CIRIS

Powered by iMedRIS

STUDY ASSISTANT

Adding a New Study & Submitting to the Review Board

Software Version: 13.01
Manual Version: P1

Manual Published: 7/21/2021



Contents

Ty goTe [V 4 o] o PO PP TP P PP U PP PO PPTPPRURPUPO 1
¥ o I T 10T L PR 1
Y= (Yot d g Y- Ta 10 AN o] o] [or= [ o SRR 1
Multiple Users Accessing FOrms SImMUIANEOUSIY......cuvviiiiiiiiiie ettt e s s e e e sebee e e e sebraeeeseanes 2
TRE STUAY SNt e ettt e e e ettt e e e e et e e eeesaataaeeeeaassaeeesansaaeeeeasssseeeeassseeeesansaeeesannsseeeesnnssneaean 3
1.0 GENEIAl INFOMMATION. .. ittt et e b e st e bt e sa et et e s bt e et e e s be e et e e beesmb e e beesmreeneenane 4
O Vo [0 l D <Y =T a o 41T 014 () TSR UURRE 5

PN [o [T T=q D LT oF- Y g 41T o | £ U 6
SEtING @ Primary DEPartMENT... ... iiiiiiiiiiieeiiiiiittee et e ettt e et e e e e s s s bttt e e eeeeessssasasbbabeeeeeeesssssssssnstsaaaeeeeesssansanns 8
REMOVING DePartMENTS. ..ceiiiiiiiiiiiiiiiiiiisrisiesssese e e e e e eeeeeeeeeeeeeeeeeteeeteaaseaestesssabsseassssssssssssssasasssesssssseaeeeeeeeeeeseseeseenene 9

3.0 Key Study Personnel (KSP) ASSIZNMENT..........uiiiiiiiiieeeeiitee e ettt e e e estre e e e ebte e e e e satbeeeeesaabeeeeesnbeeeeeenraeeesennseeeesennsenes 10
(00T LI 1T ol o o 13 PSRN 10
Adding Key StUdY PEIrSONNEI (KSP).....cocuiee ettt e et e ete sttt e et e s te e e ste e e sate e et teeessteeesseesnsesasseeanseeessseesnseeesnssnennes 11
MANUI USEI SEAICR....eiiiiiiiie ettt ettt ettt e bt e e s bt e e s bt e e s be e e s bt e e sabeeesabeeesabeeeaabeeesabeeeanbeesnsaesnnnes 12
VIeWINgG UsSer Training DELailS......cieiiiiiiieiiciiee ettt et e e e ee e e e st e e e s eatae e e e sabaeeeeenbaeeeeesnsaeeessnnsteeeeennsens 20
VieWing User StUAY ASSOCIAtIONS. . .uuiiiiiiii ittt e e e ececre e e e e e s e e st e e e e e e e e s e s e s aatstaeeeeeeeessesssnssnrnneeeeseesanans 22
PEISONNEI POOIS. ... ..ttt ettt st e et e e st e s st e e e sab e e s bt e e sbe e e s ne e e e reeesaneeesreeesrenesreeas 24
Creating PersONNEI POOIS........uii ittt e e e e e e e s bt e e e e s abee e e e e sbaeeesessssaeesennsreeeeesnseeas 25

UpPdating @ PErSONNEI POOL.......coouiiiiii ettt e e e et e e e e et e e e e e ssbeeeeesnsbeeaeeaabeeeeeennsens 27

Deleting @ PErSONNEI POOL........ccoo it e e e e et e e e e sttt e e e e eabaee e s eanbteeeeennsteeeeennseeeas 27

ASSIZN USEI(S) 1O SECHIONS. .. .uiiieiiitiiie e ettt e ettt e e e ecee e e e eettr e e e e eetteeeeeeasbaaeeeeaabeseaesastesaesanssaseesassaseesaastassesansssneessasssnaassnnses 28
(OIUT do] 0 WY o] o] [Tor=Ta o] o BT =T o1 £ Lo 13U UE 31
Notes Regarding FOrM NaVISatioN.......ciiicuiiiiiiiiiie ettt et e e et e e e st e e e e e s b be e e e e bbeeeeessbeeeesassseeaessnnsens 32

K] 0o AV T =L PRSP 33

Ry U Te AV DTN [ TSP 36
(Yol [V T oY VA = (ol [T RS (o ] T O a1 (=] £ PO 39

Y 0o ] 1Yo ] SR PP PTT PP PPPPPPPIRN 40
SPONSON CONTACT. ... ittt s e s e s e e e e e e e e e eeeeeeeeeee e et et e et e e e e b e be s e s babas s e sasaseaeaeeeaeeeeeeesesesseseeserennns 43
(R Y AU e LY o 3N o o [T o SRR 46
INTEIA] REVIEW TraNSITION. .. .citieiiie ettt sttt et esh e st e e s bt e st e e bt e saeeeateesbe e et e enbeeembeenbeesmteeabeenaee 48
[ 1YY U T o 0 1= Y25 50
PiYoTo][or ] dTeT WA\ a w=Tol o1y g =T o | SR URRPPPRPP 51
INfOrmed CoNSENt ATtACHMENTS. . ..ottt e st e st e e s bte e st e e e sbteesabeeesabeeesabeesnabeeesareesn 53



U Te (VA Lo ol Wl o Y=Y oY Y AN = [l o] 4 [T ) £ 61

FA¥o Lo e TV B Lo Yol U4 =T o | PP SP U US TSR 62

WY Lo I T 1 o] [T DY ol s g T=T o &P SPUPRRN 63
SEIECE OF REVISE EXISTING. . uvveiiiiiiiiieiiiiiiee ettt e e et e e e et e e e e e e ataeeeeeassbaeeesanssaeeesanssaeeeeassseeeesnnsreeennn 65
ALACHING the DOCUMEBNT....eiiiiiiiie ettt e e e e e et e e e e e e e e e atbaeeeesabeeeeeaabaaeaeasstaeesannsseeeeennsseeeesannsens 65
Checkout the DOCUMENT fOr EQITING.....ccciiiiiiee ittt e e et e e e e e ttee e e e eabe e e e e eabeeeeeenteeeesennbeeeaeensenas 65
VIEWINE the DOCUMENT......uiiiiiiiiiie ettt e e e e et e e e e e e e e e e e s e e teaeeeeeeeaesseasassstssasaaeaaaesaassasssesssnasasaesesssannsnns 68

(O ) (I AV T o o PP UPP PP PRR 69

Y Fe{a o) =T a T B U] o o o1 PSP 69
[Ty oTe] gTo T aT= a8 ol @fe T ¥ =T ot o] o -J USSR 87
2T oo aTe [T aF=d do I a1 o TV F=1 o o T UPURPRRN 88
Stipulations Linked t0 FOrmMS O DOCUMENTS. ......uiiiiiiii ittt et e e e e e eeccrreee e e e e e e e e seestaraaaeeeeeaeessessansssssesseaaeseesensansrnes 88
Add and REMOVE COMPONENTS......uuiiiiiiiiiieiiiiieee e eeitteeeeesitteeeeseetteeeeeastaeeeesastaeeessasteeeesassseeeeesssseeeesssseeeesssnseeeesssseens 89
Revise Components — Consents and Other Study DOCUMENTS........cccuiiiiiiiiiiie et e saree e e e 92
Revise Components — Study Application or SUBMISSION FOIMS......cccciiiiiiiiiiee e e e 93

Y0 o3 0T EEY oY T @eT 1 4 e Yo =Y o U UUUSPRNS 95
FOrm Creation ReSTIICEION PrOPerty. ... ettt e e e e s ettt e e e e e e s s e s b s b et eeeeeeesssssnsnrsreeaeeeas 97
Return the FOrm to the REVIEW BOAId........c.coiiiiiiiiiiiiiieiie ettt ettt st r e sme e st ene e saneenee e 99




Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

Add a New Study

Introduction

This manual outlines the process of creating a study in iRIS™ and submitting that study to a review board. This process
includes creating an initial application, completing a submission form, and addressing any responses or corrections
requested by the review board.

Add a Study

To begin, click the Create a New Study button in the “"Featured Study Operations” panel of Study Assistant Workspace or
via the “My Workspaces” drop-down navigation menu.

My Workspaces = Study Assistant
Featured Study Operations By the Numbers
Create a New Study Submissions Forms Pending Pending My High
in Process Submission Response > T
Start a Submission Form for one of My Studies 8 9 2

View the Current Approvals for one of My Studies

View and Manage My Studies

All Tasks B
Study Tasks a
Project Tasks a

My Workspaces [= Study Assistant

Conflict of Interest 4 B}
Featured Study Operations
Project Assistant 4

Study Assistant 4
Study Workspace

Create a New Study

View the Current Approvals for one of My Studies

View the Submission History for one of My Studies
View al  view and Manage My Studies

-

Selecting an Application
Clicking Create a New Study redirects the user to the application selection page below.

©2021 iMedRIS Data Corporationl



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

My Workspaces Study Assistant Select New Study Application Form Kl Back

[ Cancel and Return ] [ Start selected Application ]

Please select a New Study Application from the list below:

Form Name Form Description

) IRB Application Please use this application for use of Human Subjects in research,
D) 1BC APPLICATION (BIO-SAFETY Please use this application for your Bio-safety Committee
() 1ACUC APPLICATION (ANIMALS: Please use this application for your &nimal Research
) Simple MultiSite Simple MultiSite
() Apliacion de IACUC Usar esta aplicacion para colectar informacion sobre es estudio de animal.
) Rocky Mountain Application

Note: If your system only contains one Study Application Form, clicking Create a New Study will bypass the above screen
and take the user directly into the first section of the form.

The number and nature of applications that display on this application selection page is dependent on the modules being
used by your institution. The form names and descriptions are configurable by your institution and may not look like the
examples shown in this document.

To continue creating a new study, select the desired application from the screen above and then click the Start selected
Application button. If you do not need to create a new study at this time, click the Cancel and Return button to return to
the Study Assistant Workspace.

My Workspaces [ Study Assistant Select New Study Application Form Kl Back

’ Cancel and Return ] ’ Start selected Application ]
Please select a New Study Application from the list below:
Form Name Form Description

IRB Application Please use this application for use of Human Subjects in research.

) |IBC APPLICATION (BIO-SAFETY) Please use this application for your Bio-safety Committee

) |IACUC APPLICATION (ANIMALS) Please use this application for your &nimal Research

) |Simple MultiSite Simple MultiSite
(O | Apliacion de TACUC Usar esta aplicacion para colectar informacion sobre es estudio de animal.
(C) | OSF Health Care Research Application

Multiple Users Accessing Forms Simultaneously

In the event that two users are accessing the same section of a form, the user that accessed the section first will have the
ability to edit that section of the form. The second user will receive the following message and the form will load in
read-only mode.

©2021 iMedRIS Data Corporation2



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

Concurrent Form Access Detected

The section of the form you are on is currently being edited by
John Investigator. If you remain in this section, you will be

notified when the section is available to be edited.

Once the first user has left the section, the second user will receive the following message informing them that the other
user has left the section. The user will only receive this message if they are still accessing that section of the form.

Record Access available

The record is available for editing. Click OK to refresh the
record

The Study Shell
Once an application form is selected and Start selected Application is clicked, the user will be taken into form’s “Study
Shell”.

IniRIS™, the Study Shell comprises the first three sections of every study application form. These sections allow the user
to define the general identifiers for the study and assign Key Study Personnel. The Study Shell is the only area of study
application forms that is not configurable and is universal for all forms of that type in the system.

©2021 iMedRIS Data Corporation3
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1.0 General Information

The first section of the Study Shell is General Information. All newly created application forms will open to this section by
default.

My Workspaces = Study Assistant IRB Application (Version 1.0) n Back

[ savesecton | [ save and Continue to Next section |

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

1o B
1.0 General Information

* Please enter the full title of your study::

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

* This field allows you to enter an abbreviated version of the Study Title to quickly identify this study.
Is this a multi-site study (i.e. Each site has their own Principal Investigator)?

O ves ® o

Does this study require feasibility review?

O Yes @ no

Is this Study using Animal Research?

() Yes @ No

Here the user may define the full title of the new study as well a study number identifier. Both of these fields are
required and must be completed before the user can continue through the Study Shell.

If the Subject Management module is activated, the following additional question will appear at the end of the General
Information section.

Is this Study using Subject Management?

) Yes (@ Mo

Answering “Yes” to this question enables the use of Subject Management functionality for this study once it is approved
by the appropriate review board.

Once all required fields have been completed, the user may click the Save and Continue to the Next Section button in
the upper right corner of the screen as shown below.

©2021 iMedRIS Data Corporation4
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My Workspaces & Study Assistant IRB Application (Version 1.0)

Save Section ] ’ Save and Continue to Next Section ]

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

1.0 General Information

1.0 General Information

* Please enter the full title of your study::

Malaria in Juveniles

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

| [M10630
T illows you to enter an abbreviated version of the Study Title to quickly identify this study.

Is this a multi-site study (i.e. Each site has their own Principal Investigator)?

O Yes ® no
Does this study require feasibility review?
O Yes ® o

Is this Study using Animal Research?

-:::Z' Yes @ No

Is this Study using Subject Management?

-:::Z' Yes @ No

This will save the information entered on the General Information page and take the user to the next section, which in
this case is the second section of the Study Shell: Add Department(s).

Clicking Save Section instead will still save the General Information data and refresh the page, but not redirect the user
to the next section.

2.0 Add Department(s)

The second section of the Study Shell enables the user to associate the study with one or more departments defined in
the system. Note that Department Administrators will be able to pull data from the study into certain reports based on
the Department(s) chosen in this section.

©2021 iMedRIS Data Corporation5
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IRB Number: IRB-21-419| Study Assistant IRB Application (Version 1.0) Kl Back

[ Print Friendly ] [ Assign User(s) to Sections ] l Save Section ] [ Save and Continue to Next Section ]

My Workspaces &

‘ | Entire view of the Application

| Section view of Application

1.0 B General Information

e 2.0 Add departments
=0 e

2.1 List departments associated with this study:

GHW - 7543 - General Hospita

By default, the system will pull in the form author’s primary department as the potential primary department for the
study. This can be changed using the Add Department and Remove Department buttons.

Adding Departments
Departments may be added to the study by clicking the Add Department button.
My Workspaces &  [iRenumber: IRB-21-419| Study Assistant IRB Application (Version 1.0) Kl Back
[ print Friendly | [ Assign Useris) to Sections | [ Save Section | [ Save and Continue to Next Section |

Section view of Application | Entire view of the Application |

1.0 B General Information

20 B —— 2.0 Add departments
) Access

2.1 List departments associated with this study:

GHW - 7543 - General Hospita

This will open the following window.

©2021 iMedRIS Data Corporation6
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Adding Department - Search Window X

Select the Department(s) that you would like to filter by, then click Save.
| N You may also filter these results by searching for Institution Name, Department name, Department Code or School Code on the inputs

¥" below.

Ly Departments already added will not appear here.
Institution Name | ‘ Department Name ‘ ‘
N e[| s
11 result{s) found... 1-10 P
Select |Institution Department Hame
[] General Chicago Hospital IBC N/A 123
[] | General Chicago Hospital Office of Human Protection
[] | General Hospital Grants Office Grants Office
[] | General Hospital Parnassis Pediatric
[J | General University of Hoth Study Team
[ | General University of Redlands Oncology 001
[] | General University of Redlands Pediatric
[J |Hurricane Children's Research Hospita Pediatric
[ | Jupiter Research Institute Veterinary
[J | Miami Research Institute Research Staff 800

The table in the window above lists all departments defined in the system. Four filters and a Search button are provided
above the department table to aid in the search process.

One or more of these departments may be added to the study by checking the appropriate “Select” checkboxes and
clicking the Save button in the bottom right corner.

©2021 iMedRIS Data Corporation?7
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Adding Department - Search Window X

Select the Department(s) that you would like to filter by, then click Save.

You may also filter these results by searching for Institution Name, Department name, Department Code or School Code on the inputs
below.

&ny Departments already added will not appear here,

Institution Mame |

‘ Department Name ‘ |

sowicoss [ ] mce [ | s
11 result(s) found... i-10 P
Select |Institution Department Name School Code |Department Code
[J | General Chicago Hespital IBC NSA 123
[J | General Chicago Hospital Office of Human Protection
[] | General Hospital Grants Office Grants Office
General Hospital Parnassis Pediatric
[J  General University of Hoth Study Team
[J | General University of Redlands Oncology 001
[J | General University of Redlands Pediatric
[J |Hurricane Children's Research Hospita Pediatric
[J | Jupiter Research Institute Veterinary
[ |Miami Research Institute Research Staff 800

Cancel Save

This will add the select department(s) to the study application form as shown below.

IRB Number: IRB-21-419| Study Assistant IRB Application (Version 1.0) Kl Back

’ Print Friendly ] [ Assign User(s) to Sections ] ’ Save Section ] ’ Save and Continue to Next Section ]

My Workspaces

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

1.0 B General Information
10 B e — 2.0 Add departments
. Access

2.1 List departments associated with this study:

T
0 @

I Remove Department l

GHW - 7543 - General Hospita

O () | GHP - Pediatric

Setting a Primary Department
By default, the initial department is set as the study’s primary. This is easily modified by clicking the desired department’s
Is Primary? radio button and saving the section.

©2021 iMedRIS Data Corporation8
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Removing Departments
A department may be removed from the study by selecting the department’s checkbox and clicking the Remove

Department button as shown in the screenshot below.

My Workspaces ®  [tRE Number: IRB-21-410| Study Assistant IRB Application (Version 1.0) Kl Back

’ Print Friendly l { Assign User(s) to Sections l ’ Save Section l ’ Save and Continue to Next Section l

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

1.0 General Information
20 B — 2.0 Add departments
’ Access

2.1 List departments associated with this study:

Le—— N e

GHW - 7543 - General Hospita

9] GHP - Pediatric

Clicking Remove Department prompts the user with the confirmation message shown below.

Confirm the Deletion of Department(s).

Are you sure you want to delete?

CONFIRM CANCEL

Confirming this message refreshes the form page with the selected departments removed.

IRB Number: IRB-21-419| Study Assistant IRB Application (Version 1.0)

My Workspaces &

[ Print Frienaly | [ acsion ser(s)to Sections | [ save Section | [ Save and Continus to Next Section |

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

1.0 B General Information

T 2.0 Add departments
20 = s

2.1 List departments associated with this study:

GHW - 7543 - General Hospita

After the desired changes to the study departments have been made, click the Save and Continue to the Next Section
button to continue to the last section of the Study Shell.

©2021 iMedRIS Data Corporation9
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3.0 Key Study Personnel (KSP) Assignment

The third section of the Study Shell involves the assignment of Key Study Personnel (KSP). Each question on this page
represents a role that is available to add to this study. When adding KSP, a user will assign them one of these available
roles.

Depending on your system configuration you may see different role requirements than the example below.

’ Print Friendly ] ’ Assign User(s) to Sections ] I Save Section ] ’ Save and Continue to Next Section l

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

1.0 k='General Information

3.0 Assign key study personnel (KSP) access to the study

2.0 B Setup Dapartment(s) Access

3.0 Grant Key Personnel access
to the study

’ Click Here to Setup Study Personnel ]

3.1 * Please add a Principal Investigator for the study:

Responsibility Training Record

Mo Principal Investigator has been added

3.2 If applicable, please select the Research Staff personnel:

A) Additional Investigators

Responsibility Training Record

Responsibility Training Record

No Research Support Staff have been added

3.3 * Please add a Study Contact:

Responsibility Training Record

Mo Study Contact have been added

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The study contact(s) are typically either the Study
Coerdinator or the Principal Investigator themselves).

3.4 If applicable, please select the Designated Department Approval(s):

Name Role Responsibility Training Record

Role Descriptions
Some of the roles available in this section include the following:

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

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

©2021 iMedRIS Data Corporation10



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

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

Contact — User(s) on the study who will receive study related notifications from the system, such as Continuing Review
notifications, Submission Correction notifications, Review Response notifications, etc. The Principal Investigator defaults
as the study contact, but this is editable. Any number of contacts be defined for a given study.

Department Administrator — If a study requires department approval before being submitted to a review board, a
Department Administrator (DA) may be added. This administrator will appear in the form’s submission routing
configuration, giving users the ability to send the application to the DA before being approved by a review board. More
details on this process are given later in this document. Any number of DAs may be defined for a given study. Users
added as DAs will populate in the “Designated Department Approval(s)” section of the Study Shell section 3.0.

Adding Key Study Personnel (KSP)
To add a user to the study, first click the Click Here to Setup Study Personnel button next to the section title. The
following pop-up window will appear.

Setup Study Personnel X
User Search by Study Last Name: First Name:
Study Personnel Pool User Search by Study:‘ All Departments Vl Find User/Search Directory
Update My Personnel Pool
Delete My Personnel Pool Select | Training? | Name Department Email

No results found

@ This section is used
to build the list of

personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Selected Study Personnel:

Principal Investigator

= =]
No Personnel has been selected for this group.

Additional Investigators

e =y e
No Personnel has been selected for this group.

Research Support Staff

= = =]
No Personnel has been selected for this group.

Contact

’ Clear Key Study Personnel ] ’ Close Setup of Study Personne! ]

There are two methods to add KSP using the window above: manual search and personnel pool. Both will be described
below.

©2021 iMedRIS Data Corporation11
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Manual User Search

One approach to adding a user to a study application is to navigate to the User Search By Study tab (open by default)
and manually search for the desired user.

A help message is displayed on the left side of the window providing further information on the functionality and
purpose of this tab.

Setup Study Personnel X
User Search by Study Last Name: First Na me:’—|
Study Personnel Pool User Search by Study:[ All Departments v l Find User/Search Directory

Create My Personnel Pool

Update My Personnel Pool Select | Training? | Mame

Delete My Personnel Pool

Mo results found

This section is used
to build the list of
personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Selected Study Personnel:

Principal Investigator

O
Mo Personnel has been selected for this group.

Additional Investigators

= = =]
Mo Personnel has been selected for this group.

Research Support Staff

O
Mo Personnel has been selected for this group.

Contact

l Clear Key Study Personnel ] l Close Setup of Study Personnel

Three filter fields are provided to help narrow down the search results: last name, first name, and department.

©2021 iMedRIS Data Corporation12
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Setup Study Personnel X
User Search by Study Last Name: | investigator First Name:|john
Study Personnel Pool User Search by Stud‘,r:l GHW - 7543 - General Hospital v| I Find User/Search Directory

Create My Personnel Pool

Update My Personnel Pool Select | Training? | Name

Delete My Personnel Pool

89 @i’ Investigator, John @ General Hospital

This section is used
to build the list of
personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Selected Study Personnel:

Principal Investigator

e e
Mo Personnel has been selected for this group.

Additional Investigators

I = =
Mo Personnel has been selected for this group.

Research Support Staff

e e
Mo Personnel has been selected for this group.

Contact

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

From this search results display table the users’ department, contact information, training history, and study associations
may be viewed.

Once the desired user is found, they can be added to the study by clicking the 89 icon. Clicking this icon opens the
following secondary pop-up window.

©2021 iMedRIS Data Corporation13
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Add Personnel Role X
Select the Role for John Investigator :
Principal Investigator
Additional Investigators --none--
Research Support Staff --none-- w
Contact

Department Administrator ——none--

Select any additional responsibilities to the named user: <None added=

Notice that the available roles match those displayed in the form as the section questions.

The user can then be assigned a role on the study by clicking the desired radio button. Once a role is selected, an
additional field may appear asking if the user should be added as contact.

©2021 iMedRIS Data Corporation14
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Add Personnel Role X

Select the Role for John Investigator :

@ Principal Investigator

Additional Investigators --none-- v
Research Support Staff --none-- w
Contact

Department Administrator --none-- “

Would you like to include as a Contact ? ® vyes O No

Select any additional responsibilities to the named user: <None added=

Lastly, additional responsibilities may be assigned to the user by clicking the Add/Modify button, which opens a third
pop-up window as shown below.

©2021 iMedRIS Data Corporation15
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Add Personnel Role

Add/Modify Responsibilities for: John Investigator

Responsibility

Administrative Reviewer

Scientific Review Consultant (05C)

Student training delivery

Study consent form signature collection

Any selected responsibilities will populate next to the Add/Modify button.

() Department Administrator

Would you like to include as a Contact ? ® ves (O No

Select any additional responsibilities to the named user:

Add/Modify

Administrative Reviewer

These role responsibilities are configured in System Administration via System Administration [] List Configuration and

Maintenance [ Define Study and Project Responsibilities.

Each responsibility may then be assigned customized access to Study Assistant via the Study Assistant role matrix (System
Administration [] List Configuration and Maintenance [] Define Study Assistant Role Access).

Once a role and optional responsibilities have been defined, the user can be added to the study by clicking Save.

©2021 iMedRIS Data Corporation16
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Add Personnel Role
Select the Role for John Investigator :
@ Principal Investigator
Additional Investigators --none--
Research Support Staff --none--
Contact

Department Administrator ——none--

Would you like to include as a Contact ? ® ves O No

Select any additional responsibilities to the named user: Administrative Reviewer

Cancel

A record of the newly added user will populate in the appropriate role table.
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User Search by Study

Study Personnel Pool

Create My Personnel Pool

Update My Personnel Pool

Delete My Personnel Pool

This section is used
to build the list of
personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Setup Study Personnel X
User Search by Study:[ All Departments v I Find User/Search Directory

Select | Training? | Name

& <t Investigator, John @ General Hospital

Selected Study Personnel:

Principal Investigator

® Investigator, John Principal Investigator Administrative Reviewer

Additional Investigators

I N
Mo Personnel has been selected for this group.

Research Support Staff

T O
Mo Personnel has been selected for this group.

Contact
! ' ! |

l Clear Key Study Personnel ] l Close Setup of Study Personnel

Closing the Setup Study Personnel window shows that the user has been successfully added to the study.
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’ Print Friendly ] ’ Assign User(s) lo Sections ] ’ Save Section l I Save and Continue to Next Section ]

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

1.0 |2 General Information

3.0 Assign key study personnel (KSP) access to the study

2.0 B Satup Department(s) Access

3.0 Grant Key Personnel access
to the study

’ Click Here to Setup Study Personnel ]

3.1 * Please add a Principal Investigator for the study:

Responsibility Training Record

John Investigator Principal Investigator Administrative Reviewer | AddModify g View Training Record

3.2 If applicable, please select the R ch Staff per 1

A) Additional Investigators

Responsibility Training Record

Responsibility Training Record

Mo Research Support Staff have been added

3.3 * Please add a Study Contact:

Responsibility Training Record

Investigator, John Contact Administrative Reviewer | AddModify g View Training Record

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

3.4 If applicable, please select the Designated Department Approval(s):

Name Role Responsibility Training Record

Notice that John Investigator was added both as a Principal Investigator and a Study Contact due to the fact that the
Would you like to include as a Contact? field was set to “Yes”.

The added user can be deleted from the study by again clicking Click Here to Setup Study Personnel and then clicking

the ® icon.
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User Search by Study

Study Personnel Pool

Setup Study Personnel X
User Search by Study:[ All Departments v I Find User/Search Directory

Create My Personnel Pool

Update My Personnel Pool

Select | Training? | Name

Delete My Personnel Pool

This section is used
to build the list of
personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Mo results found

Selected Study Personnel:

Principal Investigator

N

[nvestigator, John Principal Investigator Administrative Reviewer

Additional Investigators

I N
Mo Personnel has been selected for this group.

Research Support Staff

I N
Mo Personnel has been selected for this group.

Contact

' ' ! |

’ Clear Key Study Personnel ] ’ Close Setup of Study Personnel ]

All users may be removed from the study by clicking the Clear Key Study Personnel button. Note that if a Principal
Investigator is removed from the study the system will require a replacement Pl to be chosen before the original is

deleted.

Viewing User Training Details

Clicking the = icon opens the secondary pop-up window shown below, detailing the user’s training information.
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Training Details for Investigator, John:
Courses [Course Date - Expiration)
All Courses must be green within one rule for the group to be valid
Working with Mice in Research Settings Rule 1
Animal Handlers Course
{ 03/03/2020 - )
[Animal Care and Use Training (ACUT) Rule 1
Certificate Basic Course
(01/01/2020 - 06/01/2021)
Rule 2
AWMA Guidelines for the Euthanasia of Animals: 2020 Edition
( 03/02/2020 - 07/07/2021)

General Training Course Rule 1 Never Active
.Human Research Subjects Training

CITI Training Never Active
Sponsored Projects Training courses Rule 1 Never Active

.Sponsored Projects Training 101
Goaod Clinical Practice (GCP) Rule 1 Never Active
.GCP course (US FDA focus)
Rule 2
.GCP course for clinical trials involving investigational drugs (international/ICH focus)
Rule 3
.GCP course for clinical trials involving investigational medical devices (international focus)

Training Group

Human Subjects Research Rule 1 Never Active

.Biomedica Research Investigators and Key Personnel Group
Rule 2
.Social Behavioral Research investigators and Key Personnel Group.

Test IRE Group Never Active
Continuing Review Never Active
Maodification Form Never Active
IACUC Trainings Never Active

The window above is from the point-of-view of a user with read-only access to KSP training information. Clicking Cancel
closes the training details window.

If the user instead has read and write access to training data, clicking the = icon will redirect the user to the following
page.
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My Workspaces & Study Training record list for Investigator, John

* User_ID: demopi

Name: John Investigator

Job Title: Status: Active Login Enabled: Yes
Degree: Email Address: jalvarenga@imedris.com Mailing Address:
Employee ID: 020017109 Primary Number: 305-111-2222
Specialty: Cell Number: 305-222-4444 446 Missouri Ct
Relationship to the Institution Affiliated Non-Affiliated Pager Number:
Fax Number:
‘ User Training Group Status | ‘ User Training Courses

Reevaluate Training Stalus ” Add a New Training Group “ Delete Training Group(s)

Courses (Course Date - Ex;

Training Group

All Courses must be green one rule for the group to be valid
0 [ viorking with tice in Research Setcings Rule 1
Animal Handlers Course Active No
(03/03/2020 - )
) El/ Animal Care and Use Training (ACUT) Certificate Rule 1
Basic Course
{ 01/01/2020 - 06/01/2021) . .
ule 2 Active No
AYMA Guidelines for the Euthanasia of Animals: 2020 Edition
( 03/02/2020 - 07/07/2021)
O [#  Generel Trmining Course Rule 1
. Never Act N
[l Hurman Recearch subjects Training SVer Acive ©
0 L/ CITL Training Never Active No
O I;If Sponsored Projects Training courses Rule 1
Never Activ N
[l soonsored Projects Training 101 Ever Active o
O Ill, Good Clinical Practice (GCP) Rule 1
[l o course (s FoA facus)
Rule 2
Bl P course for clinical trisls involving investigationsl drugs (international/ICH forus)  '1=Ver Active No
Rule 3
GCP course for clinical trials involving investigational medical devices (international
focus)
O Ill, Human Subjects Research Rule 1
[l =iomedical Research Investigators and Key Personnel Group
Rule 2 Never Active No
[l socic! Behavioral Research investigators and Key Personnel Group.
O E,/ Test IR Group Never Active No
n #  Continuing Review e -

This screen allows the logged-in user to both view and edit the KSP’s training records. Clicking the Back button will return
the user to the section 3.0 of the application’s Study Shell.

KSP training access is determined by a study role property that is configured in System Administration (see the System
Administration — List Configuration and Maintenance manual for more details).

Viewing User Study Associations

A user’s study associations may be viewed by clicking the @ icon in the user search display table.
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Setup Study Personnel X
Study Personnel Pool User Search by Study:| GHW - 7543 - General Hospital V| I Find User/Search Directory

Create My Personnel Pool

Update My Personnel Pool Select | Training? | Name

Delete My Personnel Pool

& <t Investigator, John General Hospital

This section is used
to build the list of
personnel on the
study. User Search
by Study allows you
to search for a
named person and
associated them with
a role on the study.

Selected Study Personnel:

Principal Investigator

O
Mo Personnel has been selected for this group.

Additional Investigators

O
Mo Personnel has been selected for this group.

Research Support Staff

T O
Mo Personnel has been selected for this group.

Contact

Clear Key Study Personnel ] ’ Close Setup of Study Personnel

Clicking this icon will open the following secondary pop-up window.
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Investigator, John Studies:

Display Studies by : | IRE Number v

57 result(s) found...

Study Alias Study Status IRB Expiration Principal Investigator
Malaria in Juveniles

M10630 IRB-21-481

NIH Demonstration

NIH D123 Returmed for Corrections IRB-21-468 Investigator, John
Copy of Malaria in Juveniles

Malaria in Juveniles IRB-21-482 Investigator, John
The Barrow 5-ALA Intraoperative Confocal Evaluation (BALANCE)trial

BALANCE Tria IRB-19-135 07/09/2021 Investigator, John
Malaria in Juveniles

Malaria in Juveniles IRB-21-479 06/29/2022 Investigator, John
Malaria in Juveniles

Malaria in Juveniles IRB-21-478 06/28/2022 Investigator, John

Directing differentiation of human induced pluripotent stem cells by target organ co-culture

Directing differentiation of
human induced pluripotent
stem cells by target organ co-
culture

IRB-21-458 06/24/2022 Investigator, John

Malaria in Juveniles
Malaria in Juveniles IRB-21-476 06/24/2022 Investigator, John

Mailaria in Juveniles in South Africa

Malaria in Juveniles IRB-21-477 06/24/2022 Investigator, John

Serum Metal Ion Concentration after Insertion of Pediatric Flexible Nail

Serum Metal Ion Concentration
after Insertion of Pediatric IRB-20-336 07/14/2021 Smith, Betty
Flexible Na

All studies that the selected user has been designated as a KSP on will populate in this display table. The format of the
column’s headers may be modified using the Display Studies by combobox.

Personnel Pools

The second method to add users to a study is to use personnel pools. A personnel pool is a pre-defined KSP
configuration, composed of one or more users with pre-assigned roles. This method is especially useful for scenarios
where the same personnel and roles are added to many different studies.
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To use a personnel pool, first navigate to the Study Personnel Pool tab as shown below.

Setup Protocol Personnel X

User Search by Protocol Select The Pool you want to Apply:  [—nene- ~]

Create My Personnel Pool

No Personnel are available for use from the Personnel Pool.

Update My Personnel Pool

Delete My Personnel Pool

Use the Select The Pool you want to Apply combobox to open a personnel pool. All pools that have been created by the
current user will populate in this drop-down menu.

Setup Study Personnel

er Search by Study Select The Pool you want to Apply: --none--

zate My Personnel Pool

General Research Personnel Responsibi
My research team - Oncology

Research Personnel Pool - Oncology

Mo Personnel are available for use fr

date My Personnel Pool

lete My Personnel Pool

Selecting a personnel pool will refresh the display table to show all users defined in that pool.

Setup Protocol Personnel X

User Search by Protocol Select The Pool you want to Apply: | General Research Personne | Selec1 All

Create My Personnel Pool

Coordinator, Sean Contact

Update My Personnel Pool
e, .
Delete My Personnel Pool 1D = Smith, Betty @ Principal Investigator

III

This “General Research Personnel” pool consists of the users Sean Coordinator (Principal Investigator) and Betty Smith

(Contact). In order to add one of these users to the study, simply click the 89 select icon. Doing so will bypass the
intermediate role configuration pop-up window and directly add the user to the study.

Creating Personnel Pools
To create a new personnel pool, navigate to the Create My Personnel Pool tab.
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Setup Protocol Personnel X

User Search by Protocol

Study Personnel Pool

Create My Personnel Pool

Reference name of the Pool you are creating: |

Update My Personnel Pool

Delete My Personnel Pool

Selected Protocol Personnel:

This section is used to
create a pool of
personnel to reuse on
future studies. In order
for this menu to function
the existing study must
have been set-up with
personnel to save into
the pool.

Principal Investigator

I
® Investigator, John

Additional Investigators

S S

Principal Investigator <None added=

® Coordinator, Sean
® Jefferson, Tom

Additional Principal Investigator

Co-Investigator

<MNone added=

<None added=

Research Support Staff

S
®

Jefferson, George Nurse <MNone added>

-
—_

’ Clear Key Protocol Personnel ] I Close Setup of Protocol Personnel l

This page allows the user to create a new pool based on the current KSP configuration for the study. For example, in the
screen above, this new pool will include John Investigator (Principal Investigator), Sean Coordinator (Additional Principal
Investigator), Tom Jefferson (Co-Investigator), George Jefferson (Nurse), and any others not visible in this screenshot.

If any KSP should be excluded from the new personnel pool, they must be deleted from the study before saving this pool
configuration.

Once the appropriate users have been added to the study, the new pool can be saved by entering a name for the pool
and clicking the Save button.

User Search by Protocol

Study Personnel Pool

Create My Personnel Pool

Update My Personnel Pool

Delete My Personnel Pool

This section is used to
create a pool of
personnel to reuse on
future studies. In order
for this menu to function
the existing study must
have been set-up with
personnel to save into
the pool.

Setup Protocol Personnel X

Reference name of the Pool you are creating:lResearch Personnel Pool - Oncology |

Selected Protocol Personnel:

Principal Investigator

e e e
® Investigator, John

Additional Investigators

I
® Coordinator, Sean

® Jefferson, Tom

Research Support Staff

I S

® Jefferson, George <MNone added=

-
—

Principal Investigator <MNone added=

Additienal Principal Investigator <MNone added=

Co-Investigator <MNone added=

Nurse

i Clear Key Protocol Personnel ] ’ Close Setup of Protocol Personnel ]
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This new “Research Personnel Pool — Oncology” pool will now populate in the Study Personnel Pool tab.

Updating a Personnel Pool
Navigate to the Update My Personnel Pool tab to update a pool.

User Search by Protocol

Study Personnel Pool

Create My Personnel Pool

Update My Personnel Pool

Delete My Personnel Pool

Setup Protocol Personnel X

Select from the list of pools you are
LB T Select Pool Reference Name

General Research Personnel

My research team - Oncology

Research Personnel Pool - Oncology

All pools associated to the current user will populate in this table.

Once a pool is selected, a new field will appear allowing the user to change the pool’s name.

User Search by Protocol

Study Personnel Pool

Create My Personnel Pool

Update My Personnel Pool

Delete My Personnel Pool

This section is used to
replace the personnel
defined in the Selected
Protocol Personnel
(section below) to a
named pool. The name of
the pool can be updated
to a different name.

Setup Protocol Personnel X

Select from the list of pools you are
updating:

Pool Reference Name

General Research Personnel
My research team - Oncology

(® | Research Personnel Pool - Oncology

If you are changing the Pool name,

flfeer b o e |Persnnne\ Pool - Oncology |

Saving this page will update the personnel pool to display the new name. Note that update is purely aesthetic and does
not modify the actual pool KSP configuration. Once a personnel pool has been defined, the users in that pool cannot be
changed, only the name of the pool itself.

Deleting a Personnel Pool

Users may delete one or more of their pools by navigating to the Delete My Personnel Pool tab. Click the ® icon to

remove the pool.

User Search by Protocol

Study Personnel Pool

Create My Personnel Pool

Update My Personnel Pool

Delete My Personnel Pool

This section allows you
to delete a named pool.
The pool will be removed
from use.

Setup Protocol Personnel X

Delete from the list of pools:

Delete | Pool Reference Name

® General Research Personnel
® My research team - Oncology

® Research Personnel Pool - Oncology
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Assign User(s) to Sections
After granting KSP access to the study, depending on the application form’s configuration, the Assign User(s) to Sections
button may appear.

MY WOIKspdleEs = SLULY A33ISLaliL » LAy

v .
Print Friendly Assign User(s) to Sections Save Section Save and Continue to Next Section

| PI: Investigator, John

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

1.0 |2l General Information

3.0 Assign key study personnel (KSP) access to the study

2.0 [B Setup Department(s) Accass

3.0 Grant Key Personnel access
to the study

’ Click Here to Setup Study Personnel l

3.1 * Please add a Principal Investigator for the study:

Responsibility Training Record

John Investigator Principal Investigator Administrative Reviewer | AddMedify <A _View Training Record

Click the button to open the Define Study Access screen. Displayed here is a list of sections that have been accessed by
the form author. Accompanying each section is a combobox enabling a KSP to be assigned to complete that section.

My Workspaces [  |[RBMNumber: IRB-21-473| gy 4y Assistant Define Study Access

PI: Investigator, John

Save Section Assignments

Assign User to Complete Section

Initial Screening Question
Drugs and Devices
Funding --none-- hd

Any user that has been added to this study via the Study Shell section 3.0 will populate in these drop-down menus.

My Workspaces [ [IR8Number: IRB-21-473) g4y Assistant Define Study Access Kl Back

Save Section Assignments

PI: Investigator John

Assign User to Complete Section

Initial Screening Question

Drugs and Devices

John Investigator
Funding George Jefferson

Assign a user to a section by selecting their username in the drop-down. Once a user has been assigned to a form
section, that section will appear as read-only to all other users. The assigned KSP will then receive a Form Section
Assignment task to complete the section.

My Workspaces [ |RBNumber: IRB-21-473) o4y Assistant Define Study Access Kl Back
PI: Investigator, John

Save Section Assignments

Initial Screening Question George Jefferson v
Drugs and Devices --Nene-- hd
Funding --none-- hd
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In the example above, George Jefferson has been assigned to complete the “Initial Screening Question” section. Saving
this assignment and navigating to the “Initial Screening Question” section will show the following screen.

My Workspaces IRB Number:  IRB-21-473| o 4y assistant IRB Application (Version 1.0)
PI: Investigator, John

5%_

ion view of Application e view of the Application |

Print Friendly ] ’ Assign User(s) to Sections ] ’ Save Section ] ’ Save and Continue to Next Section

1.0 B General Information
4.0 i i
0 B fetup Department(s) Initial Screening Question

30 B Grant Key Personnel
access to the study 4.1 * HUD DEVICE: (REQUIRED )Does this application involve a Humanitarian Use Device (HUD): test

a0

5.0 Drugs and Devices

& No
{0 Yes, and it includes a research component

6.0 Funding {7 Yes, and it involves clinical care ONLY
4.2 Does this research involve Covid-19 parameters?

Will your research involve severe acute respiratory syndrome coronavirus 2 (SARS-Cov-2)?

0 Yes (& No
4.3 * TYPE OF RESEARCH: (Click the Help link for definitions and guidance): (REQUIRED)

¥ Biomedical research
{" Social, behavioral, educational, and/or public policy research
©

Hybnd - includes aspects of BOTH types of research (check this option if your research is mainly social/behavioral but also
involves specimen collection or blood draws to lock at biological measures)

4.4 * REVIEW LEVEL: (REQUIRED) Requested review level (Click on the orange question mark to the right for definitions and guidance):

(= Full Committee
{" Expedited
{" Exempt

4.7 * CLINICAL TRIAL: (REQUIRED) Is this a clinical trial? According to The World Health Organization (WHO) and the International Committee
of Medical Journal Editors (ICMIE) a clinical trial is:

* Any research study that prospectively assigns human participants or groups of humans to one or more health-related interventions
to evaluate the effects on health outcomes.

ICMIE requires registration of a clinical trial in a public database (such as ClinicalTrials.gov) prior to enrollment, for eventual publication of
results in member biomedical journals. Guidance: Public Law 110-85 requires that all investigators who perform an applicable clinical

trial must ensure that the trial is registered on a government web site called ClinicalTrials.gov. The FDA requires registration for
"applicable clinical trials,” defined as follows:

» For any trials of drugs and biologics: controlled clinical investigations, other than Phase 1 investigations, of a product subject to FDA

regulation.
- Earteiale of hinmadical daui

=+ rantenllad teials with hazlth antramac of davicas cohiact #a ENA sanoalatinn athae than cmal 1]

Note that a message displaying the name of the assigned user is displayed on the upper left-hand corner of the screen.
This message only displays when the assigned section is opened.

Also notice that the fields in this section are read-only. This is because the current logged-in user is still John Investigator,
and this section has been assigned to George Jefferson. From George Jefferson’s point of view, he will have received a
task to complete this section, as shown below.
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All Tasks Outstanding Completed n
ANt e Task List: [ v
Filter By : [—-none-- v
3 result(s) found... 1-3
_m
20/
0O @ Form Section Assignment J g? £2‘|‘012;DT Study Application section assignment o P t> @l:l [E=ld
o Priority

Opening this task takes Mr. Jefferson into the application form to complete the assigned section.

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

Section view of Application | Entire view of the Application |

1.0 General Information

Completed

2.0 B Satup Department(s) 4.0 S 5 = =
Access Initial Screening Question ®ves O

3.0 B Grant Key Personnel MNo

access to the study

) 4.1 * HUD DEVICE: (REQUIRED)Dwoes this application involve a Humanitarian Use Device (HUD) is a "medical
4.0 B

device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or

is manifested in fewer than 4,000 individuals in the United States per year” (21 CFR
5.0 Drugs and Devices 814.3(n))."=>Humanitarian Use Device (HUD): test

6.0 Funding
@ Mo

() Yes, and it includes a research component

() Yes, and it involves clinical care OMLY

4.2 Does this research involve Covid-19 parameters?

Will your research involve severe acute respiratory syndrome coronavirus 2 (SARS-CoV/-2)7? @

Oves ®no
4.3 * TYPE OF RESEARCH: (Click the Help link for definitions and guidance): (REQUIRED)

(@ Biomedical research @

(7) Social, behavioral, educational, and/or public policy research

() Hybrid - includes aspects of BOTH types of research (check this option if your research is mainly
~ social/behavioral but also involves specimen collection or blood draws to look at biclogica
Measures)

4.4 * REVIEW LEVEL: (REQUIRED) Requested review level (Click on the orange gquestion mark to the right for
definitions and guidance):

Notice that from George Jefferson’s point of view, the fields in this section are editable. To complete the section,
Jefferson will simply select “Yes” for the Completed? field shown in the section header (red box in screen above). Doing
so will complete the section and finalize the Form Section Assignment task.

From the form author’s point of view, once George Jefferson completes his assigned section, the status of this
assignment will update to completed.
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My Workspaces [  |RBMumber: [IRB-21-473) o4y Assistant Define Study Access Kl Back
PI: Investigator John

Save Seclion Assignments

Assign User to Complete Section

) v

Initial Screening Question O George Jefferson v
Completed

Drugs and Devices --none-- b

Funding --none-- hd

The section itself will remain read-only, but the left-corner message will update to show that it has been completed.

My Workspaces [  [RBMNumber: IRB-21-473) op\qy Assistant tion (Version 1.0)
PI: Investigator. John

[ 3 _ Print Friendly ] ’ Assign User(s) to Sections ] ’ Save Section ] ’ Save and Continue to Mext Section ]

Section view of Application Entire view of the Application |

1.0 B General Information

4.0
2.0 B 5etup Department(s) Initial Screening Question

3.0 Grant Key Personnel
access to the study 4.1 * HUD DEVICE: (REQUIRED)Does this application involve a Humanitarian Use Device (HUD): test

a0

5.0 B Drugs and Devices

@ No
{0 Yes, and it includes a research component
6.0 Funding {7 Yes, and it involves clinical care ONLY

4.2 Does this research involve Covid-19 parameters?

Will your research involve severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)?

0 Yes (¥ No
4.3 * TYPE OF RESEARCH: (Click the Help link for definitions and guidance): (REQUIRED)
(= Biomedical research

{ Social, behavioral, educational, and/or public policy research

{" Hybnd - includes aspects of BOTH types of research (check this option if your research is mainly social/behavioral but also
involves specimen collection or blood draws to look at biological measures)

4.4 * REVIEW LEVEL: (REQUIRED) Requested review level (Click on the orange question mark to the right for definitions and guidance):

Custom Application Sections
The application sections following the Study Shell are customizable, based on the configuration of the Study Application
Form.

To complete a section and move on, click the Save and Continue to Next Section button. If a required field is left blank,
an error message will display.
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A Error Encounter Saving the Application

An error occurred on the page.

Please correct the mistake and resave the form

Correct the missing field to save and continue. Below is an example of an error message that might display within the
form.

4.6 * EXEMPT REVIEW CATEGORY: (REQUIRED)

[] Category 1: Evaluation of educational strategies, curricula and/or classroom management methods @
[ Category 2: Use of educational tests, surveys, interviews, or observations of public behavior

Category 3: Use of educational tests, surveys, interviews, or observations of public behavior when the subjects are elected or appointed officials or
candidates for public office, or if federal statute(s) require without exception that the confidentiality of the personally identifiable information will be
maintained throughout the research and therafter

[] Category 4: Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these
sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through
identifiers linked to the subjects

A A selection is required from the above choice(s).

Several unique data values often used in study applications to collect specific information are detailed below. These data
values are added to Study Application Forms via the System Form Designer in System Administration and may or may not
be present in your form.

Notes Regarding Form Navigation

Back Button: When completing the Study Application, it is important to remember that if you need to return to the
previous section, DO NOT hit the Back button on your Internet browser. To properly navigate to the previous section,
click on the link for that section in the navigation pane.

My Workspaces &  [[RE Number: TRB-21-473| gy dy IRB Application (Version 1.0)
PI: Investigator John

[ Print Friendly I l Assign User(s) lo Sections ] l Save Section I l Save and Continue to Next Seclion ]

Entire view of the Application ‘

1.0 B General Information

2.0 B Setup Department(=) Initial Screening Question

3.0 (B Grant Key Personnel
. access to the study 4.1 * HUD DEVICE: (REQUIRED)Does this application involve a Humanitarian Use Device (HUD): test
4.0 [ B T e e
e ™

©2021 iMedRIS Data Corporation32



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

Navigation Pane: On the left side of the screen, a navigation pane builds as you progress through the application. Click
on the link of a section at any time to move to that section. The section you are currently viewing will appear green,
while the other sections will appear gray.

Il Section view of Application Entire view of the Application |
1.0 General Information
4.0
2.0 B Setup Department(s) Initial Screening (
Access

3.0 Grant Key Personnel
- access to the study 4.1 * HUD DEVICE: (REQUIRED) D«

4.0 No

Yes, and it includes a ressarch con

Help Icons: Some sections may contain help icons. Click or hover your mouse over the icon to open a window or a small
pop up That has been configured to provide additional information about a certain question.

Study IRB Application (Version 1.0} Kl Back

[ Frint Friendly I l Assign User(s) to Sections ] l Save Section ] [ Save and Continue to Next Section I

IRE Number: IRB-21-473
PI: Investigator, John

My Workspaces &

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

1.0 B General Information

4.0

» Setup Department(s) as = =
2.0 B 2P Initial Screening Question
3.0 Grant Key Personnel
i access to the study 4.1 * HUD DEVICE: (REQUIRED)Does this application involve a Humanitarian Use Device (HUD): test
@ No @

5.0 B E t1,2,3 R h )
L (O Yes, and it includes a research component
6.0 B qualifications of KsP (7) Yes, and it involves clinical care ONLY

7.0 B End of Study Application

Guidance
@ Guidance - Google Chrome — O =
8 https//imedris.net/: a

[ Print ] [ Close ] ‘

]
| Guidance: A Humanitarian Use Device (HUD) is a "medical device intended to benefit patients in the treatment or diagnosis of a
disease or condition that affects or is manifested in fewer than 4,000 individuals in the United States per year” (21 CFR 814 .3(n)).
Treatment with a HUD is not considered research, but the FDA requires IRB review prior to use. The IRB requires a standard application
and use of a consent form similar to research consent.
e

Links:

« Humanitarian Use Devices
« FDA guidance
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Study Drugs
The Study Drug data value enables users to search the iRIS™ database for a drug to add to their study. Any number of
drugs may be added to a study.

To add a drug, begin by clicking on the Add a New Drug to the Study button in the Study Drug data value, as seen in the
image below.

@hﬂdnewnmg to the Study

Delete View
m Trade Drug Name m

Mo drugs have been added to this Study

The following pop-up window will open.

Find a Drug: Search Options X

Drug Browse/Find: Drug Name: | Find Drug

0 result{s) found..

m sl W —— MR e B D

Mo Results found

Search for a drug by entering a full or partial drug name into the Drug Name text box and clicking the Find Drug button. If
the text box is left blank, all drugs in the system will populate.

Find a Drug: Search Options X

Drug Browse/Find: Drug Name: [Amo Find Drug

1 result(s) found..

m Internal Rec Num Trade Drug Name Generic Drug Name Investigational Drug Name

Amaoxicillin Amoxicillin A1

Click the icon in the Select column to add a certain drug. If the desired drug is not populating in this table, the user may
create this drug by clicking the Add a New Drug button. This will update the window to show the following screen,
allowing the user to specify the Trade Drug Name, Generic Name and/or Investigational Drug Name. Click Save Drug Info
to add this new drug to the system’s master drug list.
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Add a New Drug X

Trade Drug Name:

Save Drug Info

Whether adding an existing drug by clicking on the icon in the Select column, or adding a new drug to the master list, the
user will next be taken to the Study Drug Details screen as shown below.

Study Drug Details: X

Trade Drug Name: Amaoxicillin

Protocol Information: Drugs and Biological Products

Does your study invalve LTEEE L L Has this study been submitted to the Institutional Biosafety Committee (IBC) review? The IRB requires documention of IBC
drugs, reagents, or chemicals? -
approval before final approval of the study can be granted.

@ Yes
™y No

O A

Investigational New Drug Application (IND)#

Is the drug provided free of charge?

oL

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

Form of Administration:

Procedure for Minimizing Adverse Events:

i

Is IND held by the sponsor? If Yes, provide a copy of the investigator's brochure and the sponsor’s protocol in the -

Attachments section
Save Drug Info

This screen enables the user to associate study-specific information to the added drug. The questions below the blue bar
are configurable via System Form Designer and may or may not appear different in you system.

Once the fields on this screen have been completed, click Save Drug Info to add this drug to the study.

You will be returned to the Study Application and the drug you added will appear in the table below the Add a New Drug
to the Study button.

@Aﬂdnmﬂmgmﬂlestudy

Delete View
E Trade Drug Name _

® @ Trade Drug Name: Amoxicillin
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You may delete the drug by clicking the icon in the Delete Drug column. To edit the study-specific drug information, click
the icon in the Edit column. You can also view the study-specific details by clicking the icon in the View Details column,
as seen in the image below.

@Aﬂd new Drug to the Study
st Drg | ca | Viow Do | Trnsbrugame
® @ =] Trade Drug Name: Amoxicillin
Trade Drug Mame: Amoxicillin

Protocol Information: Drugs and Biological Products

Does your study involve INVESTIGATIONAL

e Ty Has this study been submitted to the Institutional Biosafety Committee (IBC)
v s ?

review? The IRBE requires documention of IBC approval before final approval of the
study can be granted.

" Yes
" No
0 NJA

Investigational New Drug Application (IND)#
15224-8
Is the drug provided free of charge?

" Yes
{= No
N/

What is the cost of the investigational drug to your institution?
£17 per dose
Manufacturer:

Biogen

You can add additional drugs by clicking the Add a New Drug to the Study button and follow the steps listed above.

Study Devices
The Study Device data value enables users to search the iRIS™ database for a device to add to their study. Any number
of devices may be added a study.

Begin by clicking on the Add a New Device to the Study button.

@ Add a New Device to the Study

Lz e Device Name
Device Details

Mo devices have been added to this Study

A popup window will open within your browser allowing you to search the system for the device you would like to add to
the study. You can enter in all or part of the Device Name, Device Mode and/or Device Serial Number, or leave these
fields blank and click the Find Device button to return all devices in the system.
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Find A Device: Search Options X
Device Name: | |
Device Browse/Find: Device Mode: | |
Device Serial Number: | |
0 result(s) found.. 0-0
= [ ==
Mo Results found

Once your search returns results, you can select the desired device by clicking on the icon in the Select column

If the desired device is not in the list, you can add a device to the system’s master device list by clicking the Add a New
Device button.

Find A Device: Search Options

Device Name: |

|[ Fin Device |[ Add a New Device
Device Mode: | |

Device Serial Number: | |

Device Browse/Find:

4 result(s) found..

- Device Serial Number

Cardiac Stent

Z£54889563
IV Autodrip for 1L Bags Standard B9NB555-PL
Lap Band Gastrointestinal Lap Band A33242
Stent

Doing so will update the window to show the screen below, allowing you to specify the Device Name (required field)
Device Mode and Device Serial Number.

Add a New Device

*Device Name:
Device Mode:

Device Serial Number:

Save Device Info
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When finished defining the new device, click the Save Device Info button to add the device to the system’s master list.

Whether you chose an existing device by clicking on the icon in the Select column, or added a new device to the master
list, you will next be taken to the Study Device Details screen as shown below.

Protocol Device Details:

Device Mame Cardiac Stent

Protocol Information: Medical Equipment, Study Devices

BIOMEDICAL FULL BOARD EXPEDITED .
STUDIES Manufacturer:

Study Devices

General Hospital defines a "study device" as.
a medical device that is the subject of a
clinical study designed to the
effectiveness and/or safety of the device.

Describe how dispensing of the study device(s) will be controlled; describe where the device(s) will be stored and how access
to the device(s) will be limited to only the individuals listed as study personnel on the protocol.

4

Regulatory Status: The FDA is responsible for defining the development, testing, approval, and marketing of each medical device. Except for

certain low-risk devices, each new medical device must be submitted to the FDA for review and assignment of its regulatory status. For more
information, see FD& Information Sheet, titled "Medical Devices.

Save Device Info

This screen allows you to enter study-specific information for the device. You may or may not see the same information
listed on this page, depending on your system configuration.

The questions below the green bar are configurable via the System Form Designer. When the fields in the above window
are complete, click on the Save Device Info button to add the device to the study application.

@ Add a New Device to the Study

ﬂ
Device
® ¢

Cardiac Stent

You can delete the device by clicking the icon in the Delete Device column. To edit the study-specific device information,

click the icon in the Edit column. You can also view the study-specific details by clicking the icon in the View Details
column.
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@ Add a New Device to the Study

I
® # B

Device Name

Cardiac Stent

Protocol Information: Medical Equipment, Study Devices

BIOMEDICAL FULL BOARD EXPEDITED

s Manufacturer:
Study Devices Biogen
General Hospital defines a "study device" Describe how dispensing of the study device(s) will be controlled; describe where
as a medical device that is the subject of a the device(s) will be stored and how access to the device(s) will be limited to only
clinical study designed to evaluate the the individuals listed as study personnel on the protocol.

effectiveness and for safety of the device.

Regulatory Status: The FDA is responsible for defining the development, testing, approval,
and marketing of each medical device. Except for certain low-nsk devices, each new medical
device must be submitted to the FDA for review and assignment of its requlatory status. For
more information, see FD& Information Sheet, titled "Medical Devices."

You can add additional devices by clicking the Add a New Device to the Study button and follow the steps listed above.

Inclusion/Exclusion Criteria

The Inclusion Criteria and Exclusion Criteria data values allow inclusion/exclusion criteria to be defined for potential
subjects on the study. You can add the criteria to your Study Application for board review, and later, for flagging which
enrolled subjects meet each criterion.

The same process is used to add both Inclusion and Exclusion criteria. This is described below using Inclusion Criteria as
an example.

Begin by clicking the Add a New Inclusion Criteria to the Study button in the Inclusion Criteria data value.

@ Add a New Inclusion Criteria to the Study

Order
E_

Mo Criteria has been added to this Study

@hﬂd a New Exclusion Criteria to the Study

Order
H_

Mo Criteria has been added to this Study
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A popup window will open allowing you to specify the Order Number and the wording for the Criteria. The Order

Number will default to 1.

The required Criteria field allows both copying and pasting and manually typing of the criteria description.

Add Inclusion criteria associated with this study

*0Order Number: |1

Font Family

% (@

*Criteria:

Q

Save Criteria Info

When finished, click the Save Criteria Info button. You will be returned to the Study Application and the new Inclusion
Criteria will be listed in the table.

® [ :

@ Add a New Inclusion Criteria to the Study

E_
Number

Must be 18-45 years of age, inclusive.

An additional Inclusion Criteria may be added as needed. Click the Add a New Inclusion Criteria to the Study button and

repeat the steps above. Delete an Inclusion Criteria record by clicking the ® icon in the Delete column. Modify existing

records by clicking the @ icon in the Edit column.

Sponsor

The Sponsor data value enables you to search the system for a sponsor to add to your study. Depending on your system
settings, you may or may not be able to add more than one sponsor to a given study. Follow the process described below

to add a sponsor record.

Begin by clicking on the Add a New Sponsor to the Study button.
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@hﬂdaNmSpnnsnrtuﬂleSmdy

View
ﬂ Sponsor Type

Mo Sponsor has been added to this Study

A popup window will open allowing you to search the system for the sponsor you would like to add. You can enter in full
or partial Sponsor Names, Familiar Names and/or Legal Names, or leave these fields blank and click the Find Sponsor
button to return all sponsors in the system.

Find a Sponsor: Search Options X

Sponsor Name: | |
|

Sponsor Browse/Find: Familiar Name:|

Legal Name: | |

0 result(s) found... 0-0
[seiect | sourmorio | spomortame Lt i

Mo Results found

If the desired sponsor does not appear in the table, you can add this sponsor to the system’s master list by clicking on the
Add a New Sponsor to the Master List button. This feature is controlled by a system property, please contact your
System Administrator for more information.
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Sponsor Browse/Find:

Find a Sponsor: Search Options

Sponsor Name: |

Familiar Name: |

Legal Name: |

208 result(s) found..

3-M Pharmaceuticals

@ A.G. Bessalear

@ Abbott Pharmaceutical

A.G. Bessalear

Abbott Pharmaceutica

Find Sponsor | Add a New Sponsor to the Master List

1-10 p

- Spon=or I e

3-M Pharmacueticals

A.G. Bessalear

Abbott Pharmaceutical

After you choose to add a new sponsor, the window will update allowing you to specify the Sponsor Abbreviation,
Sponsor Name (required field), Sponsor Type (required field) and sponsor location information. When finished, click the

Save Sponsor and add to Study button to add this new sponsor to the master list.

Sponsor Abrv:

*Sponsor Name:

*Sponsor Type:

Street 1:

Street 2:

City:

County:

State:

Province:

Country:

Zip/Postal Code:

Add Sponsor to Master List Details:

-none--

—-none-—

—-none-—

[ Save Sponsor and add to Study ]

Whether you chose an existing sponsor by clicking on the @ icon in the Select column, or added a new sponsor to the

master list, you will next be taken to the Study Sponsor Details screen as shown below.
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Protocol Sponsor Details: X

Sponsor Name: 3-M Pharmaceuticals

Sponsor Type: Pharmaceutica

ALL STUDIES 1t cpoNSOR(s)

Add fundi belowr: . . . .
Fed:rallr,‘%::::n‘:,(?r {:I:I?::. Please provide contact information below for the IRB Fee billing purposes.
Select "Original Development NOTE: * Denotes mandatory field.
by Applicant(s)" above if
there is no funding for the

iy Contact Name: *

Contact Title: *

Mailing Address: *

| |
City: *

State: *

-

Save

The questions below the green bar are configurable via the System Form Designer. Once the appropriate fields have been
completed, click the Save button to add the sponsor to the study. If a sponsor is given a “Funding Sponsor” role and your
system has access to the finance area of Subject Management, you will have the ability to generate invoices for the
sponsor when certain study events and milestones are triggered.

Once added, this sponsor will populate in the Sponsor data value display table.

@Aﬂda“ew!iponsurtuﬂle Protocol

View
m Spensor Type

® @ 3-M Pharmaceuticals Pharmaceutica

You can delete the sponsor from the study by clicking on the ® icon in the Delete column. If your system is set up to
allow only one sponsor per study, the button to add sponsors to the study will not appear once a sponsor has been
added. If you delete the sponsor, the button will reappear, allowing you to add a different sponsor.

If your system does not restrict the number of sponsors allowed per study, you can add additional sponsors to the study
by clicking on the Add a New Sponsor to the Study button and following the same steps as above.

You can view additional details related to the sponsor by clicking on the expand icon in the View Details column.
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(-D.hddaNewSponmrtuﬂle Praotocol

View
m Sponsor Type

® |fl = 3-M Pharmaceuticals Pharmaceutica
Sponsor Name: 3-M Pharmaceuticals
Sponsor Type: Pharmaceutical

ALL STUDIES 1 gpoNSOR(s)

Add funding source(s) belovi: Federal, Sponsor,

or Other. Select "Original Development by Please provide contact information below for the IRE Fee billing purposes.
Applicant(s)" above if there is no funding for the NOTE: * Denotes mandatery field.
study.

Contact Name: *
Sean McMurray
Contact Title: *

Director

Mailina Address: *

Sponsor Contact

Once a sponsor is added to a study, you may then associate one or more contacts to this sponsor via the Add a New
Contact(s) to the Study data value.

@Md a New Contact{s) to the Study

View _
Hm primary Phone _

Mo Prime Recipient Contact has been added to this Study

There is no limit to the number of contacts that can be associated to a sponsor. Clicking Add a New Contact(s) to the

Study will open a pop-up window allowing you to search the system for existing sponsor contacts. You can enter all or
partial information in any of the search fields or leave these fields blank and click the Find Sponsor Contact button to
return all sponsor contacts associated to the sponsor you added to the study.
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Find a Sponsor Contact: Search Options x
Sponsor Name: 3-M Pharmaceuticals Find Sponsor Contact
Sponsor Contact Last Mame: | |
Browse/ Find: First Name: | |
Division: | |

0 result{s) found..

Mo Results found

If you cannot find the desired sponsor contact in the list, you can add a new sponsor by clicking on the Add a new
Contact to the Master List button.

Find a Sponsor Contact: Search Options X
Sponsor Name: 3-M Fharmaceuticals Find Sponsor Contact
Sponsor Contact Last Name: | | | Add a new Contact to the Master List J
Browse /Find: First Name: | |

Division: | |

1 result{s) found..

3-M Pharmaceuticals Research and Funding Sean McMurray

After you choose to add a new contact, the window will update, allowing you to specify the Contact Category, Division
(required field), First Name (required field), Middle Initial, Last Name (required field), and additional information for the
sponsor contact. When you are finished, click the Save Sponsor Contact Info button.
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Sponsor Contact: Details X

Contact Category: --none-- v
* Division:
* First Name:
Middle Initial:
* Last Name:
Prefix:
Suffix:
Title:
* Primary E-mail:
Secondary E-mail:
* Primary Phone:

Secondary Phone:

Street 1:

Street 2:

City:

County/Parish:
State: | —none— v

Province:

Country: | --none- v -

[ Save Sponsor Contact Info ]

Once the contact is saved, you will be redirected back to the study application form where the sponsor contact has been
added to the Contact data value display table.

@ Add a New Contact(s) to the Study

Hm Contact Hame - primary Phone _

® |ay| B Research and McMurray, Sean 1-885-6896 |sean.m@3m.com
Pharmaceuticals Funding ¥ - =

To add another contact, click on the Add a New Sponsor Contact(s) to the Study button again. Delete a contact from the
study by clicking on the icon in the Delete column. Edit a contact by clicking on the icon in the Edit column.

You can view additional details related to the sponsor contact by clicking on the expand icon in the View Details column.
Your system may or may not have the fields shown in the screenshot below, depending on system settings.
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@Md a New Contact(s) to the Study
® @ g |3M Research and R
Pharmaceutica Funding McMurray, Sean -885-889 gsean.md@3m.com
Contact Category: Fiscal
Contact Mame: McMurray, Sean
Title:
Division: Research and Funding
Primary Phone: 051-BB5-58%5
Secondary Phone:
E-mail: sean. m@3m.coem

Link Study to Project
The Link Study to Project data value will allow you to link your study to an existing iRIS™ project.

l Search/Link Study to Projects

Project Status Proposal Number Project Title Principal Investigator

Mo Projects are Linked to this Study

Begin by clicking on the Search/Link Study to Projects button. The window below will display allowing you to search for
your project.
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Find A Project: Search Options X

Proposal Number: | | Principal Investigator: | |

Project Status: | All W | Study Keywords: | |

Find Projects
0 result(s) found..

Project Short Title
Link Project Project Status Proposal Number Principal Investigator
Project Title

Mo Projects are linked to this Study

Enter your search criteria and click Find Projects.

Find A Project: Search Options X |

Proposal Number: |154 | Principal Investigator: | |

Praoject Status: | Awarded W | Study Keywords: | malar |

Find Projects
1 result{s) found..

Project Short Title
Link Project Project Status Proposal Number Principal Investigator
Study Title

Malana in Juveniles Jeff Sykes
Malaria in Juveniles

Awarded PRE-15-0154

Click on the @ icon to add the desired project to this Study Application.

[ SearchiLink Study to Projects
Project Title

Malaria in Juveniles 946 Jeff Sykes
Awarded PRE-15-0154
Malaria in Juveniles

You can click on the ® icon to remove the association to this project.
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Initial Review Transition

My Workspaces @ [[R8Mumber: IRB-21-473) gy 4y IRB Application (Version 1.0) £l Back

PI: Investigator, John

[ Pnt Frienaty | [ assion Userte)to sections | [ Savesecton | [ save and Contiue to Next Saction |

Section view of Application

1.0 General Information

2.0 ﬁetup Department(s)
cce

Grant Key Personnel

3.0 8 sccess to the study

s Initial Screenin
@ Initis g
B Question

4.0
5.0 Drugs and Devices
6.0 Funding

» Sample Size and
7.0 Eligibility Criteria
8.0 Recruitment and Consent

B Waiver of
Consent/Authorization

9.0
10.0 B Science

11.0 B Radiation

12.0 B Risks and Benefits

» Confidentiality, Privacy
13:0 2 nd Data Security

14.0 B Qualifications of KSP

15.0 B [

Entire view of the Application |

15.0 End of Study Application

151 End of Study Appllcatlon Form To continue working on the Study Application: Click on the section you need to edit in the left-hand
menu. Remember to save through the entire Study Application after making changes. If you are done working on the Study Application: Click Save and
Continue. If this is a new study, you will automatically enter the Initial Review Submission Packet form, where you can attach consent forms or other
study documents. Review the Initial Review Submission Checklist for a list of required attachments. Answer all questions and attach all required
documents to speed up your approval.

The iMedRIS IRB wants your feedback about this new form. Please click the link to take a brief survey about the new
application form.

Note: Not every Study Application will have an end like the one in the screen shown above, this is dependent on your
system configuration.

Once the Study Application has been completed, the system will transition into the Initial Review Submission Form. This
transition is signaled by the following pop-up window.

You have completed the Application.

The System has transitioned to the Initial Review Submission
Form Real and your application has been attached.

Please complete the Initial Review Submission Form Real and
attach any supporting documents with your submission.

OK

Clicking OK in this window will take the user into the Initial Review Submission Form as shown below. Note that this is
independent of the original Study Application and does not mean that the application has reset.
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] IRB Number: IRB-21-473

My WOFKSDBEES PI: Investigator, John

Study Assistant Initial Review Submission Form - (Version 1.0)

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

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

10 @ 1.0 Transitioning to Initial Review Submission

1.1 Please select the type of Research:

) Human Research @

() Social Behavior Research

) Biochemical Review

The Initial Review form serves as the actual submission form that will be sent to the review board. The Study Application
will be attached to this form, along with any informed consents and supporting study documents.

The mechanics of the Initial Review Submission Form are identical to those for the Study Application (navigating between
sections, viewing tool tips, completing questions, etc.). Remember that the content and structure of this form is
configurable and may not appear the same in your own Initial Review form. In the first section of this example Initial
Review form a question about the type of research being conducted in this study is posed.

The second section in this example form displays some high-level study information pulled from the Study Shell of the
application form.

IRB Number: IRB-21-473
PI: Investigator, John

My Workspaces ©

Study Assistant Initial Review Sub on Form - (Version 1.0)

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

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

1.0 E Transitioning to Initial S - - -
7= Review Submission IRB - Initial Review Submission Packet

BN =N IRE - Initial Review
N < bmission Packet Note:

- This is the submission packet. The Study Application should be attached below under "Study Application Form". To

3.0 B Application Form

access the attached "Study Application™ , click on the "Edit/View" icon next to it.
- To create and attach your consent form(s), go to section "Consent Documents™ below.

- To upload and attach any study related document(s) that were not already attached in the Study Application, go to
section "Other Study Documents” below.

2.1 Study Title:

Study Title:
Malaria in Juveniles
IRB Number:
IRB-21-481

Principal Investigator:

John Investigator

Described below are some common data values used in Initial Review Submission forms. These may or may not appear in
your specific submission form depending on your system configuration.
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Lay Summary

The Lay Summary data value is a required field for most Initial Review Submission form. It captures the Lay Summary

and/or Master Lay Summary for your study. The text entered in this data value will be used by the review board to gain
an understanding of the overall goals and structure of the study.

Click the Click here to access the text editor button on the Lay Summary data value to create the summary.

Master Lay Summary:

Click here to access the text editor.

A small popup will display, allowing you to copy and paste or type in the text of your Lay Summary. When you are
finished, click the Apply button.

“ B I u s x = Verdana > 11 o~ 4 1~ 9~

[l
‘

il
‘

ii

‘
il
&
3
D
N

=

The window will close, returning you to the Initial Review Submission packet. The newly entered Lay Summary text will
populate underneath the Lay Summary section.

Master Lay Summary:

B Click here to access the text editor.

The purpose of the study is to see the effectiveness of different antihistamines and their side effects of drowsiness in conjunction with sleeping aids.
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Application Attachment
Because the purpose of the Initial Review Submission Form is to submit the Study Application to a board for review, one
of the form’s section will include an Application Attachment data value.

IRB Number: TRB-21-473 Study
PI: Investigator, John

Initial Review Submission Form - (Version 1.0)

My Workspaces &

Print Friendy | | Refresh Constant Fleids | [ Save Section | [ Save and Continue to Next Section | [ valdation CheckiSave Form |

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

Transitioning to Initial
1o B Review Submission

3.0 Study Application Form

208 IRE - Initial Review

Submission Packet 3.1 Attach the IRB application you completed for this protocol:
(For an Initial Submission the application will automatically attach for you)
308

4.0 B consent Documents

5.0 Bl other Study Documents

6.0 B additional Specizl Routing ® E'f IRE Application (Version 1.0)

For Initial Review forms, the Study Application will be pulled into this data value automatically. At this point no further
actions are required, and you may continue to the next section. Later in the lifecycle of the study, if the review board has
requested changes, you may have to revisit this data value to apply those changes, depending on the nature of the
request.

For other types of submission forms, the Study Application is not pulled into this data value by default and instead must
be added manually. In this case a Click here to attach the application button will appear.

2.1 Attach study application

& Click here to attach the application.

No Application has been associated with this submission.

Clicking this button will open a window listing the available Study Applications you can attach.
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Attaching Protocol Application

[+
% | Select the application that you would like to attach and then click Save Attachment Save Attachment

Create a
Approved | Revised
Application

Because this is a new study, only one Study Application is visible.

To add this application, make sure it is selected and click the Save Attachment button.

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

Create a

Approved | Revised
Application

(O] Illi IRE Application (Version 1.0) Mo
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Informed Consent Attachments

You may be directed to attach any necessary Informed Consent documents. Any consent document you upload to the
Initial Review will be attached to the form and submitted for review. These documents will also be stored in the Informed
Consent document library in the study record. If the review board approves the 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.

Add a consent to the submission by clicking the Add a New Consent button.

’ Add a New Consent I

Expiration Consent View

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

A small window will open asking for input on how you will upload the Consent document.

Study Master Consent Add Selection Method: X

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

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

Depending on your system settings, you may or may not see the same options as above.
Both options are described below. Choose the appropriate action then click the Next Screen button.
1. Add an informed consent master from the list of Informed Consent Template Documents?

Review boards may make consent templates available for you to download, modify, and then upload to the study. If you
would like to download a copy and use the review board’s consent template, choose this option.

Selecting this option will present you with the ability to select the desired template from a dropdown list. Select the
template and then click the Download Template button.
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Study Consent Add from Template: X

Instructions
1. Download the document to your workstation by clicking the Downloead 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 the file to
your workstation.

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

3. Check the document into the iRIS system by clicking the Check in Document button. Use the browse button and find your

document. Select your document, then select the open button. Select the ok button, then when back in the iRIS system, click the Save
Consent link.

* Please select the Consent Template: Standard Consent A

I Download Template I

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

In this example, Google Chrome is used. The browser downloads the selected template and displays the file at the
bottom of the screen.

. Document Mana....docx

3.3/22 MBE

Once the template is downloaded, you will be redirected to the Study Consent Add pop-up window shown below.
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Study Consent Add: X

#*Consent Title:

*Select the consent to
upload:

*Wersion Number: .3
*Version Date: v
Category:
* Language:

Description: ‘

Comments: ‘

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

From this window you may upload the edited consent template that was downloaded in the last step. This is done with
the Select the consent to upload field.

Once the document has been uploaded, complete the rest of the consent’s required fields, and then click Save Consent
to add the document to the submission.

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.

The Study Consent Add pop-up window will open.
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Study Consent Add: X

“Consent Title:

*Select the consent to
upload:

*Version Number: l:l.:)
*Version Date: v
Category:
“ Language:

Description:

Comments:

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

The fields in this window are described below:
Consent Title — This is the title of the consent you wish to upload.

Select the consent to upload — This is where you can upload your consent form. You may drag and drop your file
directly into the dotted box or click the box to open a file upload window.

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

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

Category — This configurable drop-down list allows you to group documents into certain categories.
Language — This configurable drop-down list allows you to select which language the consent is written in.
Description — A description of the document.

Comments — Any comments regarding the consent document you feel necessary to add for the review board.
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Enter the required information, then click the Save Consent button.

The Consent document will be uploaded to the study, and it will appear as attached to the Initial Review Submission
Packet in the Consent Attachment section. You can remove the attached consent by clicking the icon in the Detach
column. When you detach the Consent, you are removing it from the submission. If the record needs to be deleted, you
will need to navigate to the study’s “Submissions” page and open the Informed Consent library. Once a document is
submitted it cannot be deleted from the study.

Once a Consent document is uploaded, an additional button will populate within the Informed Consent data value called
Select or Revise Existing. This button is available whenever you have documents in the Informed Consent library and
allows you to select from the existing Consent documents on the study. You can also make any edits to the attached
Consent, if needed, by clicking this button.

[ Select or Revise Existing ] ’ Add a New Consent I
m
1.0 Standard Consent (English) Consent English
2 68 MB

A new window will open, listing any existing Consent documents. Because only one record has been created for the
study, only one record will display. It is already attached to the Initial Review Submission Packet, so you will not be able
to re-attach it. To make changes to the document, click the icon in the Edit column.

Select Existing or Create Revised Protocol Consent X
Select Category: | --none-- Al Title: | |
Version #: . \:I Search level: é:- Top : ) all
Version Date: | T:u}vl between | e Expiration Date: | = between | |
Consant Outcome:  --none-- b
’ Add a New Consent ] ’ Filter Documents l

1 result(s) found...

Expiration Checked

Date Out By Document | Revision

Standard Consent (English) @
D/ 1.0 06/23/2021 @

Consent English

This triggers the Study Consent Revision window to open, shown below. From here you can make changes to the Consent
details.
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Study Consent Revision: X
*Consent Title: |Standard Consent
Version Number: |1 .0
*Version Date: |07/26/2019 '
Category: A\

* Language: |English v

Description:

Check-out the Document to

your workstation for editing: Sz e PTG

Comments:

You may check-out the document by clicking the Check-out Document button. Depending on your Internet browser, the
download may require a few steps, but after it is downloaded you can edit the document outside of the iRIS™ system.

Once the document is checked out, you may return to the Study Consent Revision window. The page will indicate the
document is checked out and will also give you the ability to check-in the document or undo the check-out with the
Check-in Document and Undo Check-out Document buttons.
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*Wersion Number:

*Version Date:

Category:

* Language:

Protocol Consent Revision X
*Consent Title: |Standard Consent (English) Docur‘:ltr‘l.:

1

06/23/2021 E=
English W

Description:

Comments:

Download Consent: | Download

This document is currently . _, i - — .
checked aut by.. John Investigator at 06/23/2021 01:5%9:42 PM

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

Check-in Document._. |

TR i R e sm'ie:I;' Undo Check-out Document._ |

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

Once you have made changes to the document in Microsoft Word, you can check it back in by navigating to the consent
data value in the Initial Review form. Click Select or Revise Existing, as shown in the image below.

[ Select or Revise Existing | Add a New Consent |
e e Py
John _
® 1.1 Standard Consent (English)  Consent English é?;.ezszt:.ﬂgt_?{

01:59:39 PM

Click the icon in the Edit column.
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Select Existing or Create Revised Protocol Consent

x
Select Category: | ~none-. v Title: | |
Version #: . I:I Search level: @ Top () 4l
Version Data: | "l betwean Expiration Date: "l between I
Consent ODutcome: | ~-Nong-- hd

| Add a New Consent ] [ Filter Documents ]

1 result(s) found...

Document | Revision

John
Standard Consent (English) Investigator @
O |« 1.1 06/23/2021 | 06/23/2021 (fead
: . 01:58:42 | 2.68 MB Wy
English Y

Click the Check-in Document button.

Protocol Consent Revision

#Consent Tithe: | Standard Consent (English) ur\:::

“Version Number: 1 .1 @

*Version Date: [0s232021 | [Ep|

Category: Conzent  w |

® Language:  English W

Description:

Comments: ‘
[

Download Consant: Dovmioad |
This docum e maY John Investigator at 06/23/2021 01:59:42 PM
Check-in when you are don
editing upload the documenp | Check-in Document |
back into IRI

Revert to the documant stored in |
RIS,

i Undo Check-out Document |

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

A popup 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 on the Cancel button.
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Document Location: | Choose File |No file chosen

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

[ Save selected file H Cancel ]

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

Please Wait ...

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

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

Study Consent Revision: X
*Consent Title: |Standard Consent
Version Number: |1 .0
*Version Date: |(07/26/2019 "
Category: v

* Language: | English v

Description:

Check-out the Document to

your workstation for editing: ChockeoutiDocimanty

Comments;

Study Document Attachments

You may be directed to attach other supporting Study Documents. Any document you upload to the Initial Review
Submission Packet will be attached to the form and will be submitted for review. The document(s) you upload will also be
stored in the Other Study Document library in the study record. When the review board approves the document, the
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approval information will update the document stored in the library. From this library the document may be viewed,
edited, and printed.

You can add as many documents as needed to the Document attachment data value. You can choose to add one
document at a time, or if you have multiple documents, you can add them all at once using the Add Multiple Documents
button.

[ Select Existing User Documenis I ’ Add a New Document ] [ Add Multiple Documents

Expiration \rew
m Cateaory Document Qutcome | Checked Out

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

Add a New Document
To add one document to the Document attachment data value, click Add a New Document. This will open the following
window.

Study Document Add: X

*Document Title:

*Select the document to
upload:

*Version Number: |1 .0
Version Date: |07/26/2019 '

Category: M

Description:

Comments:

Save Document

The fields in this window are described as follows:

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

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

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

Version Date — This required field is the date of the manually entered version number. This is typically the date
that the document was uploaded to the system. You may configure this field to auto-fill by turning on the
system.auto _fill_version_date property.

Category — This configurable drop-down list allows you to group documents into certain categories. The
categories displayed here are configurable via System Administration. This field may or may not be required
based on the value of the system.doc_category_required property.

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

Once the above required fields are completed and the document has been uploaded, click the Save Document button.
The document will be uploaded to the study, and it will appear as attached to the Initial Review in the Other Study
Documents Attachment section. You can remove the attached document by clicking the icon in the Detach column.
When you detach a study document you are removing it from the submission. If the record needs to be deleted entirely,
you will need to navigate to the study’s “Submissions” page and open the Other Study Document library. Note that once
a document is submitted it cannot be deleted from the study.

Once a document is uploaded, an additional button will populate in the Other Study Document data value: Select or
Revise Existing. This button is available when you have existing documents in the Other Study Documents library and
allows you to select and edit these existing documents.

[ Select Existing User Documents Add a Mew Document l [ Add Multiple Documents
m—

Recruitment Flyer

11445

Add Multiple Documents
You can add multiple documents to the Document attachment field at once. Click on the Add Multiple Documents
button.

’ Select Existing User Documents ] l Select or Revise Existing ] l Add a New Document | Add Multiple Documents
m—

Recruitment Flyer

11445

This will open a popup within the browser. Here you will be able to specify details for multiple documents at a time.
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Protocol Document Add Multiple: X
[ Add New Record(s) ] [ Save Documents ]
= = e =
| | | || --nong-- hd || Choose File | Mo file chozen
| | | |.D | || || --nong-- ~ || Choose File | Mo file chosen
| | | |.EI | || || --nong-- hd || Choose File | Mo file chosen
| | | |.EI | || || --nong-- hd || Choose File | Mo file chosen
| il Lo Il |[=-none-- || Choose File | Mo file chosen

Document Title, Version, Category, and File Path are all required fields. If necessary, you can also add the Version Date.

If you need to add more than five documents at a time, click on the Add New Record(s) button and an additional five
rows will populate in the window.

Protocol Document Add Multiple: X
l Add New Record(s) I l Save Documenis I

e e e
[ Recruitment Fiyer |[1 |.0 | 06232021 |[ Fiyer v || Choose File | Flyerrif
|Sponsor Profile | |1 |.D |DBJ'23.’2021 || || Other hd || Choose File | Business Profile.docx
| il Lo Il |[=-none— ~ || Choose File | Ha file chosen
| | | |.D | || || --nong-- ~ || Choose File | Mo file chosen
| | | |.D | || || --nong-- ~ || Choose File | Mo file chosen

Once you enter the desired number of documents and the necessary details, click on the Save Documents button.

Any document you uploaded will now display in the table.

_ ’ Select or Revizse Existing ] l Add a New Document ] l Add Multiple Documents
m—

Sponsor Profile Other
].2 47 KB
® 1.0 Recruitment Flyer Flyer
1.12 KB
® 1.0 Recruitment Flyer Flyer
1.12 KB

The document details will display in the Other Study Documents attachment data value.

Once you upload at least one document, one more button at the top of the table is available: Select or Revise Existing.
This will be addressed below.
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’ Select Existing User Documents Add a Mew Document ] l Add Multiple Documents
m—

Recruitment Flyer

11445

Select or Revise Existing

Anytime you see this button available in the Other Study Documents attachment data value, it means that your study
already has documents uploaded. Using this feature, you can select an existing document to add to the Initial Review
Submission Form.

Clicking the Select or Revise Existing button will open the following popup window. Listed in the window will be any
Other Study Documents associated to the study.

Select Existing or Create Revised Protocol Document x
Select Category: Title | |
Version #: l:l I:I Search level: (@) Tap O an
Version Date: l:l 'l between l:l ‘l Expiration Date: I:I 'l between I:I v|
Document Quicome: | --none— hl |
’ Add a New Document ] [ Filter Documents ]

3 result(s) found...

Version

Edit |Delete| Version - —_——— Expiration Date

f o Recruitment Flyer E]
E, 1.0 06/23/2021 =

Flyer 1.12 KB

f . Recruitment Flyer E]
|;| 1.0 06/23/2021 i @

Flyer 1.12 KB

f . Sponsor Profile @

E' 1.0 06/23/2021 @
Other 12.47 KB

Attaching the Document

You can attach any document to the form by clicking on the @ icon in the Select column. This will associate the
document to the form.

Note: If a document is already associated to the form (as is the case in the example above), no icon will display in this
column. Also, you cannot delete a document that is associated to the form. If no icon displays in the Delete column, the
document needs to be removed from the submission before it can be deleted (provided the document has not been
submitted for review).

Checkout the Document for Editing
You can also edit the details of the document prior to attaching the document to the form by clicking on the icon in the
Edit Details column.
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This will open the Study Document Revision window. From here you can make any desired changes to the document
details, or if you need to modify the content of the document itself, you can check out the document.

Protocol Document Revision: X

View
Document

Version Number: . 1 w
RTF
Version Date: [(g/23/2021 E=

* Category:

*Document Title: | Recruitment Flysr

Description: ‘

Comments: ‘

Download Document: Download

ICheck-out the Document to your |

workstation for editina:

Check-out Document.... |

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

If checking the document out, returning to the Study Document Revision window will give you the ability to check-in the
document or undo the document check-out via the Check-in Document or Undo Check-out Document buttons.

Click the Check-in Document button to check back in the document after the desired changes have been made.
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Protocel Document Revision: X
“Document Tithe: | Recrudment Flyer LS
Document

Version NHumber: |1 la @]

Version Date: ’W‘
Sponsor Version: ’—|

* Category:
Dascription: ‘
Comments: ‘

Download Document:

This document is currently

checked out by, -

editing upload the document Check-n Document

back into iRIS.

Revert to the document ““i':.llsn Undo Check-oul Documant J

| close, dont save any changes || Save Document |

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

Document Location: | Choose File |No file chosen

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

[ Save selected file ][ Cancel ]

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

Please Wait ...

iRIS is uploading the file to the server.
This operation may take a moment.
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You will then be returned to the Study Document Revision window, with the document successfully checked in and
associated to the study. Click the Save Document button to apply the changes to the Initial Review Submission Packet.

Protocol Document Revision: X

View
Document

Version Number: . 1
Version Date: |0g/232021 v
P

*Document Title: | Recruitment Flyer

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

Check-out the Documant to your |

workstation for editing: CEE 0 STEIIETL |

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

When the document is checked out, the page will read that the document is checked out and display the name of the
user and the date that the document was checked out.

Viewing the Document
To view any document prior to attaching it to a form, click on the icon in the View the Document column.
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Select Existing or Create Revised Protocol Document

Select Category:

Version Date: I:I Vl between I:I v|

Title | |

Search level: @) Top (O |

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

Document Outcome: | --none—

v]

I Add a New Document l I Filter Documents ]

3 result(s) found...

Checked
Out By

View Create
Document | Revision

Version
Date

Expiration Date

Recruitment Flyer .
(| E'f 1.1 08/23/2021 4 =) @
Flyer 1.15 KB
Recruitment Flyer .
Bf 1.0 06/23/2021 4 g @
Flyer 1.12 KB
f . Sponsor Profile @
|;| 1.0 06/23/2021 @
Other 12.47 KB

Depending on your Internet browser settings you may need to allow the download or confirm a popup window asking if
you want to Open or Save the file. In the example below, the user is using Google Chrome, and the file automatically
downloads and is displayed at the bottom of the browser window.

@ Consent.doc

Create Revision
You also have the ability to revise a document. When doing so, the system will update the document to the next version
number, for example changing the version number from x.0 to x.1 when you choose to create a revision of a newly added

document.

Signoff and Submit

Once the Study Application is complete and the required documents are attached, the form is ready to send to the

review board.
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You will be presented with a section in the form notifying you that the form is complete. Depending on your role on the
study, and your systems signoff requirements, you may see different buttons on this page or a different notification.

You are required to signoff on the submission.

You will now be redirected to the signoff screen to apply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress.

OK (10)

If you are on the routing list for this form, the following buttons will appear.

| Signoff and Submit |

| Exit Form |

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

| Notify P to Signoff |

| Exit Form |

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

Exit Form

To initiate the signoff process, click the Signoff and Submit or Notify PI to signoff button, depending on which is
available to you. At this point, you may be prompted to route for additional signatures.
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Setup for Submission Routing and Signoff X

@ This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process. The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search from the user datzbase and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assianed personnel. If personnel have 1. 2( seguential 1

Select the Key Personnel for Submission Routing and Signoff:

S

. John Investigator Principal Investigator

] ﬂi Tom Jefferson Co-Investigator

O ﬂi George lefferson Murse

O ﬂi Mathan Mossman Nurse

(! O caan roncdinztar Additinnal Drincinal Truactaatar v

Select Additional Personnel for Submission Routing and Signoff: l Add Additional Personnel 1o the Routing List l

Include in
R

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

Cancel - Finalize later ] [ Save - Signoff Routing List

You may choose to route for additional signatures if you need to have other study personnel review the form before it
reaches the review board, or if you first need department approval.

If the Principal Investigator signature is required on this form, that user will be pre-selected in the personnel display
table, and you will not be able to deselect them.
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Setup for Submission Routing and Signoff X

@ This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process, The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search froem the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assioned personnel. If personnel have 1. 2( seauential )

Select the Key Personnel for Submission Routing and Signoff:

__

John Investigator Principal Investigator
21. Tom Jefferson Co-Investigator
O 21. George Jefferson MNurse
O 21. Mathan Mossman MNurse
! 01 cecn rancdinstar Additinnzl Drincinal Truactinstar M

Select the name(s) of the any additional personnel you would like to include in the signoff process.

You can also add non-KSP reviewers to the signoff list by clicking the Add Additional Personnel to the Routing List
button, as shown below.
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Setup for Submission Routing and Signoff X

@ This screen enables the collection of Key Personnel and Additional Persennel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process, The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search from the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assianed oersonnel. If personnel have 1. 2( seauential )

Select the Key Personnel for Submission Routing and Signoff:

e —

. John Investigator Principal Investigator

[+] &i Tom Jefferson Co-Investigator

O &i George Jefferson Murse

O &i Mathan Maossman Murse

m 06 cecn Fancdinatar Additinnzl Drincinzs| Truackinzstar -

Select Additional Personnel for Submission Routing and Signoff: l G RTTINE | PR DR R LS ]

Include in
T

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

[ Cancel - Finalize later ] [ Save - Signof Routing List

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

Last Name: | | First Name: | |

by Department: | All Departments V|

No results found.

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

m_ pepartment _

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

Remave __

[ Find User/Search Directory ]

Cancel - Adding Personnel ]

[ Save - Add to Routing List

Add Additional Key personnel to the Routing Signoff List

Last Name: |syke.s | First Name: | |

by Department: | All Departments V|

Sykes, Jeff General Hospital

The user you selected will add to the signoff list as shown below.
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Setup for Submission Routing and Signoff X

@ This screen enables the collection of Key Personnel and Additional Persennel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process. The Check box "Unchecked” indicates the person is not included in the
signoff process. The Add Additional Personnel button is used to search from the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assioned personnel. If personnel have 1. 2( seauential )

Select the Key Personnel for Submission Routing and Signoff:

e

John Investigator Principal Investigator
ﬂi Tom Jefferson Co-Investigator
[l ﬂi George Jefferson Murse
O ﬂi Mathan Mossman Murse
m ﬂi Cazm Canrdinstar AAdditinnzl Drincinz] Troackastar v

Select Additional Personnel for Submission Routing and Signoff: [ AT ARTTINE [FEEDTIE 0D T RO e ]

Indude in

I:I gi Jeff Sykes | Department Chair

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

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. You can change this if one reviewer should receive the task before another.

Click the Save — Signoff Routing List button when you are ready to proceed.
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Setup for Submission Routing and Signoff

Select the Key Personnel for Submission Routing and Signoff:

Select Additional Personnel for Submission Routing and Signoff:

® This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”
indicates the person is included in the signoff process. The Check box "Unchecked”
signoff process. The Add Additional Personnel button is used to search from the user database and add them to the routing list.
The order of the Additional Personnel is to create a review order for the assianed personnel. If personnel have 1. 2( seauential )

ndicates the person is not included in the

e

John Investigator Principal Investigator
ﬂl Tom Jefferson Co-Investigator
O &1 George Jefferson MNurse
[} 21 Mathan Mossman MNurse
m Ol car rracdinator Additinnal Drincinal Truactinstar v

[ Add Additional Personnel to the Routing List ]

Indude in

l:l E Jeff Sykes | Department Chair

[ Cancel - Finalize Iater ] [ Save - Signoff Routing List

This will take you to a summary page, displaying all the users you selected for the signoff process.
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Setup for Submission Routing and Signoff

@ This screen is for reviewing the signoff routing list. You must answer "Yes" or "Mo” to the finalization of the Personnel. Once the "Yes"" selection is
made the button "Save - Start Signoff Routing” becomes enabled to be clicked. Clicking the "Save - Start Signoff Routing” will start the routing list
and then the submission board review(s). Clicking the "Go back to Make Changes"” will place you back to editing the routing list. Clicking the "Cancel
- Finalize later” will close this window, The submission orecess is incomolete. nat eligible for submission. until the routing is completa.

Finialize List of Personnel for Submission Routing and Signoff:

m S __

21 John Investigator Principal Investigator
ﬂl Tom lefferson Co-Investigator
1 ﬂl Jeff Sykes Department Chair
Please verify the list above represents the finalized Personnel for review and signoff? () Yes @ Mo

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

If you need to further modify the signoff list, click the Go back and Make changes or Cancel — Finalize later buttons.

When you are ready to initiate the signoffs, ensure you have selected “Yes” next to the question, ‘Please verify the list

above represents the finalized Personnel for review and signoff?’. Doing so will enable the Save — Start Signoff Routing
button as shown below.
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Setup for Submission Routing and Signoff

@ This screen is for reviewing the signoff routing list. You must answer "Yes" or "Mo” to the finalization of the Personnel. Once the "Yes"" selection is
made the button "Save - Start Signoff Routing” becomes enabled to be clicked. Clicking the "Save - Start Signoff Routing” will start the routing list
and then the submission board review(s). Clicking the "Go back to Make Changes"” will place you back to editing the routing list. Clicking the "Cancel
- Finalize later” will close this window, The submission orecess is incomolete. nat eligible for submission. until the routing is completa.

Finialize List of Personnel for Submission Routing and Signoff:

m S __

21 John Investigator Principal Investigator

&1 Tom lefferson Co-Investigator

1 ﬂl Jeff Sykes Department Chair

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

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

If you choose “Yes” and click the Save — Start Signoff Routing button, and you are assigned to sign off on the application,
you will be brought to the Signoff Page shown below.

You are required to signoff on the submission.

You will now be redirected to the signoff screen to apply
your electronic signature.

You can monitor the submission progress with the
Submission Status - In Progress.

OK
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My Workspaces & Study Assistant Submission Routing Signoff

Save Signoff

Study Title: COVID 19 Complications in adults 55 and older
Submission Reference Number: 001320

Create PDF Packet I

Include

in
PDF Packet
Last Approved | Separate Window
[+

Form(s): ission Form(s)

Submission Component Name

O Initial Review Submission Form

Application

O IRB Application
John Investigator as Principal Investigator ~

~ B Click here to add comments,
Da you Approve or Deny this submission? - Approve ' Deny
T iz o s s e e e e e [ ]

Please enter your User ID & Password: passyord: | |

Save Signoff

Andrew Investigator Co-Investigator
Comments:

If you choose “Yes” and click the Save — Start Signoff Routing button, and you are NOT assigned to sign off on the
application, 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.

Task
Status

E Pre-Submission Retract Submission 06/24/2021 11:07 AM PDT 0 Day(s) 4 Hour(s) 28 Minute(s)

Initial Review Submission Form is waiting to be

Task Actionj Details Task Name Date Created Date Completed Total Time

Day Hour Minute

Completed S 06/24/2021 11:07 AM PDT | 06/24/2021 03:35 PM PDT Jrme e
L o o Day Hour Minut
Completed Submission rejected 06/24/2021 11:14 AM PDT | 06/24/2021 12:22 PM PDT ;‘ rouor '”L'Ue
i lission  Forr = Jay Hour Mi
Completed Initial Review Submission Form has been 00000 1000 oy ppT | 06/24/2021 12:22 PM PDT Day Hour Minute
retracted by John Investigator o o o

I S : 35 I . . o s - Day Hour Minute
Received Modify Signoff Routing List Assign Department Personnel for Signoff 06/24/2021 03:35 PM PDT | 06/24/2021 03:36 PM PDT DI o -

John Investigator as Principal Investigator
Completed ’ View Signoff review and apply signoff, assigned by John | 06/24/2021 03:36 PM PDT | 06/24/2021 03:36 PM PDT

Day Hour Minute

0 0
Investigator o - -
T Jay Hol Mi
Received ’ Pending Signoff ] view and 06/24/2021 03:36 PM POT D;\, H uqr r1|nuqte

A user who is assigned to sign off on the Initial Review Submission Form/Study Application will receive a notification sent
to the email address defined in their user account. They will also receive a Submission Routing Signoff task on their
homepage. This task will remain on their homepage until the user opens the task and completes the sign off.
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All Tasks Outstanding Completed
Task List: [a]] ~|
All Tasks Study Tasks .
Filter By : [—none-- |
22 result(s) found... 1-5p

... Date Received Description

- . . 07/20/2021 John Investigator as Principal Investigator review F I:I
U Ell Submission Routing Signoff 11:58 AM PDT and apply signoff, assigned by John Investigator Mo Priorty) ®
e Notice to complete conflict of interest study F
. . . 07f19/2021 - - . :I
O I;'i Cenflict of Interest Study Disclosure Questionnaire 09:39 AM PDT disclosure questionnaire assigned to John > @ v|

Investigator Mo Priority

f 07/15/2021 Notice to complete conflict of interest study ‘
O E' Conflict of Interest Study Disclosure Questionnaire 03:10 AM POT dlsclos.ure questionnaire assigned to John ) > @ I:I vl
Investigator Low
- Notice to complete conflict of interest study
. . . _07/15/2021 . . K
onflict of Interest Study Disclosure Questionnaire ! disclosure questionnaire assigned to John F > =]\
# Conflict of Interest Study Discl t
08:08 AM POT N .
Investigator Medium
e Pending Expiration Notice for 60 Day Continuing
. 07/16/2021 h . B} .
O I;li Continuing Review Due 0;_30 AM POT Review Notification with the expiration date of F > ® I:I vl
: 09/14/2021 High
22 result(s) found... 1-5p

When the task is opened, the Submission Routing Signoff page will display.

My Workspaces & Study Assistant Submission Routing Signoff

Save Signoff

Study Title: COVID 19 Complications in adults 55 and older
Submission Reference Number: 001320

Create PDF Packel |

Include

in
PDF Packet Submission Component Name

Last Approved | Separate Window

Form(s): ission Form(s)
O Initial Review Submission Form
Application
O IRB Application

John Investigator as Principal Investigator —, —~ = Click here to add comments.
) Approve () Deny

Do you Approve or Deny this submission?

T o s D S e S e :

Please enter your User ID & Password: pagqword: | |

Save Signoff

Andrew Investigator Co-Investigator
Comments:

At the top of the page, the Study Title and Submission Reference Number are 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 Initial
Review Submission.
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Also listed on this page is a link to the Submission Components. This table contains a link to the Initial Review Submission
Form, the Study Application, and any Consent and Other Study Document that has been associated to the form. This is
the package that is being submitted to the review board for review. Before applying your signature, you can review any
of the attachments and make any necessary changes.

My Workspaces [ Study Assistant Submission Routing Si

Study Title: COVID 19 Complications in adults 55 and older
Reference Number; 001320

Create PDF Packet

Submission Component Name

Form(s): | Su ission Form(s)

Initial Review Submission Form
Application

O

IRBE Application

If configured, you will also see a customizable Attestations section that can be set to require the user to agree to
conditions set forth by the review board.

My Workspaces & Study Assistant Submission Routing Signoff

| 0

IRB Application ‘ -

REWIEW BOA

INVESTIGAT

I certify that:

.

the proposed research project will be conducted by me or under my close supervision. It will be conducted in accordance with the protocol submitted to and approved by the
Review Board.

.

changes or modification in the research project shall not be initiated without prior Review Board approval, except where necessary to eliminate immediate hazards.

any significant findings that become known in the course of the research that might affect the willingness of enroll or to continue to take part will be promptly reported to the
Review Board.

.

any unanticipated problems involving risks to others will be promptly reported to the Review Board, along with a plan to prevent future occurrences of the problem.

any investigational drugs/devices used on an in-patient basis will be stored in an appropriate pharmacy. Pharmacy storage is recommended for investigational drugs/devices used
on an outpatient basis. In-servicing will be required for all personnel administering investigational drugs/devices. I will be responsible for assuring that in-servicing is provided, and
for supplying a record of completion, a copy of the Review Board-approved protocol and Investigator’s Brochure to the pharmacy before any study drugs will be dispensed.

no one will be involved as a research subject unless a legally effective informed consent has been sought and documented for each participant, unless the Review Board has
approved a waiver of the consent process or documentation,

.

.

I will report progress of approved research to the Review Board as often as requested, but not less frequently than once per year, as applicable.

.

I will notify the Review Board upon completion of the study and submit a final report.

I understand that the Review Board have the authority to monitor this research project for compliance with federal regulations and Institutional policies. The Office of Research
Resources has the authority to conduct compliance monitoring. I agree to make all research records available for review or audit upon request of the Review Board, Office of
Research Resources or other authorized System officials.

I understand that Review Board have the authority to suspend/terminate approval of this research project if it is not being conducted in accordance with the approved protocol,
policies, or federal regulations. The Review Board is required to report any decisions te suspend or terminate the research project, as well as any unanticipated problems involving
risks to others to the Vice President for Research. Motification of other administrators, and outside agencies (such as the DHHS Office of Research Protection or the FDA) may also
be required.

.

Significant financial interests have been reported and financial conflicts have been managed as required by regulations and internal policies;

I understand that grant funds, equipment, and research records {including data/specimens) are the property of hespital and shall not be transferred to another institution upon
|leaving the institution, whether or not moving to another institution, without prior approval of the VPR.

.

I hereby give assurance that in conducting this research project I will comply with the statements indicated above, policies, procedures , and Regulations related to research with human subjects. I have
completed required training pertaining to research with human subjects and I am familiar with the regulatory and ethical requirements necessary to conduct this project.

\gree @] Disagree

John Investigator as Principal Investigator

= k here to add comments.
Do you Approve or Deny this submission? - Approve ' Deny
This form requires your electronic signatura. U5er ID: I:I

Please enter your User ID & Password: pageuord: |
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Some of the attachments are available to print. 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 then click the Create PDF Packet
button at the top of the table to display the following popup.

Reorder PDF Packet X

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

Initial Review Submission Form Version 1.0

Packet Order Submission Item Name
1
2

IRB Application Version 1.0

Generate PDF Packet

From here the user can click and drag to change the order of the items in the packet as shown below.

Reorder PDF Packet X

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

t 2 %) IRB Application Version 1.0

1 Initial Review Submission Form Version 1.0

Generate PDF Packet

Once the order of the items is satisfactory, click the Generate PDF Packet button to create the PDF packet.
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Please Wait ...

iRIS is preparing your print document.

While the system prepares your documents, you may be prompted with the waiting icon above. Once the system has
finished generating the PDF packet, a new browser window will open displaying this PDF.

@ Submission Components Printer Friendly - Google Chrome - O X

& imedris.net/System_Disp_Document,jsp?s=16244858657668&noprint=Yes

System_Download_Servlet

Initial Review Submission Form (Version 1.0)
Transitioning to Initial Review Submissi
L1 Please select the type of Research:
@ Human Research

© Social Behavior Research
© Biochemical Review

2.0 IRB - Initial Review Submission Packet

the submission packet. The Study Application should b ched below und udy
tion Form". To access the attached "Study Applicat k on the " icon next

21 Study Title:

Study Title:

Malaria in Juveniles

IRB Number:
IRB-21-473

Principal Investigator:

John Investigator

3.0 Study Application Form

3.1 Attach the IRB application you completed far this protocol:
(For an Initial Submission the application will ically attach far you)

You can save this PDF or print it. When you are finished, click the Close button.

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

John Investigator as Principal Investigator -~
Do you Approve or Deny this submission? — Approve

This form requires your electronic signature. V5" 1D: |de"'°p'—|
RS et ety ety =t [eem—

) Deny G

Save Signoff

Tom Jefferson Co-Investigator
Comments:

If you select Approve, iRIS™ will assign the next user in the list their Submission Signoff Routing task and the submission
will continue in the workflow. iRIS™ will then take you to the Study Assistant Workspace [ Study Submission Status — In

Progress panel with the submission status displayed for the submission as shown below:

Protocols Submission Status - In Progress

16 result(s) found...

1-5p

Click to open Protocol Titl
Protocol ference Number _ ... Date Submitted
Dashboard Protocol Alias

Malaria in Juveniles

Initial Review Submission Incomplete Tasks

| )l IRB-21-473-NEW-1.0

23/ 8',
Form Malaria in Juveniles Investigator, John gz’:?gJFZ’ISIZ;DT =] Gpgonnfslezjzi to
Steps
Pre-Submission
;Zﬂ Task Action fDetails Task Name Date Created Date Completed Total Time

E Pre-Submission

Retract Submission 06/23/2021 02:35 PM PDT

0 Day(s) 0 Hour(s) 31 Minute(s)

Initial Review Submission Form is waiting to be

signoff, assigned by John Investigator

Day Hour Minute

133/ .35 PM 133/ . Y
Completed submitted 06/23/2021 02:35 PM PDT = 06/23/2021 02:56 PM PDT 0 0 0
Initial Review Submissi Fi has b tracted Day H Minut
Completed NI RSVIEW SUDMISSIon Form Nas been MEWACtES | n6/23/2021 02:51 PM PDT | 06/23/2021 02:51 PM POT By Rourfinue
by John Investigator o o o
Completed Initial Review Submission Form has been retracted 06/23/2021 02:56 PM PDT | 06/23/2021 02:56 PM PDT Day Hour Minute
by John Investigator o o o
Received ’ Madify Signoff Routing List ] Assign Department Personnel for Signoff 06/23/2021 02:56 PM PDT | 06/23/2021 02:57 PM PDT Dg*" H°”Dr M'”L'lte
Completed | | View Signoff | | Jonn Investigator as Principal 1ovestioator TeVIEW  gey23/2021 02:57 PM PDT | 08/23/2021 03:06 PM PDT bay Hour Minutes
and apply signoff, assigned by John Investigator o o 9
Received ’ Pending Signoff Tom Jefferson as Co-Investigator review and apply 06/23/2021 02:57 PM FOT Day Hour Minutes

o [} 10

If you select Deny, any other signoff task will cancel, and this signoff denial will be recorded in the submission history.

The Principal Investigator and Study Contact will also receive a Submission Signoff Denied task. This will allow the PI to
make any needed corrections and then resubmit the application.

©2021 iMedRIS Data Corporation85



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

Submission 06/10/2021
= /10,
U Illf Signoff Denied 01:15 PM PDT

My Workspaces [ System Administration Signoff Denied

Open Submission Form to Make Correction Remove from Task List

Protocol Title: SKK Lumbar Disc Herniation Study
Submission Reference Number: 001218
Signoff Details:
John Smith Principal Investigator
Comments:
Click on the hyperlink to view the submission.

Initial Review Submission Form

If the user wants to modify the Routing Signoff List, they can click on the Modify Signoff Routing List button in
Submission History and the following window will appear.

My Workspaces = |IRBMNumbers IRB-21-483 oy 4y assistant Workflow - Submission Tracking Kl Back
PI: TInvestigator, John

Print Friendly

Task

Status Task Action/Details Task Name Date Created Date Completed Total Time
H pre-Submission Retract Submission 07/12/2021 03:51 PM PDT 0 Day(s) 0 Hour(s) 7 Minute(s)
Completed Initial Review Submission Form is waiting to be submitted 07/12/2021 03:51 PM PDT | 07/12/2021 03:51 PM PDT Dg" H°“D’ "“”‘ge

Received Modify Signof Routing List Assign Department Personnel for Signoff 07/12/2021 03:51 PM PDT | 07/12/2021 03:52 PM POT Dg" Hﬂuur M'”Lge

Received Pending Signoff John Investigator as Principal Investigator review and apply signoff, assigned by John 07/12/2021 03:52 BM PDT Day Hour MlnuEes
Investigator o 0 7

Received Pending Signoft :-:'&rset'ivg;:;rest igator as Co-Investigator review and apply signoff, assigned by John 07/12/2021 03:52 PM PDT Dat?' Houg MII’\U§ES

©2021 iMedRIS Data Corporation86



Study Assistant—Adding a New Study & Submitting to the Review Board iRIS™ v13.01

Setup for Submission Routing and Signoff X

ting list. You must answer "Yes™ or "No" to the finalization he "Yes™" selection is
" becomes enabled to be d. Clicking the "San i " start the routing list

cking the "Go back to Make Changes" will place you k to editing th Clicking the "Cancel - +

This screen is for reviewing the signoff
made the button "Save - Start 5
and then the submission board revi

bac!

Finialize List of Personnel for Submission Routing and Signoff:

e = —

Yes &1 John Investigator Principal Investigator
&1 Tom Jefferson Co-Investigator

1 &1 Jeff Sykes Department Chair

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

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

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

At any time during the sign off process, or while the review board is processing your submission, you can check the status
of the form and where it is currently located. Open your study record in My Studies and navigate to the Submissions
page. Your submission will display in the Outstanding Submission(s) queue. You can click on the icon in the Track
Location column.
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IRB Number: TRB-21-473
PI: Investigator, John

My Workspaces =

st

Protocol Status: IRE Number : IRB-21-473 R T 12laria in Juveniles ‘
Submissions Protocol Management

e _

®  submissions History

Protocol Application

® protocol Corres pondence

®
®  Informed Consents »
L]

Outstanding Submission(s)

Other Protocol Documents  +

Track Ref Process
®  Ccontract Documents e el Request Type Submission

Protocol Items ﬁ
L E Ul TRE-21-473-NEW-1.0
for

Click on the hyperlink to edit/view the submission.

Refract
B 1nitial Review Submission Form Submission

®  Reportable Event Form signaffs

®  Initial Review Submission Form

3
I
|
I
b
I

This will open the same Workflow Submission Tracking screen as that which opens after completing a signoff task. The
workflow will update as the submission moves forward in its processing.

Print Friendly

IRB

—_
Completed

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

H pre-Submission 06/18/2021 05:53 PM PDT | 06/18/2021 05:53 PM PDT | 0 Day(s) O Hour(s) 0 Minute(s)
Completed Initial Review Submission Form is waiting to be submitted 06/18/2021 05:53 PM PDT | 06/18/2021 05:53 PM POT Day Hour Minute

Completed View Signofi Routing List Assign Department Personnel for Sianoff 06/18/2021 05:53 PM PDT | 06/18/2021 05:53 PM PDT Dg" H°“0" M'”“JE
Completed View Signoff John Investigater as Principal Investigater review and apply signeff 05/18/2021 05:53 PM PDT | 06/18/2021 05:53 PM POT Day Hour Minute

Submission Components Review Process Review Outcome Outcome Letters

4 " 06/21/2021 06:39 AM PDT 21 Day{s) 8 Hour(s) 55 Minute(s)
IRB - Jieve Details Pre-Review changes requested

The screenshot above shows that the submission successfully passed required signoffs and has been received by the IRB,
who has requested pre-review changes.

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.

Responding to Corrections

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

All Tasks Outstanding Completed n
Task List : [
All Tasks Study Tash ? Submission Correction V]
Filter By : [—none-- v
1 result(s) found... 1-1

... Date Received Description

f Submiss c " 06/30/2021 TRB returned the submission for corrections ,
E' Hbmission terrsction 01:43 PM PDT assigned by John Smith

O

1 result(s) found... 1-1

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 on the top right and the
navigation pane on the left side of the page.

Responding to Stipulations
Stipulations Linked to Forms or Documents

Any stipulations added by the review board will populate within the Pre-Review Corrections form. Some stipulations may
direct you to a document or form that needs to be changed.
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‘ Section view of the Form | ‘ Entire view of the Form |

.0 1.0 Review Response Form

1.1 Stipulations

A stipulation 1 out of 1:

Description:

Please attach the study lay summary in a separate document.
Stipulation Type: (Stipulation must be addressed)

_ Action
Component tame _

Add New Action Not - - . .
e RO 71cco oo the Study Document [ Add Document I

Links to
its

Do you - -
accept this (O nya O

Stipulation?

o B I u 5 X x? Font Family * 12 ~ & 1~ 9~

iii

4

lil
]
&
5]
P

-4 = &

Provide an
explanation
on how you

addressed

this
Stipulation:

The Description at the top of the stipulation will detail what the review board is requesting for the change.

The Stipulation Type will display either “Stipulation must be addressed,” “Comment must be addressed,” or
“Comments.”

The Links to Components section of the stipulation will list the details about the linked component(s).
For each linked component, as seen above, the following fields will display:
Operations — A read-only icon used to distinguish the modification request type.

Action Status — This is the current state of the requested change as it pertains to the linked component.

Component Name — The component the link is associated to.
Action —This is the available corrective action that can be taken on the component.

Add and Remove Components

The example below details a stipulation that is request changes to the submission’s attached documents.

Note: Removing a document from a submission will not delete the document. The document will still be located in the
document library for the study.

In this example, the stipulation is to add a new attachment (Study Documents, Consent forms, Sub/Attachment forms) to
the Initial Review form. The view of this stipulation from the study-side of the system is shown below.
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A stipulation 1 out of 1:

Description:

Please attach the study lay summary in a separate document.
Stipulation Type: (Stipulation must be addressed)

Links to R
CDmponen_ts Operation Status Component Name

Add Mew Action Not
Attachment JEGT TG

Please add the Study Document Add Document

Do you . .
accept this | () N/aA O ves O Mo

Stipulation?

In order to respond to this request, click Add Document. This will open the following Study Document Add pop-up
window.

Study Document Add: X

“Document Title:

*Select the document to
upload:

*Wersion Number: .D
Version Date: |07/13/2021 =

Sponsor Version: I:I
* Category:

Description:

Comments:

I Close, don't save any changes ] I Save Document

The requested document may be uploaded here and saved to the study by clicking Save Document.

After you have added the document, the status of the stipulation action will update to Action Complete, as shown
below.
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A stipulation 1 out of 1:

Description:

Please attach the study lay summary in a separate document.

Stipulation Type: (Stipulation must be addressad)

Links to
Components Operatio Component Name
(Thesze ths

AtAt‘:th::nt C:I‘I::;T:ie @ ?t:i';j? Document Study Lay Summary (Version @ Complete Action () Incomplete Action

Do you
accept this (O ysa O ves O No

Stipulation?

If you need to view or make any other changes to the document, you may open the document using the edit/view icon in
the Component Name column.

After the stipulation action is completed, you may complete the stipulation review by selecting “Yes” or “No” for the Do
you accept this Stipulation?. You may also add an explanation on how you addressed the stipulation.

A\ stipulation 1 out of 1=

Description:

Please attach the study lay summary in & separate document.
Stipulation Type: (sStipulation must be addressed)

- Action
Somponent Name _

A:Ll:‘:hﬂr::nt C::::;T:le @ ?tl'i';l"' Document Study Lay Summary (Version @ Complete action () Incomplete Action

Links to
Components
(These are the

Do you
accept this O nza O ves O No
Stipulation?
< B I u & x £ Font Family > 12 - & I~ - =E~- = -
=y = = % [a 0 - =

Provide an
explanation
on how you
addressed
this
Stipulation:
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Revise Components - Consents and Other Study Documents

If the stipulation is requesting a change to a Consent or Other Study Document already attached to the submission, the
study-side personnel will be given the ability to modify the document’s details, edit the document content, or replace
with a brand-new document.

A stipulation 1 out of 1:

Description:

Please edit the title of this consent document to be more descnphtive,

Stipulation Type: (Stipulation must be addressad)

Links to
COI‘HDDIIEnts E_

(These arz the

E':::::? Action Not 5tud1_.r Document Study Consent Demo Test Consent Revise Exisfing
Atta 9 Complete 1 (Version 1.1)
chment
Do you B . .
accept this (O ysa O ves O No
Stipulation?

Click Revise Existing to create a new version of the attached document. Doing so will open the following Study
Document Revision window, where you may modify the document details, check-out the document, and view it.

Study Document Revision: X
*Document Title: | Study Censent Demo Test Consent 1 DDCI.I:IE:;
Version Number: .2 @

Version Date: |07/13/2021 v|
Sponsor Version: I:I
* Category:

Description:

Download Document: Download |

Comments: ‘
|
|

Check-out the Document to your

workstation for editing: Eheckoutiiceuments |

Close, don't save any changes ] I Save Document
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Once the details of the revised document are completed, click Save Changes to attach the new document version to the
submission packet.

The original document and the current document will display in the Component Name column. The Status column will
update to reflect the action is complete.

A stipulation 1 out of 1:

Description:

Please edit the title of this consent document to be more descnptive.

Stipulation Type: (Stipulation must be addressed)

Components

(These are the Study Document Study Consent for Subject D- l ]
e that are E“m:,f.{ [ 56 (Version 1.2) Compare Document Version
— ;-t 3;:: Att:::sh::znt Complete Study Document Study Consent Demo Test

Consent 1 (Version 1.1) @ Complete Action () Incomplete Action

Revise Components - Study Application or Submission Forms

If the stipulation is requesting a revision to a Submission Form or a Study Application, the system will create a revision of
that form and open the new version for you to make your changes.

For this operation you are given multiple options to respond to the request. You can choose to Select Already prepared
or Revise Existing. The Select Already prepared action button will retrieve the study application library where you can
select to attach a newer version of the application. The Revise Existing action button will allow you to create a new,
editable, version of the application where the changes can be made.

The stipulation below requests modification to the Initial Review Submission Form.

A stipulation 1 out of 1:

Description:

Are you sure that this is a human study?

Stipulation Type: (Stipulation must be addressad)

Action

Compo ne nts

Modify - Initial Review Submission Form (Version 1.0) Revise Existing l
Existing ':‘:d'““IN:t Section: Transitioning to Initial Review Submission
.omplete
Attachment = Question: Please select the type of Research:
Do you B B .
acceptthis () y/a O ves (U No
Stipulation?

Clicking Revise Existing creates a new, editable version of the Initial Review form, as shown below.
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Section view of the Form | [ Entire view of the Form |

10 B to Initial

1.0 Transitioning to Initial Review Submission

2.0 () IRB - Initial Review 1.1 Please select the type of Research:
Submission Packet
3.0 B Application Form Modifications Required:

4.0 B consent Documents ﬂ
\

5.0 B other study pocuments Are you sure that this is a Human Study?

6.0 B Additional Special Routing

® Human Research @
TACUC Research
Bioguimical Review

After revising and completing the form, both versions will display in the Component Name column. You can view either
item by clicking on their names. The Status column will update to reflect the action is complete.

A stipulation 1 out of 1=

Description:

Are you sure that this is 8 human study?

Stipulation Type: (Stipulation must be addressed)

. Action
Component Name _

Links to
CDE:PDnE":s |,| Initial Review Submission Form (Version 1.1) l Compare Form Version l
1 ese are the M‘Ddif‘.’ _
tems that are [inked isti Action Initial Review Submission Form (Versioff 1.0)
S —— Existing - . .
o this stigulzton) Attachment [l Section: Transitioning to Initial Review Submission @ Complete Action (O Incomplete Action

Question: Please select the type of Research:

After the stipulation action is completed, you may complete the stipulation review by selecting “Yes” or “No” for the Do
you accept this Stipulation?. You may also add an explanation on how you addressed the stipulation.
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Stipulation Type: (Stipulation must be addressed)

- Action
Gompenent Name _

Links to
Components I;'f Initial Review Submission Form (Version 1.1) ’ Compare Form Version ]
Modify )
isti Action Initial Review Submission Form (Version 1.0) -
Existing - My "
Attachment e Section: Transitioning to Initial Review Submission @ Complete Action () Incomplete Action
Question: Please select the type of Research:
Do you B -
acceptthis O n/a @ ves O No
Stipulation?
< B I u 5 x x? Verdana - 11 - I~ I~ &~ =~ = -
= = Q =

Provide an
explanation
on how you
addressed
this
Stipulation:

Submission Components

Listed below the stipulations in a Response or Correction form are the submission components.
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Add New Component Compare ltem(s) Create PDF Packet

Show submission component(s) in round: | 2 Current Round v I Items in Folder View

Include in PDF Packet
Compare to i i Revise/ | All Submission Components
: Last Approved | Separate Window Attach

Submission Form(s)

O O IRE - Pre-Review Correction Form - RB - (Version 1.0 (Incomplete))
O O @ Initial Review Submission Form - (Version 1.0)

Application
O O @ IRB Application - (Version 1.0)

Consent Form(s)

Category : Consent
] ] @ Standard Consent (English) (English) - (Version 1.1)

Document(s)

Category : Flyer

] ] @ Recruitment Flyer - (Version 1.1)

] ] @ Recruitment Flyer - (Version 1.0)
Category : Other

O O @ Sponsor Profile - (Version 1.0)

Using this table you may view, modify, and revise components attached to the current submission. This table will also
update with any revisions made to components through the stipulations.

Please note you can now view submission components from previous rounds if needed by using the dropdown
highlighted in red above.

If you need to make corrections or add items to the submission that were not included in the Stipulations, you could
revise the Initial Review form and make any necessary changes.

Note: This functionality is only available if the property “system.use_response_wizard_window” within System
Administration > System Configuration > System Signoff and Submission Settings is set to “Yes”.

Click the icon located in the Revise/Attach column of the submission components display table.

Submission Formi(s)

U J L IRE - Pre-Review Correction Form - RB - (Version 1.0 (Incomplete))
U : |. @ Initial Review Submission Form - (Version 1.0)

Application
[} O @ IRB Application - (Version 1.0)

Consent Form(s)

Cateaorv : Consent

The following confirmation window opens.
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Confirm the Revise.

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

CONFIRM CANCEL

You will be asked to confirm the revision. Select the Confirm button.

[ Pt Friencly | [ Refrech Constant Fieids | [ Save Secton | [ save and Gontiue to Next Section | | Ext Fom |

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

1.0 [Transitioning to Initial

1.0 Transitioning to Initial Review Submission

Review Submission

0B IRB - Initial Review
Submission Packet

3.0 B Application Form - @

(@ Human Research

1.1 Please select the type of Research:

4.0 B Consent Documents () Secial Behavior Research
5.0 B Other Study Documents ~ Biochemical Review

6.0 B Additional Special Routing

You may now edit the revised Initial Review application .

Note: Once the Initial Review has been revised, the button revise icon will disappear and the unattached icon will display.

Show submission component(s) in round: [ 2 Current Round v | I Items in Folder View Add New Component Compare ltem(s) Create PDF Packet

Include in PDF Packet
Compare to View in Revise/ | All Submission Components
Last Approved | Separate Window Attach

Submission Form(s)

D D IRE - Pre-Review Correction Form - RB - (Version 1.0)
O O Initial Review Submission Form - (Version 1.1)
O O Initial Review Submission Form - (Version 1.0)

Form Creation Restriction Property

Depending on your system’s configuration, you may or may not be able to create another submission form while another
is still pending in the workflow, incomplete. This behavior is controlled by a system property. Please contact your System
Administrator for more details.

If this property is on, when there is a submission form that has been started with the data value to attach a study
application, users will not be able to start another submission until the first submission has completed the workflow and
has been fully processed.
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. ‘ Section view of the Form ‘ ‘ Entire view of the Form ‘
1y
o+ | 1.0 @ Transitioning to Initial . .
i Review Submission 3.0 Study Application Form
. 2.0B IRB - Initial Review
3 g Submission Packet 3.1 Attach the IRB application you completed for this protocol:
g . (For an Initial Submission the application will automatically attach for you)
3.0
ol
5, | 40 Bl consent Documents
abe,
“ | 5.0 B other Study Documents
6
CI mme
% 6.0 (B Additional Special Routing ® ® E'j IRE Application (Version 1.0)

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

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

My Workspaces [ |IR&MNumber: IRB-21-468) on 4y Assistant Study Application Kl Back
PI: Invastigator, John

m IRE Number : IRE-21-408 m i pemersiter

IRB Expiration Date: 07/21/2021

Compare Twe Selected Versions

1 result(s) found...

N " Create a Revised
Last Modified By Last Date Modified Application

Approval Date Date Created

John Investigator 06-21-2021 08:37 John Smith 07-21-2021 13:25

When the property is set to “No”, the buttons Add a New Application Type and Delete Selected Version will become
available.

When the user clicks on the Start a Submission Form for one of My Protocols button or clicks on the Forms icon in My
Studies, and the property is set to “Yes”, all submission forms with the application data value will be unavailable for use,
as long as there exists an incomplete submission with that data value.

Featured Protocol Operations

Create a New Protocol

Start a Submission Form for one of My Protocols

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

View and Manage My Studies
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Submission Form List X

LR TRE-21-476 Malaria in Juveniles ‘

Regulatory Forms

Edit

Regulatory Submission Forms Version List | ot a new | omplete
Submission _

Submissions

Submission
Types with
Continuing Review Submission Form Ej‘ ?apnpn::zzlﬂii E.":_
progress
concurrently

Submission
Types with
Applications
cannot be in
progress
concurrently

ES
ES
ES

(i

Study Amendment Form

Study Closure Form

(i

Unanticipated Events Form

(i

Yearly Check-in Form

i

Cancel

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

My Workspaces &  [[RBMumber: IRB-21-476 snudy Assistant Continuing Review Submission Form

PI: Investigator, John
m_ IRE Number : TRE-21-a70 SIS e i venie:

06/24/2022

IRE Expiration Date:

Gompare Two Versions | [ Delste Salected Farmiz)

List of records associated with form: Continuing Review Submission Form.
1) T yiew previous versions click on the foldericop

I Unable to a Add a New form until the following form(s) have completed board processing: Study Amendment Form (3.0) |

0 result(s) found...

o Edit/ Ref Sub. Track Process Submission - -
E (™) Rounds  Location  Submission Date Last Modified By Last Date Modified

No results found.

Return the Form to the Review Board
When you are finished modifying items and responding to stipulations, and you save and continue through the rest of
the Response or Correction form until it is completed.
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IRE Number: IRB-21-473 Study
PI: Investigator, John

My Workspaces [

Pre-Review Correction Form - RB - (Version 1.0)

[ Print Friendy | [ signofr and supmt |

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

1.0 B SubmiasionForm Yu have Form has been Completed!

2.0 B stipulations and Comments Grant Key Personnel access to the study

At this point you can choose to Exit Form and return later to finish any additional corrections (if you do this, the
Submission Correction task will stay on your homepage), or you can click the Signoff and Submit button to initiate the
signoff. Once you complete the signoff, the Submission Correction task will be removed from your incomplete homepage
tasks. The review board will receive your corrections and will further process your submission. If any additional changes
are requested, the review board will return the submission for another round of changes. At that point, you would
receive a new Submission Correction task and notification from the system.
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