult the Study Assistant manual to learn more about
navigating the My Studies screen.

Once you have located the study in the list, click the | icon in the Click to Open column.

My Studies [4]Back
Display my Studies by: (® Most Recently Used Studies: Find by IRB Mumber: | | @ Find |
IRE Number v () Filter my Studies by study status: Find by Study Number: | | @! Find |
] Include Studies that have not been assigned an
IRE Number

Show Hidden Studies () yves @ po

6 result(s) found... 1-6
Click to  View Study IRE Numb IRB Sy I Principal Copy Delete Hide
open Details Status umber Expiration _ Investigator Study Study
Study Title
NCTO0334880 Investigator, Susan @ i
GH-2015-25 06/16/2016

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group,
Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit
Hyperactivity Disorder (ADHD)

NCT00510276 Investigator, Susan @ i

Treatment of Attention-Deficit/Hyperactivity Disorder (ADHD) With Atomoxetine in Young Aduits|

GH-2015-22 12/31/2015

Submissions

When you open a study in which the study application and submission form have been completed, 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 Submission History, which will list out all forms
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submitted for review on the study. Also listed is a link to Study Correspondence and an area for Outstanding
Submissions.

IR8 Number: HUMANPROTOCOL--2016-1548
Study Nickname:  Application for Research 2 Submissions 4] Back

PI: Investigator, Susan

IRB Number :| HUMANPROTOCOL--2016-1548 Study Title : Application for Research 2
Ew Study Management

Protocol Items

Protocol Items
® Submissions History

®  study Application ® Study Correspondence

® Informed Consent »

N
®  Other Study Documents  » ~ /‘ Outstanding Submission(s)
Submission Forms Track

Ref R £ T Process
Location | Number | o9uest Type

Submission
Submisison forms

Click on the hyperlink to edit/view the submissian. Send
004858 B; - - S ‘Submission
P o R o iMedRIS Initial Review Submission Form
iMedRIS Initial Review Submission Form
® Amendment Request
Application for Continuing Review / Renewal
®  KsP Modification
® Change Request Amendments

Study Attachment Forms

o

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.

IR8 Number: HUMANPROTOCOL- 2016 1548
Study Nickname:  Application for Research 2 Submissions [4]Back

PI: Investigator, Susan

IRB Expiration Date:| 06/09/2018

Displayed at the top left of the header are the Study Number/Nickname and PI.

Below this is listed the current Study Status, the IRB Number, Study Title, and the IRB Expiration Date, depending on
whether or not 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 and view, revise and add Informed Consents or Other Study Documents.

Protocol Items

Protocol Ttems
- Study Application
® Informed Consent

® Other st udy Documents »
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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.

IRB Number: HUMANPROTOCOL--2016-1548 . : —
Study Nickname:  Application for Research 2 Study Application [4Back
PI: Investigator, Susan

18 Number : HUMANPROTOCOL—2016-1548 Aoplication for Research 2

IRB Expiration Date:| 06/03/2018

75..)‘] Add a New Application Type | 75-)] Compare Two Selected Versions | Q Delete Selected Version

1 result(s) found...

i Show  Edit/ S 5 Approval o o Crea.te a
M Rev. View Application Type Approved? Date Created By Date Created Modified by Date Modified Revised
. Application
— . Susan 06-10-2016 Susan 06-10-2016 x
O oy EHOE Al G (e 1-0) e Investigator 13:38 Investigator 13:38 Ej

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 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, and then click the
Compare Two Selected Versions button.

IRB Number: HUMANPROTOCOL--2016-1548
Study Nickname:  Applicstion for Ressarch 2 study Application [4]Back

PI: Investigator, Susan

IRB Number : | HUMANPROTOCOL—2016-1548 Study Title : | Pplication for Research 2
Gﬁffngf'zn 1

@ Add a New Application Type | @ ‘Compare Two Selected Versions | o Delete Selected Version

1 result(s) found...

Create a

i S;‘:v“" Ef“" Application Type Approved? Approval Date Created By Date Created Modified by Date Modified Revisad
. rew Application
| Study Application Form (Version 1.1) No Susan Investigator 06-10-2016 13:38 Susan Investigator 06-10-2016 13:38 @
Y - - . [
Study Application Form (Version 1.0) Yes 06/10/2016 Susan Investigator 06-09-2016 13:47 Susan Investigator 06-10-2016 11:09 E:]

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.

© iMedRIS Data Corporation 4
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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.

Click on sections to highlight them in yellow.

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

X close
Study Application
Version: 1.0 Version: 1.1
Mary Jane Coordinator Mary Jane Coordinator
1 Mot Defined in Version 1.0 Section 4 - Section 200 i
Q 4 - Sub form attach:
No form has been associated.
2 Section 6 - Section 300 Section 6 - Section 300
Q 1 - Human Subjects Training is a requirement for approval. Have you and your research team Q 1 - Human Subjects Training is a requirement for approval. Have you and your research team =
members completed Human Subjects Trainin ... members completed Human Subjects Trainin ...
o Yes = No o Yes =Has No
3 Section 6 - Section 300 Section 6 - Section 300
Q 2 - Is this study or any part of this study contributing to a dissertation or thesis? Q 2 - Is this study or any part of this study contributing to a dissertation or thesis?
= Yes = No = Yes =Hes No
4 Section 12 - Study management Links Section 12 - Study management Links
Q1- o1-
Order S Order S
Number Criteria Number Criteria
In the opinion of the investigator, the subject is significantly underweight [e.g.. lnthe opinion ofth i _the subjectic signi y
1 Body Mass Index (BMI) < 18.5] or morbidly obese. Rderveigh g A M 3 i
=
Has any comorbid psychiatric diagnosis with significant symptoms such as any
severe comorbid Axis || disorders or severe Axis | disorders including Post Has-any comorbid psychiatric diagnosis with significant symptoms
Traumatic Stress Disorder (PTSD), psychosis, bipolar illness, severe obsessive SHER 35 3Ry Sevee Lomobid-Axis I disorders or severs fusd
compulsive disorder, severe depressive or severe anxiety disorder or other disorders-inciuding Rost Traumatice Stress Disorder{PTSDY
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 Ej icon in the Create a Revised Application column. The
versions of the application which can be modified

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.

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. You can attach the revised version of the Study Application 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 columns does not reflect that the current version of
the application is approved.

© iMedRIS Data Corporation 5
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@Compare Two Selected Versions | 0 Delete Selected Version
1 result(s) found...
Sh Edit/ A 1 Create a
*I? Re{:r“ View Application Type Approved? D:re"“!a Craated By Data Creatad Modified by Date Modifiad Revised
) Application
: _— . Mary Jane 02-24-2014 Mary Jane 02-24-2014 Ej
i ] Study Application (Version 1.2} i Coordinator 15:46 Coordinator 15:46 >
N . Mary Jane 02-13-2014 Mary Jane 02-24-2014
| Study Application (Version 1.1) Yes 02/24/2014 Coordinator 14:11 Coordinatar 15:00
e = Mary Jane 02-12-2014 Susan M. 02-12-2014
4 Study Application (Version 1.0) No Coordinator 16:21 Investigator 16:21
Delete Application

A version of the Study Application can only be deleted if you have not submitted that version. In the example above,
version 1.0 and 1.1 have both been submitted, but 1.2 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 OK, 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.

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

The only time 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 button to create the application record for your study.

Study Number: NCS - . —
PI: Investigator, Susan M., Ph.D. Study Application [4]Back

0 result(s) found...

s Add a new Application

ficy Show Edit/
s Rew. View

Create a Revised

Agpplication Type Approved? Approval Date e

Mo application versions have been added to this study

Informed Consent

The Informed Consent link, from the main Submissions screen, will direct you to the Informed Consent 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.

Protocol Ttems
- Study Application

® 1nformed Consent » Study Consent Category I

®  Other Study Documeni Study Consent Category II

© iMedRIS Data Corporation 6
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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.

IRE Number: GH-2015-25
umber Informed Consent Document [4]Back
PI: Investigator, Susan
Study Status-m T e 5 GH-2015-25 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
) ) Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016
Search Level: ':E:'TDD 'Z::Z'p'” Show Hidden: '::::'YES ':E:'ND
Select Category: |J'3\|| W | Title: | |
Version #: l:l l:l Consent Outcome: | All ~| | Filter Documents |
T — T —
Approval Date: Expiration Date: |
v d

; Export | sy Print Friendly | _@Cﬂnpare Consent versions | Add a New Consent | Q 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

2 result(s) found...

Create a
: View Edit/ - UnApproved Approved Consent Approval Expiration . -
[ History WView iz R nrr=s= Consent Consent DOutcome Date Date il ez iz
Document
Informed Consent @
u . = |consent |11 English Approved 06/17/2015 06/17/2016 Add @
06/30/2015 e, red Revision
Standard Consent @
O ' 20
- Consent ; English Add
06/23/2015 RTF Revision

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 that 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. If you had selected a category before opening the
library, that category will appear in this field and only consent documents in that category will appear in the search
results.

Title —Type in all or part of a document title to include in the filter.
© iMedRIS Data Corporation 7
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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; if you type in “1” in the second box (after the decimal), only documents that are version “x.1” will populate on the

page.
Version #D

Approval Date: v| between "

; Export

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

To view previous versions click on the folder

1 result(s) found...

= View Editf
L History View

UnAp|

Title Version Language Consd

Informed Consent 3

Study Consent

Category I 02016 Enalish

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 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 will need to click Export again.

© iMedRIS Data Corporation 8
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Exporting Information into Spreadsheet. Wait for the file to download [4]Back

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
yvour browser.

& To help protect vour security, Internet Explorer blocked this sike From downloading Files ko your computer, Click here For optisns. ..

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

What's the Risk?

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

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

Fite Download

D you weant 80 open ar zave thiz file?.

Download Complete

gﬂ Mane: shudy_donrents--dumeps, doc ’
Tine: Mol Word Dosument, 23508
Fro 6522042, 148

Open | e | [_Conee ] ’ Cancel

- "ain Flaz bon th Intmiret car ba bl some s can pobarfishs
@- o o compater I oo o rt it S source. do ol open o
e thes The. ol the vk ?

To do so, click Sawe. 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 yvou will save the document, click Sawe. 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 vou‘ve saved the file to your workstation and closed the Download Complete
box that you click the Download Complete button in iRIS. This allows you to check the document (or upload the
document)back into iIRIS once you've finished editing it.

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

When you select to download the file, a popup window will ask you if you’d like to open or save the document. 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 can click the Download Complete button to return to
the Informed Consent library.

Do you want to open or save Query.xls (6,00 KB) from iris-pm? Open Save hd 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 - £ |
A B C D E F G
1 CONSENT ID|TITLE |VERSION_DATE |[VERSION ID|IRB_APPROVAL DATE |IRB_EXPIRATION DATE |UNAPPROVED FILE NAME |APPR
2 20 ConsentDocument 2014-02-12 00-00-00.0 1 Consent_20 docx
3 1 ConsentDocument 2014-02-12 00:00:00.0 1 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 print-friendly view.

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 as well as the consent records currently listed on the screen.

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.

© iMedRIS Data Corporation 9
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X close & print

Informed Consent Document

Study Status: Open

Principal Investigator:  Investigator, Susan M., Ph.D.

IRB Mumber: GH-14-016

Study Title: A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration,
Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Expiration Date: 02/28/2015

1 result(s) found

- UnApproved  Approved - Approval Expiration
Title Version Language Consent Consent Review Qutcome Date Date Checkout By
ConsentDocument
1.1 -
02/12/2014 Enaglish @ a Approved 03/01/2014 |02/28/2015

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.

Create a
= View Edity __ - UnApproved Approved Consent Approval Expiration . -
= History WView tie WEEET Language Consent Consent Outcome Date Date CRECkEH Uy Dzi:lr:?a:t e
Informed Consent % ‘:]
5 ! ! |consent |12 English Approved 06/17/2015 06/17/2016 Add @
06/30/2015 ! Revision

Informed Consent

1.0 .
—— | Consent 06/30/2015 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 document versions, click the Close button.

© iMedRIS Data Corporation 10
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X close ([ & prnt

Consent
Document Version: 1.1

[Informed Consent form for OPhase III, Randomized, Double-Blind, Multi-Center,
Flacebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of
NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

You may provide the following information either as a running paragraph or under

ii

Consent
Document Version: 1.0

Synchronize scrollbars

[Informed Consent form for O
Name the group of individuals for whom this informed consemt form is
written Because research for a single project is often carried out with a number of

different groups of individuals - for example healthcare workers, patients, and parents

headings as shown below. . e A : . i :

of patients - it is important that you identify which group this particular consent is for.
Susan Investigator P P ¥ fy group p
E?Eer‘a.}]_i[oigl_ta._l_ ~| O(Example: This Informed Consent Form is for men and women who attend ~
14 [ | + 4 | 1 | +
Details of Changes Additions Into New Version Deletions From Previous Version W ::

»

[Informed Consent form for O 1

ats—fo orr—this—tfo d sroup
= tents:Phase

Titration, Safety and parents |

Bt t SOt

5 7 L3 JLS Al o= SHIST pro I_ .I |
111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose

el whorwe e inviting foparticipateEfficacy Study of NRP104 in researchonX—The
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

o 1o s - : = - ; s I ten:
O Exampie. TS D ormen COTSert T OT T IS JOT e Qi Wonter T Wilo Qe Cirie

. 3 .
titteof oo resenrTir prgrect

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

A new page will open, 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.

The available selections are described below. Choose the appropriate action, and then click the Next Screen button.

IRB Number: HUMANPROTOCOL--2016-1548

Study Nickname:  Application for Research 2 Informed Consent Document E]Back
PI: Investigator, Susan
IRB Number : HUMANPROTOCOL—2016-1548 Application for Research 2
IRB Expiration Date:| 05/09/2018
Next Screen ’
. 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 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.

© iMedRIS Data Corporation 11
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E Save Consent |

Instructions o

* pl lect the C t " =
sase sels . 1. Complete the fields to the left side of the screen

Template: — h " . .
~hone e 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 2. Download the document to your workstation by L
different from the template clicking the Download button at the top right side of ||=
name: the screen. Your browser will then ask if you would
like to save or open the file named
"ConsentDocument.rtf". Click the Sawe option. This
will download the file to your workstation.
' i Date: . .
ersion Late: ' 3. Click the Complete Checkout button in your

browser window.

4. You can now edit this document using any

Category: -none— - standard word processing program such as MS Word
and WordPerfect used on either a MAC or a standard
B Mala =ira van =ava tha darimant ta wvanr

Description:

*Wersion Number: .0
* Language: -None— -

* Reconsent Required: Yes @ No

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.

*Wersion Number: |1 .0

Version Number — Specify the version of the document using any character or number. After the editable version
number is a hard coded ‘.0’. This is the 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. Any time 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 — Select the consent language from this dropdown list.

Reconsent Required — Indicate “Yes” if subjects on the study will need to be reconsented. Note that the appearance of
this field and the Reconsent Reason field is controlled by the system.use_reconsent_on_consent system property,
located under Study Consent Screen Setup properties. When this property is set to Yes, the reconsent fields will appear
when uploading consent forms to studies that have already been submitted to the review board.

Reconsent Reason — You can add any reconsent reason to this field.
Comments — Add any comments regarding the consent document.

After entering the required information, click the Save Consent button.
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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. Wait a few
moments, and the browser may prompt you with a yellow bar at the top. Click the yellow bar, and then select Download
File from the menu that appears. Do this before clicking the Complete Checkout button. If you click Complete Checkout
before saving the file to your desktop, you will lose the document and will need to undo the checkout in order to restore
the document.

Checkout the Study Informed Consent [4]Back

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

% To help protect your security, Internet Explorer blocked this sits from downloading Files to your computer, Click here For options. .

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

Download Flle...

What's the Risk?

Pore information

Step 2: In a few moments, your browser will prompt you to either Open or Save the file (see example below). Note:
this is not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Sawve it to your workstation.

\ Complete Checkout \

‘ Cancel ‘

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.

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 Consent Template.rtf from iris-pm? Open Save = Cancel

After saving the document, you can click the Complete Checkout button.
The system will return you to the previous page.

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, as
seen in the image below.

© iMedRIS Data Corporation 13
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RB Number: GH-2015-25
I: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
dy Status: IRB N ber : - - ! ! - ! ! o
¥ Status m umaer GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Informed Consent Document [4]Back

IRB Expiration Date: 06/16/2016

Ay Patient Consent List | E Save Consent

Unapproved ~

Consent Title: |SiE|ndErd Consent Consent

*Version Date: l:l V

Catogoer:

Description:

*Version Number: .0
* Language: |English ~

This document is currently . 1oc Coordinator at 07/01/2015 01:59 PM PDT
checked out by.

Check-in when you are done -

editing to upload the document Check-in Document... |

back into iRIS.

Revert to the document stored in
iRIS.

Undo Check-out Document... |

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 have associated a document, click the Save selected file
button.

Document Location:

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

[ save selected file

© cna |

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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IRE Number: GH-2015-25
PI: Investigator, Susan
I m T e GH-2015-25 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
Y : : Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Informed Consent Document [4]Back

IRBE Expiration Date: 06/16/2016

My Patient Consent List | _E Save Consent

Unapproved
Consent Title: |Standard Consent Consent
w
*Wersion Date: l:l Vl RTF

Caty : | Con=ent LY

2. Add an informed consent from an existing 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.

You can enter in the additional consent details. At the bottom of the page you can click the Upload Your Consent
Document button to upload your consent.

IREB Number: GH-2015-25

PI: Investigator, Susan

A Phase I11, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRE Number : - - ' ' . ' ! o
¥ Sietes m Hmner GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

E Save Consent |

Instructions
Complete the fields to the left side of the

I:I 'l screen, then click the Upload Your

Consent Document... button. When the
Category: file browsing window comes up, click on
the browse button. This will bring up your
file system’s file browser. Select the file
Description: you want to upload and click the Open
button. NOTE: Informed consent
documents must be in either Microsoft

*Wersion Number: I:I.O Ward "dnr” farmat “rirh tavt farmat
* Language:

Informed Consent Document [4]Back

IRB Expiration Date: 06/16/2016

No document *Consent Title:
has been
loaded.

~

*Wersion Date:

v

Comments:

i !
* Upload your document | Upload our Consent Document. .. | (Microsoft Word,
RTF or PDF file only)

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.
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Document Location:

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

[d save selected file

0|

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

IR8 Number:  GH-2015°25  y.60rmed Consent Document [4]Back
PI: Investigator, Susan

) ) B _ A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
STy i m L GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

E Save Consent |

Instructions
Complete the fields to the left side of the

I:I 'l screen, then click the Upload Your

Consent Document... button. When the

Category: file browsing window comes up, click on

IRE Expiration Date: 06/16/2016

*Consent Title:

s

*Version Date

document has the browse button. This will bring up your
been loaded. file system's file browser. Select the file
Description: you want to upload and click the Open

butten. NOTE: Informed consent Vv
documents must be in either Microsoft

*Wersion Number: I:I.Cl Wnred "dar” farmat "rich tewt format

Comments:

= e e (e | Upload Your Consent Document... | (Microsoft Word,
RTF or PDF file only)

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.
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IRB Number: HUMANPROTOCOL--2016-1548

Study Nickname:  Application for Research 2 Informed Consent Document [4] Back
PI: Investigator, Susan

Study Status: IRB Number : HUMANPROTOCOL—2016-1548 Study Title : Application for Research 2

IRB Expiration Date:| 06/09/2018

ISﬂve Consent
Instructions
* please select the Consent Template: TR T o o A
Consent Builder Template 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 ‘

name:

2. Download the document 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 "ConsentDocument.rtf”. Click the Save option. This will download
*VersionDate: | | [Er the file to your workstation.
3. Click the Complete Checkout butten in your browser window.
* Category:

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 decument to your workstation in .rif format.

Description:

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 |w#
select the open but_t_orj. Select the ok button, then when back in the iRIS system, click

* Version Number: :.0
* Language: |English ~

# Reconsent Required: () yas (® g

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: HUMANPROTOCOL--2016-1548
Study Nickname:  Application for Ressarch 2 Informed Consent Document [4|Back
PI: Investigator, Susan
==
——
This is a template for completing a research consent form. A
Al | blue and red text must be replaced or removed before sending the final version to the IRB.
(Try to keep the language at 8" grade level)
The black text represents recommended language.? It may be removed or edited; however, if it represents REQUIRED language, the IRB may require it to be replaced.
PROOFREAD THE FINAL VERSION BEFORE SUBMITTING TO THE IRB.
Background
Briefly describe here the background of this study, stating that the study involves research, the expected duration of the subject?s participation in the study, and why the potential
subject is being asked to participate. Provide subjects with information about the study sponsor(s).
[l changes have no study influence
Purpose
Provide here a brief explanation of the purpose of the study, stating in lay language what the study is designed to discover or establish. v

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. Wait a few
moments, and the browser may prompt you with a yellow bar at the top. Click the yellow bar, and then select Download
File from the menu that appears. Do this before clicking the Complete Checkout button. If you click Complete Checkout

before saving the file to your desktop, you will lose the document and will need to undo the checkout in order to restore
the document.
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Checkout the Study Informed Consent [4Back

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

\i: Ta help protect your security, Internet Explorer blocked this sita from downloading Files ko your computer, Click here: For options. .

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

Step 2: In a few moments, your browser will prompt you to either Open or Save the file (see example below). Note:
this is not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Save it to your workstation.

[ Complete Checkout ]

[ Cancel ]

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 | T Cancel

After saving the document, you can click the Complete Checkout button.

The system will return you to the previous page.

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, as
seen in the image below.

[RE Number: GH-2015-25

PI: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
IStudy Status: IRE Number : - - : ' : ‘ ' T
¥y =tatus m umaer GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder {(ADHD)

Informed Consent Document [4]Back

IRB Expiration Date: 06/16/2016

sy Patient Consent List | E Save Consent

Unapproved N
Consent

Consent Title: |81E|ndard Consent

w

*Varsion Date: l:l ' RTF

Category:

Description:

*Version Number: .0
# Language: | English b

This document is currently

e e Mary Jane Coordinator at 07/01/2015 01:5% PM PDT

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

Revert to the document stored in
iRIS.

Undo Check-out Document... |
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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.

Document Location:

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' butten. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

Q Save selected file

ﬁ) 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: GH-2015-25
PI: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRE Number : - - ' ' e ‘ ‘ ’
¥ Siatas m umaer GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Informed Consent Document [4]Back

IRB Expiration Date: 06/16/2016

sy Patient Consent List | _Q Save Consent

Unapproved
Consent

Consent Title: |Standard Consent

*Wersion Date: I:I ' RTF

Cat: : 1Cnnzant LY

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.
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between
B

Approval Date:

between
=

Expiration Date:

; Export | sy Print Friendly | @Cﬂmpﬂr& Consent versions | Add a New Consent | Q Delete Selected Consent(]

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

3 result(s) found...

Create a
= View Edit/ _. - UnApproved Approved Consent Approval Expiration . .
+ History View Title Version Language Concent Consent Outcome Date Date Checked Out By Revised Hide
Document
Standard Consent @
Cd 1.0 : Add
4
Consent 07/01/2015 English Revision
t+andard Cancaont e

Delete Selected Consent(s)
You can delete consents by selecting the checkbox next to the consent record and clicking the Delete Selected
Consent(s) button. 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. You will need to create a revision of the document in order to do so.

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 format of the document, you may see a Word icon, an RTF icon, or a PDF icon.

[R8 Number:  GH-2015-25  y,60med Consent Document
PI: Investigator, Susan

Study Status:m IRB Number : GH-2015-25 Study Title :

IRE Expiration Date: 06/16/2016

[1]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

-~ Patient Consent List

Approved

Consent Title:  Informed Conzent Consent

*Version Date: U5/20/0

Category: Consent

Description: Consent description.

*Version Number: | .1

* Language: English hd

Comments: Comments to review board.

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 document icon in the UnApproved Consent column 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 in a new window, allowing you to print it for your records.
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IRE Number:  GH-2015°25  y,6rmed Consent Document ({IBack

PI: Investigator, Susan
T m IRE Number : GH-2015-25 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
v ’ ’ Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRE Expiration Date: 06/16/2016

Search Lavel: :.::'Top O an Show Hidden: (Jyes @ g

Selact Category: |,5.|| e | Title: | |
Version #: l:l l:l Consent OQutcome: |f.\|| hd | Filter Documen
[ ] [l between [ ] [ ] Bl between[ ]
Approval Date: Expiration Date:
= =

‘.,E:q:mttl _*__PrintFrienllyl @Cﬂnpare(onsentwrsionsl vAddaNmConsentl 9Delele5dedﬂlConsart-

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

To view previous versions click on the folder

3 result(s) found...

Create a
= View Edit/ __ - IJnﬁpprlwed Approved Consent Approval Expiration . .
e History View atie wE=ET o= Consent Consent Outcome Date Date & i ) D':i:':::_.t i

Informed Consent &
o : D)
v l\pproved D6/17/2015 06/17/2016 Add

1.1 .
- Consent 06/30/2015 English

Revision
Standard Consent @
O 1.0 w
L 4 - Add
< Consent  ;741/2015 English i 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 add 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.

Message from webpage DY
I.-"'_"‘-. Confirm the adding a revision.
W' Are you sure you want to create a revision?
’ OK ] l Cancel ]

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

are editing. Click the OK button to proceed.

Message from webpage &J

A new version has been created, The document you are editing is
. l\_ wversion 1.2

The window will refresh again and populate with details of the document you are revising, allowing you to change
details and check out the revised document. Click the Check-out Document button.
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IRE Number: GH-2015-25

PI: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRB N ber : - - ! ! - ! ! o
¥ SRatus m umaer GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Informed Consent Document [1]Back

IRE Expiration Date: 06/15/2016

sy Patient Consent List | E Save Consent

Unapproved

Consent Title: |Infc\rmed Consent Consent

*Version Date: |05/30/2015 '

Catagory

Consent description.

Description:

*Wersion Number: .2
* Language: |English ~

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

Chech-out Document... |

A new page will open and your Internet browser will download the consent document. Internet Explorer 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. Click the
yellow bar, and then select Download File from the menu that appears. Do this before clicking the Complete Checkout
button. If you click Complete Checkout before saving the file to your desktop, you will lose the document and will need
to undo the checkout in order to restore the document.

Checkout the Study Informed Consent [4]Back

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
wvour browser.

& To help protect your security, Internet Explorer blocked this sike From downloading Files ko your computer, Click here For opkions...

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

W he

More information

Step 2: In a few moments, your browser will prompt you to either Open or Save the file (see example below). Note:
this is not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Save it to your workstation.

D g wiamt 1 cpen n 2w thiz filu?

&_‘] T [ Complete Checkout ]
Time Microiolt Word Docurerst, 23,58
Frome 65220042, 146
Lo | [Sam ] [ Caa ] [ Cancel ]

W e b the Infminet car s sk, £omes e can pobantisk:
a- P poea computer 1 paus o ot it e s, da ol open o
e B The What's the 1Rk

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 yvou click the Complete Checkout button in IRIS. This allows you to check the document (or upload the
document)back into iRIS once you've finished editing it.

T ncal tha Documan: t b 1 It H

Lol Cancal Beotg: Tf unnfea alraady couad tha filg to snye moutar tha fila il

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.

It is best to choose to Save the document, so you can be sure to save the document in a known location.
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Do you want to open or save Consent Template.rtf from iris-pm? Open Save |T Cancel

After saving the document, you can click the Complete Checkout button.

The system will return you to the previous page.

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 .., ;.. Coordinator at 07/01/2015 02:03 PM PDT
checked out by.

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

kevert to the document stored in | L e AT |
iRIS.

When you view the Informed Consent library, any document that is currently checked out will contain the checkout

information in the Checked out By column.

IRE Number: GH-2015-25

PI: Investigator, Susan
. . ~ B A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
AT St“us'm R GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Informed Consent Document [4]Back

IRBE Expiration Date: 06,/16/2016

Search Lewvel: 'I§I' Top 'I::I' All Show Hidden: 'I::I' Yes 'IEI' No
Select Category: [ All v Title: | |
Version #: l:l I:l Consent Outcome: |.ﬂ\|| S | Filter Documents

Approval Date: | between I:I Expiration Date: | _Iv between l:l

; Export | sy Print Friendly | _[@ Compare Consent versions | 4, Add a New Consent | 9 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

3 result(s) found...

Create a
i View  Edit/ - - UnApproved Approved Consent Approval Expiration _ _
+ History View Title Version Language Consent Consent Outcome Date Date Checked Out By Revised Hide @
Document
Informed Consent
Mary Jane @
L1 1.2 Coordinator at
4 | Consent . English i Add
06/30/2015 07/01/2015 Revision
02:03:38 PM
B Standard Consent - [:t_‘q =

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.
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This document is currently
checked out by.

Check-in when you are done

Mary Jane Coordinator at 07/01/2015 02:03 PM PDT

editing to upload the document

Check-in Document... |

back into iRIS.

kevert to the document stored in |
iRIS.

Undo Check-out Document... |

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 have associated a document, click the Save selected file button.

Document Location:

Erowse...

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

[d save selected file

© cna |

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.

IRB Number: GH-2015-25 1,60 1med Consent Document
PI: Investigator, Susan

Study Slalus:m IRB Number : GH-2015-25 Study Title :

IRB Expiration Date: 06/16/2016

[4]Back
A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,

Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

sy Patient Consent List | _Q Save Consent

Consent Title: |Infcrmed Consent

Unapproved
Consent

*Version Date: 'l

Catagory:

Consent description.
Description:

*Wersion Number: .2
* Language: |English v

Check-out the Document to your | Check-out Document.__

workstation for editing:

Comments to review board.

Other Study Documents

The Other Study Documents link, from the main Submissions screen, will direct you to the Study Documents 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 »  Flyer/Advertisement

HIPAA Authorization E

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

IRE Number: HUMANPROTOCOL--2016-1548

Study Nickname:  Application for Research 2 study Documents [4]Back
PI: Investigator, Susan

IRE Number: | HUMANPROTOCOL--2016-1548 Application for Research 2
IRE Expiration Date:| 06/09/2018

Search Level: ® Top () Al

Show Hidden: () ves ® g

Selact Catagory: [ All | Title: | |
version#:[ [ | Document Qutcome: [Al V] Filter Documents |
Approval Dale:l:l between :l = Expiration Date: l:l between I:l
- Print Friendlyl _[@ Compare document versions | Add a New Document | + Add Multiple Documents | 0 Delete Selected Document(s) |
2 result(s) found...
i H‘:;:n“:y Edit Version Title/ Category Document Outcome Approval Date Expiration Date File Stamped File  Checked Out By Create Revision Hide

Study Advertising Flyer

e
- @ @
=3} 06/09/2016 Flyer/Advertisement

06/09/2018

258.95 KB Add Revision
e
O § L0 HIPAA Authorization @ Ej
=3} 06/09/2016 HIPAA Authorization Approved 06/21/2016 06/09/2018 stk Add Ravision IE

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 information in the different filters in order to obtain results.

Search Level: ® Top () 4l Show Hidden: () yes ® o
Select Category: [All V] Title: | |
Version #: :l :l 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 that 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, you can 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 that category will appear in the
results.
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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 the documents displayed 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.

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.

Print Friendly
You can 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: The Print Friendly view will display the filters in use, as shown in the screenshot below.

X close & print

Study Documents

Study Status: Open

Frincipal Investigator: Investigator, Susan M., Ph.D.

IRBE Number: GH-14-016

Study Title: A Phase III, Randemized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRPLO4 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Category: All SubCategory: All Version Number: Review Outcome: Approval Dates Between: 03/01/2014 and 03/01/2014 Expiration Dates Between: and
"

o Lo o

Title/Category File Stamped File Version Review Outcome = Approval Date Expiration Date Checkout By
Flyer
Flyer
é;fll.QUH- \Approved 03/01/2014
189.23 KB 228.36 KB
1B
Other
5.2?’11.,’2014 Approved 03/01/2014
189.23 KB 228.36 KB

Study Protocol

Protocol @ ﬂ o
02/17/2014 Approved 03/01/2014

189.23 KB 228.36 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 view a previous version’s unapproved

document by clicking on the @ icon in the File column.
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You can compare versions of the document by clicking the checkboxes next to two versions of the same document and
then clicking on the Compare document versions button at the top of the page.

| View - - Document Approval Expiration ~ Stamped Checked Create -
#] | History Edit  Version Title/ Category Qutcome Date Date File File Out By Revision | Hide
. 11 Protocol t‘\ﬂ
4 "l 08/18/2015 Protocol N ; 06/17/2015 : Add
pprove: 25.75 KB Revision
. q Protoco @
L= |06/16/2015|protocol B
14.81 KB

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 document in a side-by-side view. The newer version will be 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, click the Close button.

X close é print

Investigator Brochure Investigator Brochure
Document Version: 1.1 Synchronize scrollbars Document Version: 1.0
INVESTIGATORLS BROCHURE g INVESTIGATORLS BROCHURE i@
Investigational Product Investigational Product
Compound Number: Compound Number:
Chemical or Approved Chemical or Approved
Generic Name Generic Name
Trade Name (if applicable) Trade Name (if applicable)

P s | : B ——— sl e .
Details of Changes Additions Into New Version Deletions From Previous Version LTy
2.1. Background
Bricfr e e T e g m O PO T THE T T TITe, B e T TIIE i GO pT UV I e TIe i GppT U Vet Lt e TC T TE TR T B BTy T COT TR AT (=)
DT DT T T T T T T T T T T T T e T T O DT I T T T T T T T T T T I e T T B e T e T T I e DT T DT e P Ut T T T T T
This study is a randomized, phase lll. multicenter placebo-controlled. parallel-group. forced dose fitration in which adult subjects (18-55 years of age inclusive) with ADHD will
be randomized to NRP104 {30. 50. or 70 mg) or placebo for four weeks of double-blind evaluation of safety and efficacy.

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. First, specify the name of the document in the Document Title field.

*Wersion Number: _U

Version Number — This field requires you to specify a number or character to be included in the document version
number. 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
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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.

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 autofilled for you 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 that can be addressed to the review board.

IRB Number: GH-2015-25

umBer Study Documents [4]Back
PI: Investigator, Susan
Study Status: IRB Number : GH-2015-25 A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,

¥ : : Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

o Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016

Save Document

*Document Title:

*Version Number: l:l.ﬂ

Version Date: l:l =+
Category:

Description:

Load the document into iRIS: Upload ...

Comments:

Enter the required information, then click the Upload button to upload the document.

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 have associated a document, click the Save selected file button.
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Document Location:

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

L save selected file

© oo |

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 may automatically apply the name
of the document to the Document Title field. This is controlled by the system.use_auto_populate_study doc_title
property, located under Study Document Screen Setup.

Click the Save Document button to create the record.

IRE Number: GH-2015-25

PI: Inmvestigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRB N ber : - - ! ‘ . ! ! o
¥ Sratas m umer GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Study Documents [1]Back

IRE Expiration Date: 06/16/2016

Save Document

Investigator's Brochure Template (1) dViEW the
*Document Title: ocument|

*Version Number: l:l.ﬂ .

Version Date: I:I v
Category:

Description:

Load the document into iRIS: Upload ...

Comments:

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, Document 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.
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Note: when you add a new document record from this area, in order for the 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.

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.

IRE Number: HUMANPROTOCOL--2016-1548
earch 2

Study Nickname:  application for Research

PI: Investigator, Susan

Study Status: IRB Number : HUMANPROTOCOL—2016-1548 Study Title : Application for Research 2

IRB Expiration Date:| 06/09/2018

study Documents [4]Back

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

all fields other than Add New Records | € pelete Record(s) | [l 5ave Record(s)

file path will be

automatically

populated if not

entered.

*Document Title Version Version Date Category File path

O | | o || | | [onone- V]
tl ‘ | l:l'u [ | [Elr| [none- v] Browse...
miy | l:l'o [~none— V] Browse...
O ‘ | l:l'o [ | [Elr| [none- V] Browse...
u ‘ | l:l 0 [-none— | Browse...

Delete Documents

You can delete documents from the main Study Documents library 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 a 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.
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When you open the details of the document, you can view the document by clicking the document icon that appears on
the right side of the screen. Depending on the status of the document, you may see a Word icon, an RTF icon, or a PDF

icon, as shown in the image below.

IRE Nnmbe_r: GH-2015-25 Study Documents
PI: Investigator, Susan

IRB Expiration Date: 06/16/2016

GH-2015-25

*Document Title: Investigator's Brochure Template (1)
*Version Number: 1 .0

Version Date: 06/30/2015

[1]Back

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group,
Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit
Hyperactivity Disorder (ADHD)

View the
stamped
document

./\
Category: Investigator brochure -

Description: Description.

Comments: Comments to review board.

Accessing Approved Documents
Within the table of documents, 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 document icon in the File column will open the
document in a new window.

If the review board approves a document, the original copy will not be displayed in the File 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 in a new window, allowing you to print it for your records.

IREB Number:
PI:

GH-2015-25 [4]Back
Investigator, Susan -

A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group
Study Status: IRE N ber : - - C s " _— ! B o - '
¥ Status _ umber GH-2015-25 Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit
Hyperactivity Disorder (ADHD)

Study Documents

IRB Expiration Date: 06/16/2016

Search Level: ®)Top () Al Show Hidden: () ves ®) g

Select Category: | All
Version #: . l:l
Approval Date: l:l Vl between l:l Vl

v| Title:| |

Document Outcome: | All

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

-~ Print Friendly | [@ Compare document versions | + Add a New Document |

v]

Filter Documents |

L Add Multiple Documents | Q Delete Selecied Doasnent(s) |

2 result(s) found...

iw View - - - Document Expiration - . Checked Dut Create .
I History Edit Version Title/ Category e — Approval Date . File Stamped File By — Hide
= o

O X 11 Protocol @ @
= |06/16/2015 Protocol Approved 06/17/2015 25.75 KB Add Revision
. New Document = Jj

O 1.0
- Other 337.92 KB Add Revision

Creating Revisions

If you would like to revise an existing document record, click the [:_ﬂicon in the Create Revision 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 document library without creating a revision of the document.
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Message from webpage &

L. Confirm the adding a revision.
¥ Areyou sure you want to create a revision?

[ ok || conce |

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.

Message from webpage &]

A new version has been created. The document you are editing is
l % wersion1.2

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

IRB Number: GH-2015-75

P Study Documents 4/Back
PI:  Investigztor, Susan
& Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group
Study Status: IRE N ber : - - i . " — ! - N . '
e _ umber GH-2015-25 Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit

o Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016

Save Document

Protocol View the
*Document Title: document

“Version Number: [1_ |2

Version Date: [06/162015 | &)

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

A new page will open and your Internet browser will download the document. Internet Explorer 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. Click the yellow bar, and
then select Download File from the menu that appears. Do this before clicking the Complete Checkout button. 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.
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Download the Study Document [4]Back

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
yvour browser.

| & To help protect yvour security, Intermek Explorer blocked thiz site From downloading files ko your computer, Click here For opkions. ..

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

Wwhat's the Risk?

More information

Step 2: In a few moments, your browser will prompt you to either Open or Save the file (see example below). Note:
this iz not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Sawve it to your workstation.

Fife Downlnad

D yous want 10 spen en zave thiz filn? ’

Complete Checkout ]

A;,‘_xl Mans: study_donumsnts-—dommye3. doc
Tipe e uiolt Word Ducormerd, 21,808
Flome 66220042145

Open | [ Gwwe | [ Conem | ’ Cancel ]

i Whin g hor the rbeinet can be wish some fies can pobanfisky
% T alelibilpuieldetiidip el
e this T, hiads the kY

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

Depending on your Internet browser, version and settings, you may or may not be prompted with the file download
information.

The browser will ask if you would like to open or save the document.

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

Do you want to open or save Doc2.docx (184 KB) from iris-pm? Open Save - Cancel

After saving the document, you can click the Complete Checkout button.
The system will return you to the previous page.

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. Mary Jane Coordinator at 07/01/2015

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... |

When you view the Study Document library, any document that is currently checked out will contain the checkout
information in the Checked Out By column.

- Print Fricmlhrl @ Compare document versions Add a New Document *4 Add Multiple Documents | Q Delete Selected Document(s) |
e
2 result(s) found...
i H‘I'::D":v Edit  Version Title/ Category [:;’:'::;"::‘ Approval Date E"':;::"“ File Stamped File C"“';d LI RC!"E::’:“ Hide
< New Document *
o ) B @
- Other 337.00 KB Add Revision
Mary Jane
| Protocol @ )
1.2 Coordinator
O Ll |06/16/2015 [protocol ovro1/201s | (Read Only) @
14.81 KB 02:18:25 PM
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After you make any changes to the document in Microsoft Word, you can return to the Study Document library to check

in the changes. Click the '_ Licon in the Edit column.

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

This document is currently . P £ AT T
checked out by. Mary Jane Coordinator at 07/01/2015

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... |

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 have associated a document, click the Save selected file
button.

Document Location:

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

[id save selected file

o—|

The revised document will be uploaded to the study. Click the Save Document button to save the revised document to

the study.

s B _ _ A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group,

m_ IRE Number : GH-2015-25 Study Title : Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit
vy Hyperactivity Disorder (ADHD)

IRB Expiration Date: 06/16/2016

Save Document

View the
*Document Title: document

“Version Number: [1 |2
Version Date: [06/16/2015 | [EE+]
Category:

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 set up in your system. You can create and submit a form any time by clicking on the link

for the form.
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IRB Number: HUMANPROTOCOL--2016-1548
Study Nickname:  Application for Research 2 Submissions [I\ Back
PI: Investigator, Susan

IRB Number : HUMANPROTOCOL—2016-1548 Study Title : Application for Research 2

IRB Expiration Date:| 056/09/2018

Study Management | Subject Management |

Protocol Ttems

Protocol [tems

® Submissions History
®  study Application ® Study Correspondence
® Informed Consent »

Application for Continuing Review / Renewal

®  adverse Event

® Study Closure Form

Study Attachment Forms

Study Attachment Forms

®  siaff List

P
® Other Study Documents » ‘; Outstanding Submission(=)
Submission Forms Track Ref
Location | Number | REQUest Type
Submission Forms “
Ro:‘;_ 004503 Click on the hyperlink to edit/view the submission.
® Amendment Form e B Amendment Form
Process
®  iMedRIS Initial Review Submission Form
]

Process
Submission

Retract
Submission

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 the form has not been submitted for review.

IRE Number: GH-2015-25

PI: Investigator, Susan Amendment Form

IRB Expiration Date: 06/16/2016

. i B B ; A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose
Sy S _ I oiers GH-2015-25 Study Title : Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

m Copy Form | + Add a New Form | J@ Compare Two Versions | 0 Delete Selected Form(s)

[4]Back

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

1 result(s) found...

i Show Edit/ Ref Sub. Track

il Process Submission

O 000018 [i5] @ ﬁ 07/01/2015
]

In Process Retract

Rev View Number Rounds Location Submission Date il iz Taizlmifie

Mary Jane Coordinator | 07/01/2015 02:40:00 PM Mary Jane Coordinator 07/01/2015 02:40:58 PM

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
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.

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.
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Ref Number — For every form that is submitted in iRIS, a unique number is assigned to that form, called the Reference
Number. Each form that is submitted will get assigned a Reference Number. The presence of this field is set using the
Use Reference Number flag in System Form Designer.

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

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

IRB Number: GH-2015-25 P - —
umBber Workflow - Submission Tracking [4]Back
PI: Investigator, Susan
My Print Friendly
Status View Details Date Received / Date Completed Event Description
@ 07/01/2015 02:40 PM PDT IRB received the submission
F as 07/01/2015 02:40 PM PDT Mary Jane Coordinator as Clinical Research Coordinater review and apply signoff
' A 07/01/2015 02:40 PM PDT
r | —\‘s‘; 07/01/2015 02:40 PM PDT Assign Department Personnel for Signoff
a4 &2 07/01/2015 02:40 PM PDT
Routing
Assignment
List
F 07/01/2015 02:40 PM PDT Amendment Form is waiting to be submitted
a4 07/01/2015 02:40 PM PDT

Any steps that are still in process will be displayed at the top of the list, with the status of In Process ( (8)). The steps
that are completed will be displayed with the status of Completed ( /). Once a step has moved from In Process to
Completed, the step will order by the date/time stamp. If any step was cancelled, the status will be cancelled and the
Cancel icon will be displayed, as seen in the image below.

9 ;/ 12/12/2012 01:44 PM PST Administrator as Department Chair review and apply signoff

12/12/2012 01:44 PM PST

2{ 12/12/2012 01:41 PM PST John Investigator as Additional Principal Investigator review and apply signoff

The time and date that the step occurred is displayed in the Date Received/Date Completed column. The Event
Description will display the description of the event. Each item in this table can be expanded to show more details in the
Event Description. This can be done by clicking the expand button:

@ 03/03/2014 02:51 PM PST IRBE received the submission

Clicking the expand icon will display detailed information regarding the event.

@ 03/03/2014 02:51 PM PST = IRB received the submission

A Phase III, Randomized, Double-Blind, Multi-Centar, Placebo-
Contralled, Parallel-Group, Forced Dase Titration, Safety and Efficacy
Study of NRP104 in Adults With Attention-Deficit Hyperactivity
Disorder (ADHD)

Study Title:

Principal Investigator: Dr. Susan M. Investigator, Ph.D.
Submission Type: Amendment Form

Reference Number: 000108

Study Number: NRP104.302

To minimize this view, simply click on the Eicon.
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If details of a step can be viewed, an icon will be displayed in the View Details column. Select the icon to view the event
details. The example used here is the routing signoff icon.

g Qs 03/03/2014 02:50 PM PST Mary
W 03/03/2014 02:51 PM PST

Submission Routing Signoff Sheet [4]Back

T A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in Adults With
¥ * Attention-Deficit Hyperactivity Disorder (ADHD)

- ber: 000018

)

Create PDF
Packet

Include
in Submission Component Name - Version
PDF Packet

Submission Form(s): | Submission Form(s)

O Amendment Form - (Version 1.0) (Pzrent of the submission package

Document(s)
Category : Other

O New Document - (Version 1.0)

Mary Jane Coordinator as Clinical
Research Coordinator
do you Approve or Deny this ® Approve o Deny

submission?

[This form requires your electronic ELECTRONIC SIGNATURE HAS BEEN APPLIED
signature. by Mary Jane Coordinator at 07/01/2015 02:40 PM PDT

Please enter your User ID & Password:

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

Process Submission -
Submission Date Created By Date Created Modified By
Sl:ld Principal Investigator 12/12/2012 04:43:27 PM | Principal Investigator 1241}

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.

Pmc_es_s Process
Retract Send

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

Modified By — Will display the name of the user who last modified the form record.
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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.

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

iRIS 10.03.02

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.

Study Number: MRP104.303
PI: Investigator, Susan M., Ph

5. Amendment Form

[4]Back

My Print Friendly | Q Save and Continue

1.0 Protocol Changes

| Section view of the Form | |

Entire view of the Form

1.0 Protocol Changes

1.1 * Please describe the changes that you would like to make to the application.

Click here to access the text editor.

m

This is for the sole of IRB if you can see this and your are not part of the IRB. Please report to your iris
administrator.

1.2 * Justify the changes that you are making to the application. Please explain why the changes are

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.

Study Number: NRP104.203

PI: Investigator, Susan M.. Ph.D.

Amendment Form [4]Back

My Print Friendly | & Signoff and Submit |

| Section view of the Form

1.0 Protocol Changes
2.0 B Date Values

| | Entire view of the Form |

Form has been Completed!

8 Exit Form |
& Signoff and Submit

Submissions History

Submissions History contains a listing of every submission form that has been sent for your study, enabling you to look

up past submissions and track

their progress.

IRE Number: GH-2015-25

PI: Investigator, Susan

Study Status:

Submissions

[4]Back

GH-2015-25 Study Title : A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose

T MIITErs Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

IRE Expiration Date: 06/16/2016

W Study Management I Subject Management

Protocol Items

Protocol Ttems

®  study Application

® Informed Consent

I. Submissions History I

® Study Correspondence
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The list of submissions contains three tabs, Submissions in Process, Completed Submissions, and Submissions Returned
with Changes.

Submissions in Process- This tab displays all of the submissions in process, which includes 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, view the request type, view the details of the
submission, see the review board, and view outcome letters, the assigned review process, the meeting date, if any, the
review outcome, and the date received.

IRB Number: GH-2015-25

PI: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced
Study Status: IRB N ber : - - - ! ! " ! ! n r -
cy Status _ umher GH-2015-25 Study Title : Dose Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit
Hyperactivity Disorder (ADHD)

Submissions [4]Back

IRE Expiration Date: 05/16/2016

‘ Submissions in Process | | Completed Submissions | | Submissions Returned with Changes ay Print Friendly |
View = =
z | Reference Track ~ i . Meeting Review z | Date
AY Number Location Status Request Type Details Review Board DLu:;:;:nse Review Process Date Dutcome AY Raceived
000018 Q Amendment Form
07/01/2015
@ Amendment Form IRB 02:40:58 PM

PDT

Completed Submissions- This tab displays all the completed submissions, or any forms the review board has completed
processing. From here you can view the reference number, track the location of the submission, check the status, view
the request type, look at the details, see the review board, and view any outcome letters, the assigned review process,
the meeting date, if any, the review outcome, and the date received.

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

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 -Q 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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RB Number: HUMANPROTOCOL--2016-1548 L —
tudy Nickname:  Application for Research 2 Submissions |L| Back

PI: Investigator, Susan
Create PDF
Packet
Clear viewed records |
Include = -
HE:;'::]V:V in PDF Open Type Document Name Version Date a’;’:ﬁt;s: into
Packet
Submission Form:
. 06/27/2016
] 5| Submission Form Amendment Form Version 3.0 03:05 PM PDT
Submission Attachments below:
. . . 06/27/2016
[ 3| Application Study Application Form Version 1.2 03:05 PM POT

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.

Reorder PDF Packet ﬂ-‘l

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
1 Amendment Form Version 3.0

2 Study Application Form Version 1.2

&) Generate PDF Packet |

When you are done reordering the submission items, click Generate PDF Packet. The PDF packet will open in a new

window.

Study Correspondence
This section, located on the main Submissions screen, is used for any study-related correspondence.
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IRE Number: HUMANPROTOCOL--2016-15438

Study Nickname:  Application for Research 2 Submissions [4]Back
PI: Investigator, Susan

HUMANPROTOCOL=2016-1348 Application forfesesren 2

Study Management | Subject Management |

Protocol Ttems

~
Protocol [tems
®  Submissions History
®  study Application I ® Study Correspondence I
® Informed Consent »

® Other Study Documents » Outstanding Submission(s)

This area will contain a list of any study-related correspondence that has been sent throughout the life of the study. The
system will send out automatic notifications at certain points, including Principal Investigator signoff notifications,
Review Response requested by the review board notifications, Submission signoff denied notifications, Continuing
Review Due notifications, etc. Whenever a study-related notification is generated and sent, a record of that notification
will post to the Study Correspondence.

This area will also contain a list of any correspondence generated by users. If the review board generates

correspondence via a submission or the study record, or if someone within the study team generates and sends
correspondence, a record will post here.

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

IRE Number: GH-2015-25

PI: Investigator, Susan

& Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRE N ber : - - ¢ ' . N ' ! Lo
¥ Siatus m umher GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Study Correspondence [4]Back

IRB Expiration Date: 06/16/2016

My Print Friendly Add A New Correspondence | Q Delete Selected Correspondence

5 result{s) found...

Hed View

+ Message Author Subject ~
[l ~#) Post a Reply to this Topic/ Forward this Topic
Administrator Posted: 07/01/2015 12:22 PM PDT
NCTO03345880
GH-2015-25 Qutcome Letter (attachment)
[l ~#)  Post a Reply to this Topic/ Forward this Topic
Administrator Posted: 06/30/2015 03:41 PM PDT
) NCT00334880

GH-2015-25 Sybhmieginn Correctinn

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)
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IRE Number: GH-2015-25

4] Back
PI: Investigator, Susan Study Correspondence [«
A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled
Study Status: IRB N ber : - - ! ! . n ! ! o
udy Status m mber GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

o Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016

_Q Save & Send Correspondence

*Send Email *Content
*Subject

(D% iE8®Ban®B I UmnuPiEEAA- = ESam
* Recipient(s): (o] - = - Q H A

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

Add Attachment

Mo 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.

Correspondence contact [4]Back
E Save Changes |

Contacts Role |
Study Personnel &

Principal Investigator |:| Investigator, Susan

IRB - Study Coordinator O Coordinator, Mary Jane, R.N.

Senior Research Associate IH Researcher, Andrew

Study Author O Investigator, Susan

Study Contact E Investigator, Susan

4. Add any Additional Recipients to which you would like a copy of the correspondence sent. Clicking the Additional
Recipient(s) link will open a screen where you can add the names and email addresses of recipients.

Correspondence Additional Contacts [4]Back

Add A New Contact | €) Remove Selected Contacts | _a Save And Return

& Name E-mail Address

E |F{eciplent |re:\p\ent@imedr|s.wm x ‘

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. This process is the same as selecting recipients.

6. Add Additional Reply To(s) if necessary. This process is the same as entering additional recipients.
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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.

Add Attachment [*]Back

E 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 Artachment | Diedete Attachment(s)

] Attachment.rtf

8. Enter the Content in the text editor.

Once you have completed the correspondence, click the Save and Send Correspondence button. If Send Email is not
selected, the recipients will be able to view the correspondence under My Assistant > View 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 already been
sent, you are not able to modify it. You can reply to the original correspondence or forward it to other recipients by
clicking Post a Reply to this Topic or Forward this Topic.

Hcd View -
L Message Author Subject
| =P  Post a Reply to this Topic/ Forward this Topic
Mary Jane Coordinator Posted: Delivery in Progress
NCTO0334380
Mew Correspondence

Posting a reply will open a page similar to generating new correspondence, and the original message will populate in the
Content area. You can add your reply, and then click the Save & Send Correspondence button.
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IRE Number: GH-2015-25 gy gy Correspondence [4]Back
PI: Investigator, Susan

) . _ _ A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
STy SR m o=y 5 GH-2015-25 Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in

L Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016
_Q Save & Send Correspondence
*Send Email CETTEET
*Subject __l . = . .
= [ £ B I U = ¥ = = A A- s E E £ E
New Comespondsnce | o EH W W a = 2 i= = fem A : = = = =
* Recipient(s): o] - - - Q D |j
Henry Investigator; Susan Investigator
Additional Recipient(s): A
EERhgRal=l: =>Mary Jane Coordinator wrote:
Additi I Reply T 5 .
ftional Reply To(s) Sent From: Mary Jane Coordinator

Attachments i X

| Send To: Susan Investigator, Henry Investigator v
Add Attachment "
No Attachments have been added to IDR Mumhor  H I01E 75
this message

Any replies will post in the Study Correspondence below the original. Note that each correspondence generated is
counted as one record in the system. Any replies are counted with the original correspondence and are not recognized
as a separate correspondence record.

Hed View

Message Author Subject

9‘ Post a Reply to this Topic/ Forward this Topic

Susan Investigator Posted: Delivery in Progress

NCTO0334880
MNew Correspondence

Mary Jane Coordinator Posted: Delivery in Progress

NCTO0334880
MNew Correspondence

Forwarding a correspondence is similar to replying. A new page will open, allowing you to add to the Content and select
Recipient(s). When you forward correspondence, the new message will be added to the same correspondence record on
the main Study Correspondence screen.

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 assigns it a review process, the link in Outstanding
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 under
Outstanding Submissions, allowing the user to access the correction form, make necessary changes, and re-submit the
form to the board.
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- Study Correspondence
Initial Review
Submisions s
/ Dutstanding Submission(s)
® 1nitial Review Submission Packet
Track Ref . o Process
IRB Items Location | Number que ype Submission
Click on the hyperlink to edit/view the
Forms 0oo01e | submission. Sef'd B
A Submission
E Adverse Event ——
L] Continuing Review Submission Form
P Click on the hyperink to edit/view the 3
Amendment Form 000018 shmlssmn. Slllhlemﬁiacssiun
E Amendment Form _

® Adverse Event

At any time during the signoff 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.

07/01/2015 02:40 PM PDT

©
v
v

07/01/2015 02:40 PM PDT
07/01/2015 02:40 PM PDT

¥
8

Routing
Assignment
List

07/01/2015 02:40 PM PDT
07/01/2015 02:40 PM PDT

07/01/2015 02:40 PM PDT
07/01/2015 02:40 PM PDT

4

[Re Number:  GH-2015°25 " \woriflow - Submission Tracking 4|Back
PI: Inwvestigator, Susan
My Print Friendly
View Date Received [ Date o
Status Details mpleted Event Description

IRB received the submission

Mary Jane Coordinator as Clinical Research Coordinator review and apply signoff

Assign Department Personnel for Signoff

Amendment Form is waiting to be submitted

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.

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.

—

Track Ref
Location | Number
000019

Routing

000018

Dutstanding Submission(s)

Request Type

Click on the hyperink to edit/view the
submission.

Adverse Event

Click on the hyperlink to edit/view the
submission.

Amendment Form

Process
Submission

Send
Submigsion

Retract
Submigsion
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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, system notifications can be configured to be sent to the Principal Investigator
and the Study Contact. These notifications are configured under Review Board Administration > Review Board
Notification Setup > Continuing Review Notification Setup.

Continuing Review Due Task

The Continuing Review Due task appears on your homepage a certain number of days before the review due date, as
specified in the notification setup.

Below are your incomplete IRB tasks:
@ Continuing Review Due 2
2 task(s) found... 1-2
Principal On Study . IRB Initial S Review Review _
Open e IRE Number Status Study Alias Appecval Expiration Approved Due Cycle Received
Application for Research
IM - - i i
-} |Susan Investigator |1 UMANPROTOCOL--2016 Application for oe/30/2016 07/04/2016 07/04/2016 07/01/2016
1546 Research
Application for Research 2
S . HUMANPROTOCOL--2016- Application for i
Susan Investigator  jc,q Research 2 06/10/2016 06/09/2018 07/04/2016 24 months 07/01/2016

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

Click the _“licon 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.

IRE Number: HUMANPROTOCOL-——2016-1548
Study Mickname:  Application for Research 2 Continuing Review Form Selection [4]Back

PI: Investigator, Susan

IRB Number : HUMANPROTOCOL--2016-1548 Study Title : Application for Research 2
05/09/2018

Continue |

Select a Form or go to the Study Management Page.

Application for Continuing Review/Renewal
Study Closure Form

Go to the Study Management Page

Select a form from the list or select the Go to the Study Management Page option, and click Continue.
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Filling out the Form

If you have selected a form from the list, the form will open. 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: HUMANPROTOCOL-—-2016-1546
Study Nickname:  Application for Research Application for Continuing Review/Renewal [Il Back
PI: Investigator, Susan
sy Print Friendly | @ Refresh Constant Fields | I Save Section | l_ul Save and Continue to Next Section |
Section view of the Form | ‘ Entire view of the Form

1.0 [ Continuing Review /
Renewal

1.0
Continuing Review / Renewal

1.1 study Title:
Application for Research

1.2 principal Investigator:
Susan Investigator

1.3 IRB#:
HUMANPROTOCOL--2016-1546

1.4 Submission Reference Number:

L5 study Summary:

test

TR e ioa

Once the form is complete and the required documents are attached, the form is ready to send to the review board.

Submitting the Form

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

IRE Number: HUMANPROTOCOL--2016-1546

Study Nickname:  Application for Research Application for Continuing Review/Renewal
PI: Investigator, Susan

[*]Back

- Print Friendly | ‘_ Signoff and Submit |

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

1.0 By Continuing Review /
Renewal

Form has been Completed!

2.0 () SAFETY SUMMARY [ EVENT
B REPORTING

3.0 B STUDY / PROTOCOL
: ACTIVITY SUMMARY
ADDITIONAL
408 INFORMATION

NEW RESEARCH TEAM
5.0 B MEMBERS (PI is responsible
o e

Exit Form

6.0 [y CONFLICT OF INTEREST _x—l
: (COI) STATEMENT(S)

7.0 Bl RENEWAL DOCUMENTS 4 Signoff and Submit

8.0 Bl CONTINUING REVIEW FEES

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.
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x Exit Form

A5 Notify PI to Signoff

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.

L 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.

x Exit Form

To initiate the signoff process, click the Signoff and Submit or Notify Pl to Signoff button, depending on which is

available to you.
You may be prompted to route 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 or if you need departmental approval. Make your selection, and click the Save and
Continue button, as seen in the image below.

d ber: . - — - —
o Y oemtntor, Suean it ph.o.  Setup Signoff Submission Routing [4]Back

E Save and Continue |

Does this submission require additional routing for approval?

YES - Click YES to select additional personnel for routing.

@ NO - Click NO to bypass selecting additional personnel for routing.

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 will immediately transition to a signoff page.

If the Principal Investigator’s 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 checkbox next to the name(s) of any additional personnel that you would like to include in the signoff process.
Click the Save and Continue button when you are ready to proceed.
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Study N bear: NRP104.303 - - - -
B ! Iovestioator, Sueam M - ph.p,  Setup Signoff Submission Routing [4]Back

6 Return to Previous Screen | Q Save and Continue |

-
Select the Key Personnel required for routing and signoff

Check the boxes next to the names of the personnel required for routing and signoff.

Include in =] e e Screen Instructions:
= This screen enables the selection of key
study personnel required to review this
F L3 Dr. Susan M. Investigator, Ph.D. Principal Investigator form.
. Check the boxes next to the names of the
[ &4 patrick Investigator, Ph.D Co-Investigator personnel required for routing and signoff.
O 3 Mary Jane Coordinator, R.N. Study Coordinator
|:| 3 MNurse

0 Stacy Staff

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

Study N ber: MRP104.303 = . . -
oL Investiostor, Susan 1., ph.o.  Setup Signoff Submission Routing [4]Back

@ Return to Previous Screen wy Add signoff | Q Save and Continue

=

Select the additional personnel required for routing and signoff

Check the boxes next to the names of the personnel required for routing and signoff.

Include Screen Instructions: o
S'Ig-ll:fo T fnpmmaEl TEmEinE This screen enables the selection of

personnel required to review this form
and the routing order before submission.
L
0 1 = Administrator - Person(s) designated as Department
reviewers on your application are listed
on the 'Select required personnel' section
to the left of these instructinns_

Department Chair -

The user in the screenshot above was added in Designated Department Approvals, in the Grant Key Personnel section of
the Study Application.

s Print Friendly | E Save Section | _E Save and Continue to Next Section

Section view of Application | | Entire view of the Application |
1.0 General Information s [ 1nvestigator, Susan
2.0 Setup Department(s) The Study Contact(s) will receive all important system notifications along with the
. Access Principal Investigator. {e.g. The study contact(s) are typically either the Study Coordinator

or the Principal Investigator themselves).

Grant Key Personnel
access to the study 3.4 If applicable, please select the Designated Department Approval(s):

3.0

4.0 General App Info

. Administrator
5.0 Lay Summary O

[Department Chair v

6.0 Subject Info

7.0 Study Drugs Add the name of the individual authorized to approve and sign off on this protocol from
vour Department (e.g. the Department Chair or Dean).

8.0 Medical Devices v

You can also add reviewers from iRIS by clicking the Add Signoff button.

This will open a new page, allowing you to search the database for a user. Use the Last Name, First Name, and

Department search filters to find the user you wish to add, and then click the v¢ icon in the Select User column. If you
wish to add multiple users, check the boxes next to their records in the Check for Multiple column and click Save
Selected User(s).
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Search User Directory [4]Back
QSave Selected User(s) |
Last Name: |in (You may enter a partial name to search)
aj ELERRST First Name: ﬁ
Browse Find:
by Find|
Department: All Departments i
C:Eft‘;p::r Sﬁsli';t Training User Name Department Email
O \f fﬁ Investigator, John Oncology (primary) investigatorco@test.com
O \f fﬁ Investigator, Principal, M.5. Department (primary) piuser@test.edu

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 each user to
the order of 1, which means they will all receive their task at the same time. If one reviewer should receive the task
before another, you can change the order by entering different numbers in the Order boxes. Click the Save and
Continue button to proceed.

Study N ber: NRP104.303 - - - -
bt Y Tvastiantor, Suson 1. ph.o,  S€tup Signoff Submission Routing [{]Back

‘;) Return to Previous Screen - Add signoff | Q Save and Continue

-

Select the additional personnel required for routing and signoff

Check the boxes next to the names of the personnel required for routing and signoff.

Include Screen Instructions: o
= = Iolz GnmomaEl CEmEEnE This screen enables the selection of
signe personnel required to review this form and | _
] the routing order before submission. =
%
. Administrat .
1 . finistrater - Perzon(z) designated as Department
hai - reviewers on your application are listed on
Department Chair the 'Select required personnel' section to the
5 left of these instructions.
% . . i i .
) Dr. Patrick Investigator, Ph.D Adding Reviewers:
2
Advisor - 1. Click on the Add signoff link on the

iRIS contral panel.

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 gray 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.

Study Number: NRP104.2032 - - = =
PI:  Investigator, Susan M., ph.o.  Setup Signoff Submission Routing [4]Back
Q Save and Continue |
-
Routing Confirmation
Click here to Add/ Approved Name Role Have_ ‘,;:Iu l_:omp;:letedj your selection of
Remove Key Study : o : required signatures?
Perzonnel from the Dr. Susan M. Investigator, Ph.D. Principal Investigator @ Yes
Routing List Mary Jane Coordinator, R.N. Study Coordinator “ No

Screen Instructions:

This screen enables the verification of
perzonnel required to review and signoff.

m

Click on Yes to indicate selection of reviewers

is complete.
Click here to select Order Approved Name Raole _ .
Additional Personnel Click the Save and Continue button to start the
for Signoff 1 Administrater Department Chair routing process.
2 Dr. Patrick Investigator, Ph.D Advisor
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When you are ready to initiate the signoffs, ensure you have selected Yes underneath the question “Have you
completed your selection of required signatures?” (highlighted in green), then click on the Save and Continue button. If
you are not ready to send signature tasks to the users, select No before clicking Save and Continue.

Selecting No and Save and Continue will bring you to the Workflow — Submission Tracking page. This page displays the
steps your Study Application has taken from the time it was created until now. The Assign Department Personnel for
Signoff record will appear under the Event Description column, as seen in the image below. You can click on the link in
the View Details column to return to the Signoff Submission Routing pages.

Study Number:  NRP104.302 _ S - [FR
PI:  Investigator, Susan M., ph.o.  WOTKflow - Submission Tracking [4]Back
Status View Details D=t g:ﬁ::‘l’:td e{': Date Event Description
@ '\,E:‘ 03/04/2014 04:23 PM PST Assign Department Personnel for Signoff
_—_— 03/04/2014 04:23 PM PST
Waiting on
Finalization
of Routing
Assignment
List
Click here to
Finalize List
F | 03/04/2014 04:23 PM PST Continuing Review Submission Form is waiting to be submitted
a4 03/04/2014 04:23 PM PST

If you choose Yes and Save and Continue and you are assigned to sign off on the form, you will be brought to the Signoff

Page.

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.

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 signoff.

Below are your incomplete Study tasks:
& Submission Routing Signoff 1
IRB Number v
1 task(s) found... 1-1
Open Int::l‘::iTgr-:lor IRB Number Study Alias sstt::_; Nu‘:nezer Submission Form Name I::plr:fi::l Expiration Received
Application for Research
Susan HUMANPROTOCOL--2016- |Application for 4833 Application for Continuing 07/05/2015 07/07/2016|07/05/2016
Investigator 1557 Research Review/Renewal e fe fe

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.
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Submission Routing Signoff Sheet [1]Back

A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy Study
of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Submission Reference Number: 000027

Study Title:

tJ

Create PDF
Packet
Include
in Submission Component Name - Version
PDF Packet

Submission Form(s)
Submission Form(s): O Continuing Review Submission Form - (Version 1.0) (Parent of the submission package
Document(s)
Category : Flyer
O Flyer - (Version 1.1)
Category : Investigator brochure

O Investigator's Brochure Template (1) - (Version 1.1)

Susan Investigator as Principal
Investigator

do you Approve or Deny this
submission?

This form requires your L= LS I:I

electronic signature. Password: | |
Please enter your User ID &

Password: I Save Signoff |

Also listed on this page are links to the Submission Components. This table contains a link to the Submission Form, and,

O Approve ) Deny

if attached, the Study Application and any consent documents or other study documents that have 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 Include in PDF Packet column. You
can select any of these items, and then click the Create PDF Packet button at the top of the table.

2

Create PDF
Pachet
Include
in Submission Component Name - Version
PDF Packet

Submission Form(s)
Submission Form(s): O Continuing Review Submission Form - (Version 1.0) [Pzrent of the submission package
Document(s)
Category : Flyer
O Flyer - (Version 1.1)

Category : Investigator brochure

O Investigator's Brochure Template (1) - (Version 1.1)

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, you will see that information on this page.
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Bob Investigator as Study Admin
do you Approve or Deny this submission?

e |
Please enter your UIN & Password: posvyords [ |

‘:"Apprnve ":"Deny

Emﬁnuﬁl

View Other Comments:
Susan Investigator Principal Investigator |Approved
Comments:

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

oy fumber, P55 Workflow - Submission Tracking [Back
Status View Details Dot g:sf;"l:f g‘; Eate Event Description

@ ;/ 02/12/2014 03:51 PM PST Mary Jane Coordinator, R.N. as Study Coordinator review and apply signoff
@ -}g;; 02/12/2014 03:04 PM PST Assign Department Personnel for Signoff

_a 02/12/2014 03:51 PM PST

Rowuting
Assignment

List
\f ;/ 02/12/2014 03:51 PM PST Dr. Susan M. Investigator, Ph.D. as Principal Investigator review and apply signoff

i 02/12/2014 04:15 PM PST

\f; 02/12/2014 02:55 PM PST Initial Review Submission Form is waiting to be submitted
02/12/2014 03:04 PM PST

If you select Deny, any other signoff task will cancel.

Study N ber: NRP104.203 Y .
P | Invectiastor, Susan .. ph.o,  Workflow - Submission Tracking [4]Back
Status View Details Dats 2:":;‘;" e“: Cate Event Description
@ 02/12/2014 04:17 PM PST Submission rejected
[X] ;/ 02/12/2014 04:17 PM PST Mary Jane Coordinater, R.N. as Study Coordinator review and apply signoff
Canceled pi 02/12/2014 04:17 PM PST
[%] ;/ 02/12/2014 04:17 PM PST Patrick Investigator, Ph.D as Co-Investigater review and apply signoff
Canceled & 02/12/2014 04:17 PM PST
[X] ;/ 6 02/12/2014 04:17 PM PST Dr. Susan M. Investigator, Ph.D. as Principal Investigator review and apply signoff
Canceled A 02/12/2014 04:17 PM PST
y FE ﬁ; 02/12/2014 04:16 PM PST Assign Department Personnel for Signoff
= 2 02/12/2014 04:17 PM PST
Routing
Assignment
List
\f 02/12/2014 04:16 PM PST Initial Review Submission Form is waiting to be submitted
02/12/2014 04:16 PM PST

The Principal Investigator and Study Contact will also receive a Submission Signoff Denied task. This will allow the Pl to
make any needed corrections and then re-submit the form.
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Below are your incomplete Study tasks:

~ Submission Signoff Denied 1

IRB Number -

1 task(s) found... 1-1
o On Submission IRB
Principal IRB Study Ref - S _ _ Round
Open Investsgator | Number | Alas Study Number Form Initial Expiration Received Denied by Number

Status Name Approval

Copy of A Phase I1I, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety
and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Dr. Susan Initial Dr. Susan

4 M. Review P M.
Investigator, NRP104.303 Bl 54 Submission 02/12/2014 Investigator, 1
Ph.D. Form Ph.D.

Once all assigned users have completed their signoff 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.

Below are your incomplete IRB tasks:

@ Submission Correction 2
2 task(=) found... 1-2
L Submission - . IRE
Principal IRB Study Study Submission Review o _ _
rET Investigator Number Alias Status [T Date Process s EnTeiry  FEEEoE
Name Approval

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and
Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Dr. Susan Pending - Initial

4 M. GH-14- Submitted Review
Investigator, 016 MNRP104.303 for Initial Submizsion 02/12/2014 Returned 02/12/2014
Ph.D. Review Form

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 within your iRIS
Correspondence.

The letter will be accessible to any study personnel with access to the Study Correspondence link, within the
Submissions tab.
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=

Study Status: m IRE Number :

IRB Expiration Date: 06/16/2016

6 result(s) found...

GH-2015-25

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled,
Study Title : Parallel-Group, Forced Dose Titration, Safety and Efficacy Study of NRP104 in
Adults with Attention-Deficit Hyperactivity Disorder (ADHD)

- Print Friendly Add A New Correspondence | Q Delete Selected Correspondence

Hod View =
+ Message Author Subject ~
O , Post a Reply to this Topic / Forward this Topic
Administrator Posted: 07/01/2015 12:22 PM PDT
) NCT00334880
GH-2015-25 Qutcome Letter (attachment) v

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 on 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.

Study Number: NRP104.303

PI: Investigator, Susan M., Ph.D.

Submissions

A Pha

IRE Expiration Date: | 03/03/2015

W Study Management Subject Management

Protocol Items

Protocol Items

® st dy Application

® Informed Consent

® Other Study Deocuments

Submission Items

Initial Submission

® 1nitial Review Submission Form

IRE Forms

(] Continuing Review Submission Form

® Amendment Form

®  Adverse Event Initial Form

When you click on the link for the Amendment Form, you will be directed to a page that lists all amendments that have
been created for this study. The items in this area are reviewed in the Submissions Forms section of this document.
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Study Number: NRP104.202
PI:  Investigator, Susan M., ph.o. AMendment Form (<]Back
A Phase III, Randomized, Double-Elind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced -
£ IRE Number : GH-14-016 E e [Pteie : ' - ' = ¢ POk
_lI Dose Titration, Safety and Efficacy Study of NRPLO4 in Adults With Attention-Deficit Hyperactivity 4
IRB Expiration Date:| 03/03/2015
@Cﬂw Form | s Add a New Form | [@(ﬂmpare Two Versions | 0 Delete Selected Form(s) |
6 List of records associated with form: Amendment Form.
To view orevious versions click on the folder icon
1 result(s) found...
= Show Edit/ Raf Sub. Track Process Submission - =
; Rev  View Number Rounds Location  Submission Date it FemEE=E ~THEE Ry ez T
1 000108 @ ﬁ 03/03/2014 Mary Jane Coordinator 02/25/2014 03:21:50 PM Mary Jane Coordinator 03/03/2014 02:51:45 PM
— In Process Retract

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.
IR Number:  GH-2015-25 g0 nqment Form [{]Back
PL: Investigator, Susan
- Print Friendly | Q Refresh Constant Fields | E Save Section | E Save and Continue to Next Section |
Section view of the Form | | Entire view of the Form ‘
1.0 B Amendment Form 1.0 Amendment Form

1.1 Study Title

A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder
(ADHD)

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.

2.3 * Click the link below to create a new version of the study application and modify it for any changes
requested with this amendment. You will need to open and modify any sections of the application
that are applicable to change. Documents should be uploaded in the new version of the application.

& Click here to attach the application.

Mo Application has been associated with this submission.

Once you click the link, a window will open within your browser and the current version of the Study Application will be
displayed. 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 may
not be able to add it to the Amendment form, depending on your system settings.

To create a revision, click the [7icon in the Create a Revised Application column. Note: The versions of the application
that can be revised are determined by system properties located under System Signoff and Submission Settings.
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Q

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

= Create a
Select SRhuw f:ht;' Form Name Approved Revised
eV tew Application
LT
Iready =
Alrea b -
Submitted | IRE Application (Version 1.1) 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.

Message from webpage 2

% Confirm the adding a revision,
" Are you sure you want to create a revision?

[ o« || conel |

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 3.0, you will need to access the Personnel Change
Request data value. You will not be able to change KSP in the revised version of the Study Application.

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

IRE Number: GH-2015-25 - .
PI: Investigator, Susan StUdv Appllcatlon [I] Back
~ PrirltFriendhrl ESHWEEC‘]D!I' i i ' Save and Continue to Next Section |
Section view of Application ‘ ‘ Entire view of the Application ‘

1.0 General Information

2.0 Setup Department(s) 1.0 General Information
ACCess

Grant Key Personnel

3.0 access to the study

* Please enter the full title of your study:
4.0 General App Info

: A Phase III, Randomized, Double-Blind, Multi-Center, Placebo- [ ]
5.0 Lay Summary ) . . <
Controlled, Parallel-Group, Forced Dose Titration, Safety and Efficacy
6.0 Subjact Info Study of NRP104 in Adults With Attention-Deficit Hyperactivity

Disorder (ADHD)
7.0 Study Drugs

8.0 Medical Devices

The revised application will be listed in the Application Attachment data value. If you need to detach the application,
click the €3 icon in the Remove column. This will not delete this version of the application; it will simply remove the
version from the form.
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2.3 * Click the link below to create a new version of the study application and modify it for any changes
regquested with this amendment. You will need to open and modify any sections of the application
that are applicable to change. Documents should be uploaded in the new version of the application.

& Click here to attach the application.

Show Edit/

Rev. View Version Title

Remowve

(3¢} - 1.2 IRB Application (WVersion 1.2) - Attached

¥

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.

To add a user to any role, click the Add button next to the corresponding role.

*Please add a Principal Investigator for the study:

If applicable, please select the Protocol Staff personnel:

A) Additional Investigators

B) Research Staff

*Please add a Study Contact:

P REE

The Project Contact(s) will receive all important system notifications alonag
with the Principal Investigator. (e.g. The project contact{s) are typically
either the Study Coordinator or the Principal Investigator themselves).

Please select any existing Personnel you wish to remove:

i

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 </ icon in the Select User column. 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.
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Search User Directory

&j Directory Browse/Find:

Last Name: invest
First Name:

by All Departments

Department:
EozEnims iz Trainin User Name
Multiple User 9
| E ] .
< < Investigator, P
| = . .
& o Investigator, Patrick, Ph.D
F | - .
4 @ Investigator, Susan M., Ph.D.

(You may enter a partial name to search)

Department
Department (primary)
Department (primary)

Oncology (primary)

[4]Back

gSave Selected User(s)

Email

pi@irisgh.edu

sinvest@ightest.edu

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 Pl 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 Investigators, and, after you add a user to this group, you will be able to

specify their role.

A) Additional Investigators

o Remove

Add User

Investigator, Patrick, Ph.D

Co-Investigator -

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.

B) Research Support Staff

0 Remove

Add User

Coordinator, Mary Jane, R.N.

Study Coordinator -
Staff, Stacy
MNurse hd

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
notifications, and Review Response notifications. 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.
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Please select any existing Personnel you wish to remove:

Selectl

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, and then click the Save Selections button.

QSaveSelections

iE( Name Role on the Study

Dr. Susan M. Investigator, Ph.D. Principal Investigator

Mary Jane Coordinator, R.N. Study Contact

Dr. Susan M. Investigator, Ph.D. Study Contact

Dr. Patrick Investigator, Ph.D Co-Investigator

Mary Jane Coordinator, R.N. Study Coordinator

Stacy Staff Nurse

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.

Please select any existing Personnel you wish to remove:

] Investigator, Henry Co-Investigator Select g ! De-select |

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
new documents is described below using the consent form as an example. However, the process is the same for adding
other study documents.

3.1 Click here to modify the Consent

& Select or Revise Existing Add a New Consent
Detach Version Title Category Language E):::-al:lon g:::::lte g'::dmd Do‘::::::ant
Mo Consent(s) have been attached to this form.

Select or Revise Existing Consent or Other Study Document
If you would like to select an already-revised consent or other study document or revise an existing document, click the
Select or Revise Existing button.
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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 the document from this area. Click the Ejicon

in the Create Revision column, as seen in the image below.

Select Existing or Create Revised Study Consent x
Select Category: Title: | |
Version #: |:| |:| Search level: ®) 1o ()4
Version Date: v betweenl:l ‘ Expiration Date: l:l ' between l:l Vl
[l Consent Outcome:
Filter Documents
3 result(s) found...
| setect Shovoll it Dete Version VG Tle/ Category  Language | ETMen  Sensent  Choded | view | ereste
u
Informed Consent @ =
L+ ) 0 1.2 08/30/2015 t - 7
= onsen English 14.46 KB
Standard Consent E 3
L+ 0 1.0 07/01/2015 R 2 <
=l onsen English 42.59 KB
Standard Consent E %
L+ ) e 2.0 06/23/2015 R Q 7
) onsen English 42.59 KB

The window will refresh and populate with details of the document you are revising, allowing you to change details and
check out the revised document. Click the Check-out Document button.

Study Consent Revision: lﬁl

*Consent Title: |Infnrmed Consent |

Version Number: 3

*Version Date: [06302015 | [FG™
# Language: |English v

Con=zent description.

Description:

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

Comments to review board.

Comments:

A new page will open, and your Internet browser will download the document. Internet Explorer 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. Click the yellow bar, and
then select Download File from the menu that appears. Do this before clicking the Complete Checkout button. If you
click Complete Checkout before saving the file to your computer, you will lose the document and will need to undo the

checkout in order to restore the document.
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Checkout the Study Informed Consent [{]Back

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

li To help protect vour security, Internet Explorer blocked this site From downloading Files ko your computer, Click here For options. .,

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

Step 2: In a few moments, your browser will prompt you to either Open or Save the file (see example below). Note:
this i not the actual File Download box, it is only a picture. In order to Check-out the document and edit it, you will need
to Save it to your workstation.

Fite Download

Complete Checkout

ST ’ |

ﬁj Mam study_dooursents--dumenys2, doc
Tipe Mool Word Docursert, 23508
Froen 65.22042.146
Tpen Swm Concn | ’ Cancel ]

i e b the nisirest o b b, some e can potanisky

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.

It is best to choose to save the document so you can be sure to save the document in a known location on your
computer.

Do you want to open or save Consent Template.rtf from iris-pm? Open Save = Cancel

After saving the document, click the Complete Checkout button.

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.

Study Consent Revision: ll

*Consent Title: |Inf0rmed Consent |

Version Number: .3
*Version Date: '
Category:

Consent description.

Description:

This document is currently checked out by. Mary Jane Coordinator at 07/01/2015 03:35:46 PM

Chiack-in when you are done editing upload |

the document back into iRIS. &L EINEEIE |

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

Comments to review board.

Comments:

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.
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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.

Document Location:

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once
vou 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.

[d save selected file

© cns |

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

Please Wait ...

O

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

You will then be returned to the Study Consent Revision window with the document successfully checked in and
associated to the study. Click the Save Consent to apply the changes.

Study Consent Revision: lm

*Consent Title: |Inf0rmed Conzent |

.3

Version Number:

*Version Date:

Category:

# Language:

Description:

Check-out the Document to your
workstation for editi

percor01s | [EE
Englizh L

Consent description.

Check-out Document...

Comments:

Comments to review board.
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3.1 Click here to modify the Consent

& Select or Revise Existing Add a New Consent
Detach Version Title Category Language E};ﬁl‘i;ation g:?:::lte El;l::cked DD‘:Ii::I“'EI'It
o 1.3 Informed Consent Consent English @
14.46 KB

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 €3 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 | iconin

the Edit column.

Crrug
T Add a New Drug to the Study
Delete .. Wiew A new drug or a new
Drug Edit Details Drug Name FDA Approved e e e IND Number
Trade Drug . _,.
Name: Ritalin
Generic Drug . . .
9 S| &3] Name: Methylphenidate  Yes No 21-284
Investigational
Drug 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/Device Info button to

return to the form.
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Study Drug Details: il

Trade Drug Name: Ritalin

Generic Drug Name: Methylphenidate

1

Investigational Drug Name:

me of the manufacturer
investigational

Is the drug supplied at no cost? @ Yes @ No
Is the Drug FDA Approved: @ yves () No
Birse Tl T s T TeR et

e e Yes @ No
Is an IND necessary: @ ves [ No
IND Number: 21284

Who holds the IND: WA

CTEP

Pharmaceutical company .

Q 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.

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. 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 form and is located within the IRB Forms group. However, your system may contain a
different list of forms.
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IRB Numbe_r: GH-2015-25 Submissions
PI: Investigator, Susan

) . ~ B A PH
Study status._ IRB Number : GH-2015-25 Study Title : Dos

Dizg
IRB Expiration Date: 06/16/2016

m Study Management | Subject Management

Protocol Items

Protocol Items

- Study Application

® Informed Consent

® Other Study Documents

Initial Review

Submisions

® 1nitial Review Submission Packet

IRB Items

Forms

- Continuing Review Submission Form

Amendment Form

Adverse Event

Study Closure Form

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

IRE Number: GH-2015-25
PI: Investigator, Susan Adverse Event @ Back

. . _ _ _ A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and
S EEEE _ Tmele GH-2015-25 SRy =8 Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

IRB Expiration Date: 065/16/2016

f__-'JCDm'Furml deaNewFurml @CmmImVMml oDeldeSdadedFom(s)

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

1 result(s) found...

S| . Apply .
@] Show Edit/ Form Ref Sub. Track Process Submission - =
b Rev FD:_"W View ""f‘f_’iple Number Number Rounds  Location  Submission Date CeetediBy patts s ooty DarSishied
(| S| @ AE-1.0 000019 Se:d Mary Jane Coordinator 07/01/2015 02:54:00 PM Mary Jane Coordinator 07/01/2015 02:54:39 PM

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.

IRE Number: GH-2015-25

PI: Investigator, Susan

Subject Selection List [4]Back

[ ISaveSelechedSubjedl

Please select the subject this Form is associated with:

On

Select Study Lasg":.‘:"g{ T p‘:":irflil':::'t Sex R"[‘;':z" Date of Birth S;l':t'::' Off Study Details
Status T
O - Subject, Micky() 01-01 M | 07/01/2015 09/30/1985 Alive
@] - Subject, Rose(123456) 01-02 F 06/30/2015 | 06/06/1982 | Alive

Other (Subject is not tracked in iRIS)
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After you select a subject, if applicable, you will be brought to the Adverse Event form. You can fill out the form using

the Save and Continue button at the top right of the page to navigate through the sections.

IRE Number: GH-2015-25

PI: Investigator, Susan

Adverse Event

- Print Friendly | g Refresh Constant Fields | E Save Section | i_"l Save and Continue to Next Section |

[4]Back

Section view of the Form | | Entire view of the Form |
1.0 General Hospital Adverse 1.0 General HUSpltﬂl
Exentiite postEoom Adverse Event Report Form

1.1 Principal Investigator:
Susan Investigator

1.2 RB #:

GH-2015-25

1.3 Title of project:

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.

1.5 * Report type:

New report
@ Follow-up report
If Follow-up, select the report that this is a follow-up to:

& Click here to select the Adverse Event Initial 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.

IRE Mumber: GH-2015-25

PI: Investigator, Susan

Adverse Event

4 REturnhal::ktotheForml _ESaveSelected Eventl

[4]Back

List of records associated with form: Adverse Event.
1 result(s) found...

Version Ref Number Created By Date Created Modified By

(@  GH-2015-25-AE-1.0 000019 Mary Jane Coordinator 07/01/2015 02:54:00 PM  Mary Jane Coordinator

Date Modified

07/01/2015 02:54:39 PM

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.

© iMedRIS Data Corporation

67



Study Management iRIS 10.03.02

1.5 * Report type:

(@) Follow-up report
If Follow-up, select the report that this is a follow-up fo:

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

Reference Number: 000019

Created By: Mary Jane Coordinator
Date Created: 07/01/2015 02:54:00 PM
Modified By: Mary Jane Coordinator
Date Modified: 07/01/2015 02:54:39 PM

Any Adverse Event that you create as a Follow-up Report will become associated to the Initial Report in the list of
Adverse Event forms. You can expand the folder in the Show Follow-up column to view Follow-up reports.

TRE Number: GH-2015-25 o o oo [{]Back
PI: Investigator, Susan

Study Status: _ IRB Number : GH-2015-25 Study Title : A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration, Safety and

Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)
IRB Expiration Date: 06/16/2016

J‘J:'JCDW Form | + Add a New Form | _[@(mrefwo\fersiolsl o Delete Selected Form(s)

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

1 result(s) found...

Show . Apply P
f Show Edit/ Form Ref Sub. Track Process Submission - "
E R F"::‘;‘"' View "“:’t"iple Number Number Rounds Location  Submission Date Created By rEizEeE AL Lez i
| (=) B @ AE-1.0 000019 S;d Mary Jane Coordinator 07/01/2015 02:54:00 PM Mary Jane Coordinator 07/01/2015 02:54:39 PM
] | &] AE;lO.D 000021 Mary Jane Coordinator 07/01/2015 03:57:22 PM Mary Jane Coordinator 07/01/2015 03:57:27 PM

In the above screenshot, you can see the Apply to Multiple column. This is used if you would like to associate the form to
another study you are associated with. Click the Ej icon to open the list of studies.

My Studies [4] Back
Display my studies by: F":It" my studies by study status: Find by Project Number: | | Find
|—Y—A v @

@ Most Recently Used: Find by Study Nickname: | | @ .

Esavea[opvofﬂleselechedfnnn

Clickto  Study

. Principal Study Title/
apen Staten Project Number

Investigator Study Nickname
Application for Research
D IRB-16-2828 Investigator, Susan
Application for Research
Application for Research 2
O IRB-16-2830 Investigator, Susan

Application for Research 2

Check the box next to a study and click Save a Copy of the selected form to add the form to the study. You will need to
open the study to submit the form.

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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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.

IRE Numbe-r: GH-2015-25 SubMISSIoNS
PI: Investigator, Susan

Study Status: m IRB Number : GH-2015-25 Study Title :

IRB Expiration Date: 06/16/2016

W Study Management Subject Management

Protocol Items

Protocol Items

() Study Application

® Informed Consent

® Other Study Documents

Initial Review

Submisions

® Initial Review Submission Packet

IRB Items

Forms

(] Continuing Review Submission Form

Amendment Form

Adverse Event

Study Closure Form

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: GH-2015-25

PI: Investigator, Susan

A Phase III, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose Titration
Study Status: IRB Number : - - i = g ’ o - ! - - ! L - ! !
Ve _ umber GH-2015-25  study Title Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder (ADHD)

Study Closure Form [{]Back

IRB Expiration Date: 06/16/2016

Jﬁl:ﬂComrForml deaNewForml @Cmm'l’m\krsiorsl oDelelesdededFom'v(s)

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

0 result(s) found...

: Show Edit Ref Sub. Track Process Submission - -
| Rev \ﬁe\:: Number Rounds Location Submission Date Ly T =y Dateiiibed

No records have been created.

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

IRE Number: GH-2015-25
PI: Investigator, Susan StUdv Closure Form

[4]Back

t.PrintFriendlyl _@Refrsln:unstantﬁeldsl ESamSechmll _EjSawandCunﬁnuelnllﬂ:lSecﬁonl

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

E
1.0 B closure 1.0 IRB Study Closure

1.1 Study Information

Study Title:

A Phase 111, Randomized, Double-Blind, Multi-Center, Placebo-Controlled, Parallel-Group, Forced Dose
Titration, Safety and Efficacy Study of NRP104 in Adults With Attention-Deficit Hyperactivity Disorder
{ADHD)

Principal Investigator:

Susan Investigator

Other Personnel:

Henry Investigator, Stacy Staff, Jean Biostatistician

Initial Approval Date:

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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