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Add a New Study

Introduction

The basics of adding a study begin creating a Study Shell and filling out the Study Application. Once the Study Shell,
Study Application and supporting documents are attached, submit your new study to an IRB for pre-review. Depending
on how your system is setup, your new application may first be submitted to other review boards, such as an SRB or
Radiation Safety committee before being reviewed by the IRB.

This manual will guide you through the process of adding a new study to the system and submitting that study to the
IRB. This manual will also show user’s how to respond to any corrections requested by the IRB.

Add a Study

To begin, click the Create a New Study button in the Study Assistant menu group on the homepage of your iRIS software
or from the tab from the My Workspaces tab.

My Workspaces = Study Assistant

Featured Study Operations Tasks

Create a New Study Viaw All Tasks

Start a Study Submission Form View Study Jasks

View My Studies
View My Studies Submissions
Track Approvals

forms Pending Submission m

Selecting an Application

If your system has more than one application type available, you will be directed to a page that lists each application
out, allowing you to select the application you need to complete. The number of applications available here depends on
the number of modules being used. The name and form descriptions will be contingent on your institution and may not
look the examples in the screens below.

Select the desired application, 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 your iRIS homepage.
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My Workspaces = Study Assistant Select New Study Application Form K Back

[ Cancetand Rexan | [ St swected aggiicaon |

Please select a New Study Application from the list below:

Selecting an application brings you to the first of three sections of the application, known as the Study Shell. After the
first three initial screens of this application are complete, a new study record is created in the system. You can exit the
application at any time and the application will save a Draft. Some of the fields in the application are required. In order
to progress to the next section of the application, data must be entered into these required fields. Note that you may
return to the application and edit these fields any time before submitting the form. After an application has been
submitted, it can be viewed but cannot be edited.

1.0 General Information

The first of the Study Shell screens is the General Information screen. This section will capture the Study Title and Study
Number.

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

| saveSecion | [ Save st Gortine 1o sext Soction |

Section view of Application | | Entire view of the Applcation l

o ) —

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!

Feld wiowes youl to ertter nn nbbemvinted version of the Study Titke to guickly identify this stuo

Is this @ multi-site study (I, Each se has thewr own Prncipal Tiwestigator)?

. a0

If your system is using the Subject Management module, you will also be asked whether or not this study is going to be

using Subject Management. If you indicate “Yes” you will have the ability to add subjects once the IRB approves your
study.

Is this Study using Subject Management?

Yes (@ No
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Click Save and Continue to the Next Section button in the upper right corner of the screen after the Study Title and
Study Number have been added to this section as shown in the above image. You can also click the Save Section button
to save your work. The page will refresh and save, but not continue to the next section.

2.0 Add Department(s)

The second section of the Study Shell screens involves the setting up of departments that will have access to this study.
You want to select any department the study is involved with and note that the study will be linked to the department
for report purposes. Department Administrators will be able to pull data from the study into certain reports based on
the Department(s) associated to the study.

My Workspaces & | mumber: IRB-19-189 Study Assistant IRB Application (Version 1.0) Kl Back

| PrintFrienuy | | Save Sectan | | Save and Continue 1o Nest Secton |

Section view of Applcation H Emﬂe‘*ﬂﬂt’w’ Y% |

1.0 B Geseral lntirmation

il St
2.0
AcCess

2.1 Lint departivents sssociated with thes study:

T I K G|

. GUR - INaintis

The system will pull in your primary department as the potential primary department for the study. You can associate
additional departments by clicking on the Add Department button.

When you add another department, the departments will display in a pop-up within your window, as seen in the image
below. Click the check box next to the desired department(s) and click the Save button when you are ready to add the
selected departments to the study. You can also search for a particular department by entering all or part of the
Department Name, Institution Name, Department Code and/or School Code and clicking the Search button.
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Adding Department - Search Window X

Select the Department{s) that you would like to filter by, then dick Save
mny atso filter these results by s2arching for Institution Name, Department name, Department Code or School Code on the inputs
2

w Departments already added will not appear here
Institution Name I ’ Department Name [ ‘
School Cede I l Dept Code l ﬁ Search
11 result(s) found ] 10 ’

Select  Institution Department Name School Code Department Code

General Chicago Hospital 1BC N/A 123

Gengral Chicago Hospital Office of Human Protection

General Haspital Grants Office Granks Dffice

General Hospital Pamassis Pediatric

General Hospital Woodstock General Hospital 7543 00999

General University of Hoth Study Tasm

General University of Redlands Oncology 0ol

Hurrlcane Children's Research Hospital Padlatric

Jupiter Research Institute Vetorinoary

Miami Research Institute Research Staff 800

[EH] 5]

If you do not need to add additional Departments, click the Cancel button to close the pop-up.

Any added department(s) will now show in the department table. To remove a department, click the checkbox next to
the appropriate department name then click the Remove button. You can change the primary department, if necessary.
To do this, click the radio button for the department under the Primary Dept. column. Only one primary department can

be selected at one time.

After adding the necessary departments, click the Save and Continue to the Next Section button, as seen in the image
below.

My Workspaces 3 i numiee: TRB-19-188| Study Assistant IRB Application (Version 1.0) i Back

| PrimFnendy | | Assignuseris)m Sectons | | Sae Section | [ Baveand Contnue to New Section |

Section view of Apphcation H Entire view of the Apphication l

1.0 D Gemeral 1nturmation

P fkad Oepertmeni(s) 2.0 Add Department(s)
20 !
Actrem

2.1 List departments associnted with this study:

Is
o

‘ GUR - P

3.0 Assign key study personnel (KSP) access to the study
The third section of the Study Shell Screens involves assigning Key Study Personnel (KSP) to the study. The page will list
the different roles available to assign a user to. Your system may or may not display all the roles, depending on how your

system is configured.
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My Workspaces & e musher: TRB-19-189 Study Assistant IRB Application (Version 1.0) i Back

[ PoniFrienaty | [ aswign Useiis) o Secion | | SaveSection | [ Save and Comnue o Neat Secson |

Saction view of Application | | Emtiee view of the Application |

1.0 B Guneral tnburmation

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

2.0 B Fetup Department(x)
2 ACess

BPRRY Cirant Key Personnel
accuas bo the wiuby

3.1 " Please add a Principal Investigator for the study:

3.2 If applicable, please select the Resaarch Stall parsoonel:
A) Adaitionsl Tnyestigato
) Nmsnarch Support SEaft

3.3 * Please add & Study Contact:

fy Contect(s] wil

ither the Study Coordinales ¢

38 96 iy clesen calact tbe

In this version, users are also able to add Non-Study Personnel, if the property has been turned on from your System

Administrator.

My Workspaces ® Ak ae s Study Assistant IRN Application (Veesion 1,0) 3 sack
(Forirsenty | [Seeseme | [ o ivkeus b ot Socian |

Section vhew of Appictien | | RS Ve o e Aot |

12 D Gomral tntwmation

2 ) et Deyutrarrls) 3.0 Assign key study personnel(KSP) access to the study T ———
Ay

3o B
T 21 % Pese wad 3 Iincipad Diwestigatoe 1or the study 1oday Al 1000w @

33 A Wl ot VA vewsarch abult persaried @

21 * Mepes setberd the Study Comptied

Any user added to the study will have the ability to access the study in iRIS.

To add any user to any role, click the Setup Study Personnel button next to the Section Title. Another screen will display
in a pop-up within your window with the study personnel list and the roles.
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User Search

Study Personnel Pool

Update My Pecsonnel Pool

Delate My Personnel Pool

Setup Study Personnel X
Last Name: First Name: I s T I
by Department: All Departments v ectory
Sedect Iraining? | Name Department Email
Your search critesia returned O results.

Selected Study Personnel:

Principal Investigator

No Personnel has been selected for this group.

Investigator

No Personnal has bean selected for this group,

Research Staff

-
: |
s
L

Under the “User Search” tab, it will allow you to search the user directory by First name, Last name, or Department.
Enter all or part of the criteria and click the Find User/Search Directory button, as seen in the image below.

User Search

Study Personnel Pool

Update My Persannel Poal

Defete My Personnel Poot

Setup Study Personnel X
Last Name: smith First Name: John m— -
[ Find Userisearch Directory |
by Department: All Departments v
Select Training? Namo Degiartment Email
(9] 3 Smith, John General Hospital

(]

To select a user to add, click the * icon under Select. This selects the user and another window will pop-up to assign

the user to their role.
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Ao Parsznre

Selact the Robe for Jahn Sesh @

=] =1

You may or may not see the same role options as presented in this manual, depending on your system configuration.
When some of the roles are chosen, an option to make the role a Contact appears.

Add Persenned Role x
Salect the Role for John Smith
Principal Investigator
Additional Investigatess
Resmarch Support Staff
Contact

*  Deportment Adininstrator e v

» Contach ves @ 3 I

[ =)

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

Principal Investigator — All study records must have a Principal Investigator. If you do not add a Pl to this screen, you will
not be able to progress to the next section. Also note that you can only have one Principal Investigator listed on the
study. If additional PlIs are needed on the study, you may add them in the Additional Investigator’s section, if available.

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

which role they have.

Research Support Staff — This section is for any non-investigator users you need to list on the study. You may have any
number of research support staff listed here and after you add a user to this group, you will be able to specify which role
they have.
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Contact — The user you add as the Principal Investigator will default to the Study Contact. You may add additional Study
Contacts as needed. A Study Contact is a user on the study who will receive study related notifications from the system,
such as Continuing Review notifications, Submission Correction notifications, Review Response notifications, etc. The
Study Contact is usually also another role on the study, like a Research Coordinator, PI, etc.

Department Administrator — The users in the section will populate under the Designated Department Approval section
in the form. You can add a user to Designated Department Approvals if you need to route your application to a
department reviewer before the IRB will accept your submission. You can have any number of users listed here. At the
end of your application process, you will have the ability to select this user for submission routing. More will be
discussed later.

IM

Under the tab “Study Personnel Pool”, users are able to select an existing pool from the drop-down menu. After a Pool
has been selected, the personnel who are in that Pool will populate into the table below. Pools are groups of Personnel
who are grouped together to save the user time, if the same team of people will be on studies together.

Setup Study Personnel X
User Search Sedect The Pool you want 10 Apply! --nona-- v
Study Personnel Pool Training? Name ! Role
Craate My Parsonnad Paol NG Personnel are avaltible for from the Personnel Po

NO Personnel are availlable | e fror ¢ Personnel Pool

Update My Personnel Pool
Delets My Personnesl Pool

Setup Study Personne! x |
User Sparch Salect The Pool you want to Apply Ganaral Pool v Select All
Study Personnel Pool Training? |Namwe Robe
Create My Personnal Fool .

" 8 Investigatar, John 0 Principal Investigator

Update My Farsonne| Fool
Doleta "V P Oﬂl Pool N 8 Investigoator, ohn 8 Lontact

IM

Under the tab “Study Personnel Poo
has been selected, the personnel who are in that Pool will populate into the table below. Pools are groups of Personnel

, users are able to select an existing pool from the drop-down menu. After a Pool

who are grouped together to save the user time, if the same team of people will be on studies together.

Setup Study Personnel X

User Search Sedect The Pool you want 10 Apply! “-nona-- v

Study Personnel Pool Training? Name | Role

Craata My Parsonna! Pool

No Personnel are avalable for use from the Personnel Pool

Update My Personnel Pool
Delets My Personnsl Pool

In this general pool, John Investigator and Jane Doe are in this Pool names “General Pool”.
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Setup Study Personnel x

User Search Select The Pool you want to Apply General Pool v Select All

Create My Parsonnal Poal -
'S Invastigator, John 6 Principal [nvestigator

’ “s
3 Doe, Jane B.S e Contact

Update My Personnel Poal
Dalata My Parsannal Pool

0

Under the “Create My Personnel Pool” tab, the user will be able to create a Pool of study Personnel, based off of the
current KSP that have been chosen for this study. All the users who are chosen under the section “Selected Study

Personnel” will be added to this Pool.

Setup Study Personnel x
User Search Create My Personnel Pool allows you to save the persornel defined In the Selected Study Personnel {section below) ta & named
Study Personnal Post pool for future reuse on other studies
Create My Personnel Pool Reference name of the Pool you are creating:
Updata My Parsonnel Pool
Delete My Personnel Foal

Here, the user can fill out the section Reference name of the Pool you are creating, which will be the name of the group
you are creating. Click Save to finish.

Setup Study Personnel X
Usier Search Create My Persannel Pool allows you to save the personne! defined in the Selected Study Personnel (section below) to a named
Study Perssnnel fool poal for future reuse on other studies
Create My Personnel Pool Reference name of the Pool you are creating: 2019 General Pool - Cardology Dept
Update My Persannel Pool
Delete My Personnet Pool

In this case, Abby Ack, Jane Investigator, John Researcher and the others (not seen in the screenshot), will be added to
this new Pool, along with their roles assigned. These are KSPs that have been added under the “User Search” tab. They
will be added into the new Pool, “2019 General Pool — Cardiology Dept.”.

© iMedRIS Data Corporation 11
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Setup Study Personnel x
User Search : )
Create My Personnel Pool allows you to save the personnel defined in the Selected Study Personnel (section below) to a named
Study Personnel Paol pool for future reuse on other studies.
Create My Personnel Pool Reference name of the Pool you are creating: 2019 General Pool - Cardiclogy Dept.

Update My Personnel Pool

Delete My Personnel Pool

Selected Study Personnel:

Principal Investigator

o Ack, Abby, MSN Ph.D. Principal Investigator
Additional Investigators

9 Investigator, Jane jr, M.D. Brig. Gen. Additional Principal Investigator
Research Support Staff

o Researcher, John, Ph.D. Research Scientist

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

Under the “Update My Personnel Pool” tab, the user can update the name of an existing Pool. Select the Pool you wish
to update, and another section will appear below.

Setup Study Personnel X

User Seaich Update My Personnel Pool allows you to replace the personng defined in the Selected Study Personnel (section below) to a
Study Persennel Pool named pool, The name of the pool can be updated to » different name
Craate My Personnel Fool Select from the list of pools you

are updating:
Update My Personnel Pool

Delete My Personnet Pool

2019 Anesthesiclogy Dept,

2019 General Poot - Cardiology Dept.

Gengral Pool

Change the name of the Pool as desired and click Save to save the new Pool name. In this case, the user is editing “2019
Anesthesiology Dept,” into “2019 Anesthesiology Dept.”.

© iMedRIS Data Corporation 12
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Select from the list of pools you
are updating:

If you are changing the Pool
name, Please modify the name:

Update My Personnel Pool allows you to replace the personnel defined in the Selected Study Personnel (section below) to a
named pool. The name of the pool can be updated to a different name.

Select| Pool Reference Name

2019 Anesthesiology Dept.

General Pool

® 2019 General Pool - Cardiolegy Dept.

2019 General Pool - Cardiology Dept.

[s2e |

Under the “Delete My Personnel Pool” tab, the user can delete pre-existing Pools. Click on the & icon to remove the

Pool.
Setup Study Personnel x
User Search
6 Delete My Personnel Pool sllows you to delete a named pool. The podt will be ramoved from use
Study Persannel Pool
Create My Parsonnel Pool Delete from the list of pools:

Update My Fersonnel Pool

Delete My Personnel Pool

Delete Pool Referenoe Name

o 2019 Anesthestology Dept

o General Pool
o uUsar pool 1

You can remove any user from the study by clicking the & icon next to their name. If you want to clear the whole list,
you can click the button Clear Key Study Personnel to remove all users. If you need to remove the PI, you will have to
select a new user to take the PI’s place because a study record cannot be created without this information. When you
have added all the Study Personnel, click the Close Setup of Study Personnel at the bottom to close the window.

Setup Stuily Personmet

User Search Last Wame) First Nawes
Sty Persrrael Aol by Departiment] AF Deparensnts v I Fare) Uner‘Seaneh Diecioy
Craate My Perssrnel fzal
Lartaba Py Pacsenssl Pree o p g : e o
Dakene My Personne Fool - 3 o . . VR =
~ 3 L0, Uy CTENE L) G et s (0
Salucted Study Personnel:
Recwnartie Statl
o COOBIATEC 18 Sty kSIL

hc—mmm | [ u—ma&mm_]]
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After all of the necessary users have been associated to the study, the information from the window will populate into
the Study Shell Section 3.0.

My Workspaent ¥ mnmesdien  THB-19- 109 Study Assistant IRD Application (Version 1.0) O Back

[Pt ey | | anagn s Secuts | [ Sant Secnon | [ Sewe e Contrnn ¥ st Sensen |

saction view ul Appicative | Eiiiew show o he Appication |

1.0 10 Gonernt vtavmenton

PP —r Y 3.0 Assign key study personnel {KSP) access to the study
Aarena Senp Sy Fesomme

02

20 (L (et Ky Pevsanmmed
arraenn tn The el 11T Pease 00 & NI Lirpestiganie (o The sTudy)

1.2 U apphcabie, phease sebect Ve Rescareh S1a8l persnes

13 Mease a0d » Sty Comtach

34 1 sppiuabie, plem select ta ¥

Designated Department Approvals — You can add a user to Designated Department Approvals if you need to route your
application to a department reviewer before the IRB will accept your submission. You can have any number of users
listed here. At the end of your application process, you will have the ability to select this user for submission routing.
More will be discussed later.

Click the Save and Continue to the Next Section button to continue the application.

Assign User(s) to Sections
After granting KSP access to the study, depending on the application form’s configuration, you may see the Assign
User(s) to Sections button.

My Workspeces @ [0t TRD-IS-IDS| spigy asestane IRB Application (Version 1.0)

|mn—q] I Asrgn |isemyi 1 Secane ’I [Sengonn | | Sawn wd Corranan 3 et Sacuon |

[ section view of aspcation | [ K viww of s Apptication |

10 B Gasernt tbarrmetion
[ et § (x) 3.0 Assign key study parsonnel (KSP) access to the study
20 cnaohade

Acrana

1.0 B Rt
2icamen V6 The by 3.1 Poase aiM w Prvcipal Tovestipatur for S stody

Click the button to open the Define Study Access screen. On this screen, you will see a list of the sections of the
application and an option to assign users to complete each section. As you proceed through more sections of the
application, you will see more sections listed on the page.

My Workspaces # :""""I_"' , IRB-19-089 | cv0 Assistant

Select the user that you would like to assign to each section of the application and click Save Section Assignments to
return to the application.
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Upon returning to the application, if a section has been assigned to a user other than yourself, you will see the name of
the assigned KSP in the corner of the screen. The section will be read-only for anyone other than that user, and he or she
will receive a Form Section Assignment task.

My Workspaces 8 Tl e IHB-1930% grdy Assistant IRN Application (Version 1.0) 0 Back

[mrrtrenty | [ Asr et te sactu | [ See secton | [ Sovm are Cortrom 1y et Sactem |

Section view of AppScaticn
10 [ Gomeret trimmmmation

4.
a.e I SR Spetuev Initial Screening Questions

10 [ e Ky Parsaimel
. Brewns 3 e ey ‘ 41 MUD DEVICE: (REGUINED] Does s appiication imetive & fanatfiacian At Denis (1000 ) test

0 0 — |

" Yo, ara xie

i

‘ A4 TYPE O RESTARCH: (Ohck Bher thelp lirme foe dhefllrethens and geltance ) [REQUIRIL |

The screen above is in read-only because the user who was not assigned the section has the section open. In the screen
below, the user can edit and fill out the form because the section was not assigned to anyone.

My Workspoces @ |1 "_'_:‘“"m'“" VA0 Seudy assistant IRB Applicatian (Version 1.0) 3 Back
| Punt Puarety r”m.m : l-l-] lu--c—--l-h ]
Section view of Application | [ Lotire shem of the Applention ]
LS I
1.0 B Gevwrn! Srtormstion
4.0
2.0 ) S¥we Depurimerits) Initial Screening Questions
Poimmn
) B N Key Mot I |
arvens (o e stindy AL T D IEVICE: (MEGQUIRETT) Dees this wnvnber a 1, Ibvst Bhewmor (MDD ): baest |
w0 > [——— ®
¥ care QMY
3% TYPE OF RESTANCH (O Sher by ok fuar defineisne and gusbesswd) (REQUANED) '

Custom Application Sections
The sections in the application following the initial three sections are customizable, based on the configuration of your
Study Application.

When you complete a section, click the Save and Continue to Next Section button. If a required field is left blank and
you try to save and continue you will get an error message alerting you to the missing field.

A Error Encounter Saving the Application

Correct the missing field to save and continue, below is an example of a possible error message within the form.
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My Workepeces & ;':"“_';:"m““' HI8Y | oy Aszistant IRB Application (Version 1.0) [ Back

(roniroty) (Ao Socims | [ S Secken | (S el o st Bt |

Snction view of Appdcation I Entire wow of the Agpicatian l

L0 B Genwrsl Seformation

4.0

2.0 @ 5P Depwrinern(s) Initial Screening Questions
L
s B Gree Ny Parsarevet
 acoees 10 the sty A0 T U CRVRIETL CNEGARETY) Des this apptloanion smveive o Humasstarian Uae Desdoe (MO0 ): test
4.0 O P L @

IA The e abitrer s & reqeered Hhels and Canires e beft Lesmebesterd ]

Throughout the application you may be asked to provide details for different aspects of the Study. Unique data values
that capture this information are detailed below. These data values are defined in the form in the System Forms
Designer by your System Administrator and may or may not be present in your form.

Notes regarding forms navigation

Back Button: When constructing 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.

X>0C
WiRIS ,}'h" ACCOUTRT 10bn JneSIIMar | Wi bare seliad simedy
- ’d RIS . . = =
Depactroent: GUR - Sadntry <:>llr1|0 2 Myvmite - Aatar
g bt PO 00t
Sosnnart b | Sywtems Eath! Messe > sty wuped

My Workspaces § |G mser L-L9-10% ) on 0, Assistant IR Application (Version 1,0) D

[Fomtrmem | | Assgolssinim basions | [ Bove Bectn | | Seee et Campmee i Mewt Secricn

Section view of Apglication || KWtk view o4 the Al |

1.0 B Gervrnt Infurminsion

4.0

1 T ettty Initial Screening Questions

o
1.6 [ S Ry Psanies
T e 1 e shisty AL * D DEVICE: (REQUINED ) Dows then applioation swalve o Shanafiaetan e Daviie (HUB ) lest
“h : ®
A The Hedd atsawe b5 @ regquered febd end Carmol e wifl pmsete  fod

AT T TV OF BESEARCIH (Click thae Melp ik Sor definitiony sid yumdance): (REQUIRLD)

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 in will appear blue, while the other
sections will appear gray.
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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 research con

Help Icons: Some of the sections will contain help icons. Click or hover your mouse over the icon to open a window or
see a small pop-up. This will list available information about a certain question.

My Workspaces 8§ I ke IRRA9 MUY oty Assistant IRB Application (Version 1.0) O Bacx
(Wt Fromty | [ Aubgr iy Semserns | | S Sachom | [ vt Cordenm bn Pt Secen |
[ Section view of Agpication | [T wiaw o the Apicaten |
1.0 1) commernt Dimmmation 7o
20 I TN Cwetrwin Initial Screening Questions
1.0 [ et ey Parernal 3
AV B Whe el | A MUD DEVICE ) (MEUDINE ) Ooets This applicathon msalve & Humustanan Une Devie (MU ) test .
o e ——
A Thee Deddl aaww in & regputred] S el carmat b Wit uneebes bed
Guidance
(<} Guidance - Google Chrome = O *
8 https//imedris.net/ @
[ Print H 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
Study Drugs

The Study Drug data value will allow you to search the iRIS database for a study drug to add to your study. You can have
any number of drugs on the study. Follow the process described below to add each record.

Begin by clicking on the Add a New Drug to the Study button, as seen in the image below.
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Study Drug Data Value:

U Add a New Drug to the Study

View Is this & new drug or a new
Trade Drug Name Is the Drug FDA Approved use of an already approved | IND Number

Details pr e

No drugs bave been sdded to this Study

A pop-up window will open within your browser, as seen in the image below, allowing you to search the system for the
drug you would like to add to the study. You can enter in all or part of the Drug Name or leave that field blank and click

the Find Drug button to return all drugs in the system.

Find a Drug: Search Options

Co——

Drug Browse /Find:

0 resuit(s) found

Selecr Internal itec Nam | Trade Drog Name Genenc Deog Name Investigational Drug Mame

No Results found

Once your search returns results, you can choose the drug you need to add by clicking on the icon in the Select column,

as seen in the image below.

Find & Drug: Search Options

Drug Name! [ Find Orog ] I £33 a New Drug I

Drug Browse/Find:

Invmatiuticonl Deveg M

If the drug you need to add to the study is not in the list, you can add a drug to the master list by clicking on the Add a
New Drug button.

After you choose to add a new drug, the window will update, allowing you to specify the Trade Drug Name, Generic
Name and/or Investigational Drug Name. You can enter the name for one or all of the fields. When you are finished, click

the Save Drug Info button.

Add & Hew Drug

Trade Drug M
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When you click Save Drug Info, the drug is added to the master list.

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

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

Enter in the appropriate information and click on the Save Drug Info button.

Stady Drug Itails

Tea Doy Worve

Blesiifly Uen nasns ol The ssarnelacTirns & sourte of
Iimmodiapatesast drog/ leesoape

18 W vy wapqibed ot v cost?
1» the Dy FOA Approses:

Jo t0e 0wy drug o & wesy e ol wn alveady
apprased areg

1o TN secemaany:

Wik hodds thee IHIN

1 AOA Agprwund sl s IND I colt wpirad, Fiaase
[pevaiedn & caticenabe fie @erergin.

[ Sawe Ongg Inde I

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.

You can 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.

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

- Add a New Drug to the Study

Deedete | View | | I5 this » new drug or & new use of an
0 Edin Detald _Irmnrwn-le s the Drug FDA Approved " : 1 o INO Muviber

o a Trade Drug . ves ves
Name:

Study Devices
The Study Device data value will allow you to search iRIS’ database for a study device to add to your study. You can have
any number of devices on the study. Follow the process described below to add each record.

Begin by clicking on the Add a New Device to the Study button.
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+ H&dd a Mew Device to the Study

Mo devices have besn added to this Study

A pop-up 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.

Find A Devicer Seasch Optivas

Dovice Name: l Findt Dirves

Device Mode:
Device Browse/Find: Device Seris! Number:

Once your search returns results, you can choose the device you need to add by clicking on the icon in the Select

column.

If the device you need to add to the study is not in the list, you can add a device to the master list by clicking on the Add

a New Device button.

»

Find A Device: Soarch Options

Device Name: Famd D ] | A 2 New Cevce ]
Device Mode:

o8 /P Device Serial Mumbar:

s u
Seduct Devico Harm Deewicn Mode Dewicn Sertal Mummbeor
e 1 Seaniess Steel Trays Autociove
| 14 Stant

After you choose to add a new device, the window will update, allowing you to specify the Device Name (required field),
Device Mode and Device Serial Number. When you are finished, click the Save Device Info button.

£

Adld a Mew Device

= Dhirwodl Mo

Drsbom Mo

v Saried Mumiber:

When you click Save Device Info, the device is added to the master list.
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Whether you chose an existing device by clicking on the icon in the Select column, or by adding a new device to the
master list, the next screen will be the Study Device Details.

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

Enter in the appropriate information and click on the Save Device Info button.

Ay Do Dvatie

fewao wae
 Mandecheer Capier o Crdin
e L TN
W Dwrbems e seppior of e Gt »
[T T
" b,

W ke Ve 100

i,h_‘n!

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

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.

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

- HAdd & Hew Device to the Stady

Dhlesten Dhesria s I it Vi Drlails | D R

g B Siniis Pressung Aid

Inclusion/Exclusion Criteria

The Inclusion Criteria and Exclusion Criteria data values allow you to enter your inclusion/exclusion criteria for potential
subjects on the study. You can add the criteria to your Study Application for IRB review, and later, when you begin to
enroll subjects on the study you will be able to flag which criteria the subject meets or does not meet.

Adding criteria works the same way for both Inclusion Criteria and Exclusion Criteria and is described below using
Inclusion Criteria as an example.
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Begin by clicking on the Add a New Inclusion Criteria to the Study button.

iRIS 11.02

Add a New Inclusion Criteria to the Study

Mo Criteria has been added to this Study

H_

.m:ld a New Exclusion Criteria to the Study

Mo Criteria has been added to this Study

E_

A pop-up window will open within your browser allowing you to specify the Inclusion Criteria Order Number and the
wording for the Criteria. The Order Number will default to 1. You can change the Order Number if you have more than

one Inclusion Criteria listed and would like to change the order the criteria presented in the data value.

The required Criteria field allows you to copy and paste or type in the text for your criteria.

Add Inclusion criteria associated with this study x
“Order Numbernt !
s B 1 U § x x*  FantFamlly *« 12 « ¢
I 9 B~ E~ E-F 3 9 @ o & &
“Craeniam
Savn Criterla inf

When you are finished, click the Save Criteria Info button. You will return to the Study Application and the Inclusion

Criteria will be listed in the table.

Add a New Inclusion Criteria to the Study

Must be 18-45 years of age, inclusive,

E Order "“mhr
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You can have additional Inclusion Criteria, as needed. Click the Add a New Inclusion Criteria to the Study button and

repeat the steps above. You can delete an Inclusion Criteria record by clicking the o icon in the Delete column. You

can modify existing records by clicking the | icon in the Edit column.

Sponsor
The Sponsor data value will allow you to search iRIS’ database for a sponsor to add to your study. Depending on your

system settings, you may be able to list more than one sponsor or only one sponsor. Follow the process described below
to add a sponsor record.

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

Find a Sponsor: Search Options X

Sponsor Name: Find Sponsor
Familiar Name:

Sponsor Browse/Find: Legal Name:

0 result{s) found.. c-0

Select Sponsor 1D Sponsor Name Familiar Name Legal Name

No Results found

A pop-up window will open within your browser allowing you to search the system for the sponsor you would like to add
to the study. You can enter in all or part of the Sponsor Name, Familiar Name and/or Legal Name, or leave these fields
blank and click the Find Sponsor button to return all sponsors in the system.

If you cannot find the sponsor in the master list, you can add a new sponsor by clicking on the Add a New Sponsor to
the Master List button.

Find a Sponsor: Search Options x
Sponsor Name: [ Find Sponsor I[ mnnwsmammmun]
Familiar Name:
Sponsor Browse/Find: Legal Name:
158 result{s) found... 1-10 p
Select Sponsor TD Sponsor Namoe Familiar Name Legal Name
N (9025] Clinical Science R&D Clinkcal Scence RED Chinical Sclence RAD
W 9111) Natl Inst of Child Health & Human Dey Nat! Inat of Child Health & Hurman Dev Natl Inst of Child Mealth & Human Dey
stl Inst of Dental & Janiofacls © - .
& EVA1S] i 6. Bf-Dental K09 Cratiomety Natf Inst of Dental and Craniofacial Research  Natl Inat of Dental and Cranlofacial Rasaarch
Research

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 information for the sponsor’s location. When you are
finished, click the Save Sponsor and Add to Study button.
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Add Sponsor to Master List Details: X
Sponsor Abrv:
*Sponsor Name:
*Sponsor Type: D008 v
Street 1
Street 2:
Ciry:
County:
State: 110ne- v

Province:

Country: NoNa- v

Zip/Postal Code:

[ Save Spansor and add o Study ]

Whether you chose an existing sponsor by clicking on the % icon in the Select column, or by adding a new sponsor to
the master list, the next screen will be the Study Sponsor Details screen.

Study Sponsar Detasls X

Sponsar Hame

Spongnr Types  Votor
Spomee Hole Modifiod
(Check ol that sophy)

Project Period m i‘»:j t 2 j
Fumding Theugh o v
1 Tnstitution the Prasary Geant Hodder

W "Mo®, then who i the Pritmery
Grwnoe?

Project Nember

=)

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

The Sponsor Role field allows you to indicate what this sponsor’s role is for this study. If you indicate this is the Funding
sponsor and you are using the Finance portion of iRIS with Subject Management, later in the project you will be able to
generate invoices to the sponsor when study events and milestones are triggered.

Enter in the appropriate information and click on the Save button.

When you select a sponsor to add them to a study, the table for Sponsor Information will populate with that sponsor

and any additional details available for the sponsor. You can delete the sponsor from the study by clicking on the €
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icon in the Delete column. If your system is setup to allow only one sponsor per study, the button to add sponsors to the
study will not appear, as seen in the image below. If you delete the sponsor, the button will reappear, allowing you to
add a different sponsor.

Sponsor Selection Data Value:

Award Numbes

Delete | Edit D:'t::";s Sponsor Name Funding Through  Project Number Modified

o [9025] Clinical Science R&D Department of Veterans Affairs

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 above.

You can view additional details related to the sponsor by clicking on the expand icon in the View Details column.

Sponsor Selection Data Value:

Award Number

View

Delete | Edit Details | SPoasor Name Funding Through | Project Number Modified
Q [9025] Clinical Science R&D Department of Veterans Affairs

Sponsor Name: [9025] Clinical Science R&D

Sponsor Type: Department of Vetarans Affalrs

Sponsor Role Modified:

Project Period: From: to

Funding Through:

s Institution the Primary Grant Holder: NoG
i No, then who is the Primary Grantee?

Project Number:

Award Number Modified:

Grant Title:

Award Recipient:
(1If Award Recipient is not the same as identified on
the study,)

Explain Any Significant Discrepancy:

Sponsor Contact
After adding a Sponsor to a study, you will also be able to specify contacts associated to the sponsor.

The data value for Sponsor Contacts will allow you to add as many contacts to the study for the sponsor as necessary.
Click on the Add a New Contact(s) to the Study button.

1+ Add a Mew Contact{s) to the Study

Mo Prime Recipient Contact has been added to this Study

A new pop-up will display within the browser allowing you to search for existing sponsor contacts. Any contact already
associated to the Sponsor can be searched using the Last Name, First Name and/or Division search fields. You can enter

© iMedRIS Data Corporation 25



Study Assistant — Add a New Study iRIS 11.02

all or partial information in any of these 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.

Find a Sponsor Contact: Search Options X |
Sponsor Name: [9025] Clinical Sciance R&D I Find Sponsor Contact I
Sponsor Contact Last Name:
Browse/Find: First Name:
Dvision:

0 result{s) found 0~

No Results found

If you cannot find the 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: [9025] Clinical Science R&D [ Find Sponsor Contact ]
Sponsor Contact Last Name: l Add a new Contact 1o the Master List ]I
Browse/Find First Name:
Division:
3 result(s) found 1-3
Select Sponsor Namo Divislon First Name Last Name
[9025] Clinlcal Sclenca R&AD div 12 Jobin Korry
y 0025] Cinical Sclenco R&D div 16 Anu Mathar
: [9025] Chinical Science RAD i Ilana Tumet

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 information for the sponsor
contact. When you are finished, click the Save Sponsor and Contact Info button.

© iMedRIS Data Corporation 26




Study Assistant — Add a New Study iRIS 11.02

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 13
Street 2:
Cityr
County/Parish:

State:  npane

Province:

Country: —pone—

Whether you chose an existing sponsor contact by clicking on the icon in the Select column, or by adding a new sponsor
contact to the master list, the contact will be added to the study and you will return to the Study Application. Any
sponsor contact you added will display in the table for Sponsor Contacts section.

You can add any number of contacts, so to add another, click on the Add a New Sponsor Contact(s) to the Study button
again. You can delete a contact from the study by clicking on the icon in the Delete column.

-+ Add a New Contact(s) to the Study

Delete  Edit ,:j;‘:',s | Sponsor Name Comtact Name Primary Phone Email

{028 cal : AR
o E o 5] Clinica n Turner, lliana 222-333-4444 turmer@test . com

Science R&D

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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iRIS 11.02

v Add a New Contact(s) to the Study

Secondary Phone:

Fosnsile brirnpe@toct crmm

Delete  Edit "\:_'f:;‘ Sponsor Name Contact Name
[9025] Clinical = = s
o \ S Science R&D i Turner, lllana
Contact Category: Fiscal
Contact Name: Turmer, lana
Title:
Division: 1l
Primary Phone: 222-333-4444

Primary Phone Email

222-333-4444 lturnergdtest.com

Key Personnel Bulk Addition

Another submission data value has been added that is a Dynamic Table. If the first column has the KSP Personnel
Selection data value, then the Dynamic Table will show the button “Load Initial Personnel from Study” in the form.

Dynamic Table Data Valwe:

Mo regonds haw Destn added

When Load Initial Personal from Study is clicked, a pop-up window will display when the user clicks the button. The
window will show the list of Personnel on Study Selection previously inputted from the Study Shell.

[ Ack, Abby, MSN Ph.D.

[ Anderson, Douglas Stuart, Dr.
[ Broadwater, Christy

[ Chen, James ¥

L Doe, Jane

Add Key Study Personnel

Select the Key Study Personnel to Add to the table:

Select

Save Selections
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For example, five personnel will add five rows to the dynamic table because five KSP were added from the study shell.

Dynamic Table Data Value:

Chosarmrion] [comommrarony | [_onte semes o |

Codumin Header 1 Codurnn Header 3

Ack, ARGy, MEM EN.D v E:I
Anderson, Dougias Stuarl, Or v E:I
Brcadwaler Chsh v E:i
Chen, James 'y Ll E
Doe. lane v E:i

Initial Review Transition
When you are finished filling out the Study Application, the system will transition into the Initial Review Submission
Form.

You will have transitioned to the next section when the screen appears that is shown in the image below. An informative
message between completing the study application and moving onto the submission form has been added for clarity.

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 documaents with your submission.

OK

Once the user has completed confirmed, the Submission Form will open indicating that the user is moving on from the
Study Application.

My Workipaies B I8 eade TN IR AT 5o gy asastant 1NE AppRCATION (Version | 4) B nack
(s | | | [matmtm | | bt e i |
BeTue v of Rownianas | b veee o e At |

100 End of Study Application

1 End of Study Appllcallon FOTTI 10 tmutives warblog o e Srdy Assbh ather: (I05 an (v sarsinm piw oond o o80 in The i1 borsd et Resensdver 00 seod Uwongh The sviie Shady Appiuathns siler ssbin (honges
H yon o droe working o0 We Shody Arednelhon: Ckch $ave orah Crthemss. I 145 & 3 o SU, vy wil toriathal ales he Jobul R es Ssvmbasion PoCust oern, whore 1 ¢4 VKACY coorent Torres ¢ siher shody dmirements
lnmlmwm-mrh.mm.ku b ad WTateseint. wver ol ianaicn At Tach ab raqebiad BI0Iares 15 spwea] b pond apptoved

The INMedRES IR wants yoor Teedback aboot s new formn. Please <ick the Tink 1o take @ bel ey about the mess agplication Tosm,

A B oo o e
r D ety

I S S
Toeaany Cover

L e T

on [ W
C——

vt
e B sciane
L

L e e

10 D Sombintubey, povesy

VOB I Guieabame o S

BYR o 9ty pprbc wn
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Note: The screen above is an example of a form, not all forms will have a section like this at the end of the study
application. This screen’s purpose is to only depict the end of the study application.

This does not mean the Study Application has reset, rather, you have been placed into a new form.

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

The Initial Review functions the same way as the Study Application, in regard to navigating and completing sections by
adding information into the fields within each section. Complete this form by completing each section, attaching the
necessary documentation and clicking the Save and Continue button to proceed.

The first section will contain information related to the study, based on your input from the Study Shell screens. Unique
data values that capture this information are detailed below. These data values are defined in the form in the System
Forms Designer by your System Administrator and may or may not be present in your form.

My Workapaces S [Wedasmer | TRICIOIEN  coigy assistent Initial Review Submission Form - (Verson 1.0)

Frrtmedy | [ Retes) Comtwrifiesn | [ Sewsecs | [ Sew e Sorvrm i o Secron |

o [ THmemg b Tistiel

Settim virm of (he Form Totive whew of Ohe fomen
1 \J

Aevbew Sutrrrmaiee 2.0 IRB - Initial Review Submission Packet

v
= m me

~ This is the subméssion paciet. The Study Application should be attached below under “Study Application Form”. To access the attached “Study
Application” | click on the "Edit/View™ icon next to it,

= Yo craate and attach your consant form(s), go to section “Consant Documents™ below,

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

| 21 Sy il
Stady TR
1N Manber

|
Princinal Levestigetoc

Lay Summary

The Lay Summary data value is a required field, as highlighted in the image below, and allows you to capture the Master
Lay Summary for your study. The information you enter into this field will transfer to the study’s master lay summary
field for the review board of record.

You can enter the study Lay Summary by clicking the Click here to access the text editor button.

Master Lay Summary:

Click here to access the text editor.

A small pop-up 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.
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=

The pop-up will close, returning you to the Initial Review Submission packet and the Lay Summary text will populate
underneath the Lay Summary section.

Master Lay Summary:

[ Click here to access the text editor.

The purpose of the study is to see the effectiveness of different antihistamines and thelr side effects of drowsiness In conjunction with sleeping aids

Application Attachment

The purpose of the Initial Review Submission Form is to bring the Study Application to a board for review. One of the
sections of the Initial Review will present the ability to attach the application. Because the Study Application has already
been completed and you transitioned in to the Initial Review Submission Form, the Study Application will auto-attach.

The Application Attachment value will display the Study Application, as shown in the screenshot below. If the application
is attached, you will not need to do anything at this point. Later, if the review board returns the submission for
correction, you may need to navigate to this section to make changes, depending on the nature of the change.

My Workspaces 8 [MRMweer  IRIVIO-IED) srgy Assutant Initind Review Subimission Form - (Version 1.0) £ sack
[Prrerronty | [ natwn Cummstart tistts | [ Sase Secton | | S wet Crorosm tn ent Sectazs PSE———

Section view of the roem | | RS shiw o e i |

(8 Yraseiioaieg o lidtiel e
LOR mewtow Sotresnsien 30 Study Application Form

il Res
w0 w,.,,: 10 ARl e b apelicatiom pau canpdeted foe this protoc
(Foer son Lodbial Sodorrinatan D appdht sehen bl situmaticslly stiacs fur you)

L e———
4.0 B Cunwwnt Docrrvmrne o
30 2 Ottr Sty Coxaorsents Mttty | et View Thin
0.0 2 Aseiianet Spacisl Pantivg o

If the Study Application is not attached, the data value will indicate that “No Application has been associated with this
submission.” You can attach the application by clicking on the Click here to attach the application button.

2.1 Attach study application

& Click here to attach the application.

No Application has been associated with this submission.
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A window will open within the browser, listing the available Study Application you can attach.

Later, when revisions of the application are created, more information will populate in this window. Currently, as a new
study, there will only be one version of the application available, and because it has not been submitted, there is no
need to create a revision.

Make sure the application is selected and click the Save Attachment button.

Attaching Study Application

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

Create a

Select | Show | Edit/ | o e Approved  Revised

Rev. View

Application

MAIN IRB APP (Version 1.0) No

You will return to the Initial Review, with the attached application listed in the Application section. Click the Save and
Continue button.

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 will be submitted for review. The document(s) you upload will also be
stored in the Informed Consent document library in the study record. When the review board approves the document,
the approval information will update the document stored in the library, which can also be accessed and printed. If your
system is using Subject Management, you will also be able to update consent information for subjects on the study.

Click the Add a New Consent button.

I Add @ New Consan ]

Detach Veorshon Tithe Category L angyunge Expiration Cate Consent Outcome | Chescloed Out e "

No Consere(s) have been amtached to thes form

A small window will open within the window, asking for input on how you will upload the Consent document, as seen in
the image below.

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

Each possible selection is described below. Choose the appropriate action then click the Next Screen button.
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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?

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

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

Selecting this option will present you with the ability to select the desired template from a drop-down list. Select the

template and then click the Download Template button.

Study Consent Add from Template: X

: Instructions »
1. Downlead the document to your workstation by clicking the Download button at the top right side of the screen. Your browser will
then ask if you would like to save or open the file named "ConsentDocument.ritf”, 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 WaordPerfect used on elther 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: —-none-— v

[ Downioad Template |

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

information.

In this example, Google Chrome is used. The browser asks if you would like to open or save the consent document.
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Study Consent Add from Tempiate:

Instructions

ument to your workstation by clicking the Download button at the top right side of the screen. Your browser will
ve or open the file named "ConsentDocument.rtf”, Click the Save option. This will download the file to
vour workstation

1. Download the
then ask If you would like to sa

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 inta the RIS system by dicking 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 RIS system, click the Save

Consent link.

* Please select the Consent Template: Standard Consenl

Download Template

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

The Initial Review will update with information regarding the informed consent you chose. The system will wait for you
to open the consent form in Microsoft Word for any edits. The asterisked fields are required.

Study Master Consent Add:

*Conment Tithe:

*Select the consent t “toine Fide Mo He chone
wptoart:

TWorsion Mamber:

*Wersion Dates 07262010 _—zj

Caregory:

* Languager  Lrghsh @

Dewcrynion:

Comments:

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

If you already have a consent document ready to upload, choose this option.

A new popup will open within the browser. Here you will specify the name of the document in the Consent Title field.
Then you will need to browse for the document on your computer by clicking on the Browse button. This will open
another window allowing you to navigate the folders on your computer so you can locate your Consent document.
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Study Master Consent Add: X

*Consent Title:

“Select the consent to

upload: Choose File | No Nie chosar

*Version Number: 1

*Version Diste:  07/2672010 [=+]
Category: y

' Language:  Enghsh v

Description:

Comments:

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

Consent Title — This is the title of the consent you wish to upload.
Select the consent to upload — This is the where you can upload your consent form.

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

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

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 reviewing board to see.
Enter the required information including the document itself 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.
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Information you added to the Consent record will display in the table, including fields reserved for the review board,
Expiration Date and Review Qutcome. This information will populate when the review board gives the Consent form an
outcome. There is a column called Checked Out. This column only populates if the Consent is checked out for edits.

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 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 ar Rewse Exstrg ][ A3 3 New Cansent ]

Dutach Version Eithe Catogory Langusge | Expivation Date Comsant Outcome | Checkad Out (

0 1.0 Staoddard Consent English ‘;'}'_l

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 Study Consent X
Select Category: - Nons v Title:
Version #: Search level: * 15 All
Version Date: i o!vl between =) Expiration Date: —5H between Y—OH
Consent Outcome: - NONE- v

| Add aNew Consent | | Fiter Documents |

This triggers the Study Consent Revision window to open. From here you can make any changes to the Consent details
(Consent Title, Version Number, Version Date, Category, Language, Description, Check-out the document to your
workstation for editing, and Comments).
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Study Consent Revision: X
*Consent Title: Standard Consert
Version Number: ! 0
*“Version Dater  07.262019 E:]
Category: v

* Language:  Englsh v
Description:

Check-out the Document to

2 < CAMTY
your workstation for editing: neck-out Cocument

Comments:

Depending on your Internet browser, the download may require a few steps, but after it is downloaded you can edit it
outside of the iRIS system. You will return to the Study Consent Revision. The page will indicate the document is checked
out and you will have the ability to Check-in Document or Undo Check-out Document.

Study Consent Revision: X
“Consent Tithe:  Standard Consen
Version Bumber:  *
*Vorsion Date: (7262019 |
Category: v

* Language: Logish v

Description;

This document is currently
chedked out by,

Chedk-in when you sre
done editing uptooad the Check-in Document
document badk into IRIS.

Revert to the document
stored In IRIS.

Unoe Check-out Cocument

Camments;

[ save Cansent |

Anywhere you can view the Consent form, in the Informed Consent library or within the Initial Review Submission Form
you will see that the document is checked out.

When you have made changes to the document in Microsoft Word, you can check it back in by navigating to the consent
section in the Initial Review. Click Select or Revise Existing, as shown in the image below.
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iRIS 11.02

| Seiect or Revise Existng

I

Aad a New Corsert J

Standard Corgent

xpiration Date

English

Coovrnt (htcomm

| Checiort Out

Click the icon in the Edit column.

Select Category:

Version #:

Version Date:
Consent Outcome: -

Select Existing or Create Revised Study Consent

@ between
v

Tithe:
Search level:
Expiration Date:

® Top

All
between

Eﬂ

1 result(s) found

¥ Edit | Delete

Version

Standard Consent wi
1.0 07/26/2019 =
5 English 2.83

Click the Check-in Document button.

Stody Consent Rovision: x|

Version Namber: 1

Vaorslon Dates 07287015

=5

* Lenguage:  Ergish v

Crech-n Cocument

Unco Check-out Cocumant

[[sove Conson ]

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 i | N B chosen

Instraction: Ug

| Save selocsod e “ Cancel |

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

Please Wait ...

O

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

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

Study Consent Revision: X
*Consent Title: Standaed Consert
Version Number: 0
*Version Dater 07262019 zj
Category: v

' Language:  Englsh v

Description:

Check-out the Document to

2 g0 s e I LOoumy
your workstation for editing: ieck-out Gocumeet

Comments:

Save Consent

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
approval information will update the document stored in the library, which can also be accessed and printed.
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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, by the Add Multiple Documents
button.

[ Adi a New Document || A33 Muliple Docusments |

Dty | Version | vitta Catempory Expiration Dats | Document Outcome v duend Outt | Vo

Add a New Document
To add one document to the Document attachment data value, click Add a New Document.

A new pop-up will open within the browser. Here you will specify the name of the document in the Document Title field.
Then you will need to browse for the document on your computer by clicking on the Browse button. This will open
another window, allowing you to navigate the folders on your compute so you can locate your document.

Sty Document Add! x

SDocument Tatle

*Helect the dotument tn
agptond:

Wersion Newber: |

Virshon Date: 072831178 2]

Oescription

Commmernts.

You must also specify the Version Number.

“Version Number: |1 .0

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

Select the Document to Upload and Version Number are required fields and you cannot upload a document without
providing these details. Depending on your system configuration, you may also be required to enter the Document Title
here.

The remaining fields are optional and can be filled out as needed.
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Version Date — Enter the date of the manually entered version number. This is typically the date the document was
uploaded to the system.

Category — Select from a configurable drop-down list to group documents into certain categories.

Description — Enter a description of the document.

Comments — Enter any comments regarding the document you feel necessary to add for the reviewing board to see.
Click the Save Document button after adding the necessary details.

The study document will be uploaded to the study, and it will appear as attached to the Initial Review in the Other Study
Documents Attachment section.

Information you added to the study document will display in the table, including fields reserved for the review board,
Expiration Date and Review Outcome. This information will populate when the review board gives the study document
an outcome.

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 Submissions page and open the Other Study Document library. Also, 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 documents in the Other Study Documents library and allows you
to select from existing documents on the study. You can also make any edits to the attached document by clicking this
button.

View
Detach  Version il Category 1 xplratban Dwte Doczment Oubcam Chnclond Outt N .
0 { = o haod ¢ Js A - Cl

Study Documents- Additional Document Category Validation

The Study Documents Data value will allow you to Add a New Document within a submission. When adding a new
document, the system will use the selected category to verify that the document uploaded is not a document that was
previously uploaded.

[ Section view of the Form | || Elica view ot ieform |

1.0 [ General Study laformati
bl 5.0 Attach Relevant Documents
2.0 B Deraile of Occurremce:

5.1 Attach any relevant documents!

3.0 B Artach Revised Appbeatan

4.0 B Artach Consent Documents

=0 [ [T — [ soloct Eussng ser Documenss | [ Sexwct of Revise Exssting |1 Adg & Now Document |

Detach Version Title :’:‘::'di“' Doomment Outcome Ohecked Out

To add a new document, click the Add a New Document button. This will cause a pop-up window to display. The pop-up
window will ask you to select a category for the document being uploaded.
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Study Document Add Verification X

[cmmam]

If the category you have chosen matched the category selected previously for another document uploaded, then the
pop-up window will display a list of existing documents for that specific category selected. If the you choose a category

that was not previously selected, then the system will prompt you with a new option titled “I want to add new
Document that has not been uploaded for this Study” (see image below).

Study Document Add Verification

Once you have selected the option to add a new document, click the Proceed with Document Upload button. The pop-
up window will display the Study Document Add screen where you can upload the new document.
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*Select the document to upload:

*Version Number:

Version Date: 08/02/2019

* Category: |BC Approval v

Description:

Comments:

Study Document Add: X

=
o

save Document | ()

iRIS 11.02

If you chose the same category as previously uploaded, then the system will prompt you to either select the existing

document or the “l want to add new Document that has not been uploaded for this Study” option.

What Category I the document y

Please select the Category:  Survey

Heoe are the existing documents fo

Select Titie
Survey for people unde
1 want to add new Dox

It looks like you may be uploading a

Study Document Add Verification x
W are Addir
v
revision of a Survey
the Survey category
Hanse the solect soument that this one will replace or select "This is & new Document that has not been uplonded for this Study
Version Version Date View Docsment
ar 55 years old 1.0 07/30/2019 "-_’v‘:
5.56 KAl

ument that has not been uploaded for this Study

| Cancel Document Ada | | Proceed with Document Upioad |

If the option selected is the previous document uploaded, then the Study Document Revision screen will display within

the pop-up window.

Note: By selecting a previous document, you are validating that the document you are uploading is the same document

but a different version of the one selected.
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Study Document Revision: x

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

T T T

Expiration

Document OQutcome | Checked Out
Date

No Document(s) have been attached to this form

This will open a pop-up within the browser. Here you will be able to specify details for multiple documents at a time.

Study Document Add Multiple: x|

[ AddaNewRecord(s) | [ Save Documents ]@

Version Version Date Category File path
0 ~none-- ¥ | Choose File  No fiie chosen
0 —~NONg-- ¥ . Choose File  No file chosen
.0 —none-—- v | Choose File No file chosen
0 HONe ¥ | Choose File | No file chosen
.0 —~none-- ¥ | Choose File No file chosen

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.
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Study Document Add Multiple: x|
T N e [O)
Version Date Category File path
1 0 072612019 Flyer/Advertisernent ¥ || Choose File | Fiyer_Pad docx
2 .0 01726/2018 Flyer/Advertisement v Choose File  Fiyer_Public docx
2 0 07/26/2019 Investgalor brochure ¥ || Choose File Brochure_College docx
1 .0 07/26:2019 Investgator brochwe ¥ | Choose File Brochure_Prvate docx
1 0 07/26v2019 Investigator brochure ¥ || Choose File  Brochure_Hospitst docx
0 —none-- ¥ || Choose File | No fie chosen
0 ~NONE- ¥ | Choose File  No file chosen
(L —None— ¥ || Choose File No file chosen
o —nona-- ¥ | Choose File No fie chosen
0 ~NONe-—- ¥ || Choose File No file chosen

Once you enter the needed number of documents and the needed details,

Any document you uploaded will now display in the table.

click on the Save Documents button.

[ Select Existing User Documents | | Seiect or Revise Existing Il

Add a New Document |

Expiration

Title Date

Detach | Version

Document Outcome | Checked Out

&)

° 1.0 Brochure_College Investigator brochure
11,92 KB
o 1.0 Brochure_Private Investigator brochure @
11.93 KB
0 2.0 Flyer Public Flyer/Advertiserment @
11.95 KB
‘.r;
__ﬂ 10 Elserme Choid cl JA ok ampbiocopenmpb

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

After you upload one document, one more button at the top of the table is available: Select or Revise Existing. This will

be addressed below.

| Seiect Existing User Documents

1

Select or Revise Existing

|

Add 3 New Document

Expiration

Title Date

Detach | Version

° 1.0 Brochure_College Investigator brochure
0 1.0 Brochure_Private Investigator brochure
Q 2.0 Flyer_Public Flyer/Advertisement

Docament Outcome | Checked Ot

]

11.92 KB

&

11.93 KB

)

95 KB

&1

11

© iMedRIS Data Corporation

45




Study Assistant — Add a New Study iRIS 11.02

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 and you can select an existing document to add to the Initial Review Submission Form.

Clicking the Select or Revise Existing button will open a pop-up within the browser. Listed in the window will be any
Other Study Document associated to the study.

Select Existing or Create Revised Study Document X
Select Category:  —none— v Title:
Version #: Search level: & 7., All
Version Date: "3':] between E OH Expiration Date: ['5‘:] between ?%’t-l
Document Outcome: none v

| Add 3 New Document | [ Fiter Documents |

6 result{s) found
. Show all| _ .. Sada : S_as Document Checked View Create
Select Versions Edit Delete Expiration Date Outcome Out By Document | Revision
Fyer Pald -
1.0 07/29/2019 = [-__J
Flyer/Advertisement 11.95 KB .
Fyer Public -
2.0 07/29/2019 @ ['—_J
Flyer/Advertisement 11,95 KB =
hrochure_Private w
1.0 0772972019 Brr = % @ E-J
Investigator brochure 11.93 KB b
! » College X -
1.0 0773072019 T ochure_College @ t‘_]
Investigator brochure 11,92 KB 5
z dignity_document [
0 Q 1.0 1|j‘.’22,";hf|17 gty _t umen E [g_-]
) Stamp 479 07 KR S

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, 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 to the form by clicking on the icon in the Edit Details
column.

This will cause the Study Document Revision window to open. From here you can make any changes to the document
details (Document Title, Version Number, Version Date, Category, Description and Comments), or if you need to
modify the content of the document itself, you can check out the document.
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"Document Title:

Version Numbers: |

Version Date:

* Category:

Desceiption:

1122087

Statament

Study Document Revision:

dignity _documant

Check-out the Document
to your workstation for
editing:

Chack-out Document

Comments:

=0

iRIS 11.02

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

*Document Tithe:
Version Number:
Version Date:

¥ Categoey:
Description:

This document is
currently checked out
by.

Chwck-in whan you are
done editing uptoad the
documemt hack into
IRIS,

Hewvert 1o the doouiment
stored in RIS,

Comments:

Fiyor_Pad

77282018

Study Document Revision:

..

Flpnt Adewitisameant

Jonathan at G772%9/201%

Check-4n Document

Undo Chedk-out Document

Anywhere you can view the Other Study Document, in the Other Study Documents library or within the Initial Review
you will see that the document is checked out.

When you have made changes to the document in Microsoft Word, you can check it back in by navigating to the Other

Study Document section in the Initial Review. Click Select or Revise Existing.

[ Select Existing User Documents

J{

Select or Revise Existing

I

Add a New Document

Detach | Version

0 1.1

Title

Flyer Paid

Category

Flyer/Advertiserment

Experation
Date

Document Outcome

Checked Out

Smith Ir.,, Jonathan
07/29/2019 10:31:26

AM

View
Document
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Click the icon in the Edit column.

11 07

Flyer_Paid

[29/2019

Flyer/Advartisement

Jonathan
Ir.,

@ {Read

11,05 kg 9Ny

Click the Check-in Document button.

" Document Tithe:

Version Number:

Version Date:

Study Document Revision:

Fiyor Pad

1 1

7222019 ?j

* Categoey:  Flhpnn Adewtinameant
Description:
This document is
currently checked out St | Vathan

by,

Check-in whan you are
done editing uptoad the
document hack into
RIS,

Check - Document

Hewert 1o the docuiment

stared in RIS Undo Chedk-out Document

Comments:

A pop-up 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

| saveselectedtie || cancel |

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

O

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

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

Study Document Revision

‘Document Title:  Fiyor Pad
Version Number: 1

Version Date: 07202015

* Catwgory:  Flyes A

Description:

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

Comments:

o)

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 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.

© iMedRIS Data Corporation 49



Study Assistant — Add a New Study iRIS 11.02

Selact Existing or Create Revised Study Document x|
Seloct Category: -~ nooe v Tithe:
Version 8: Search level: @ 75, All
Version Date: :?H between l‘iﬂ Expiration Date: ‘g:j between E
Document Outcome: —none-- v

6 result(s) found

Title

Show all 4 Version s Document Create
Select S S Edit Delete  Version Date Expiration Date Out 2 Revision
Category
Flyer_Paid \
1.0 07/29/2018 = @ t__]
Flyes fAdvartisoment 11.95 K8
Flyer_Publi -
2.0 07/20/2019 ver_Public @ EJ
Flyer/Advertiaement 11.95 KB
ochure Privat \
1.0 0772072010 o oo ure_ Private @ ['__]
Invastigstor brochure 11,93 KB o
Yrochure_College —
1.0 07/30/2019 cabaipomaitess @ E_]
) Investigator brochure 11.92 KB .
dignity _document ﬂ -
o 0 1.0 10/12/2017 l—__]
— Stamp test 4 "" 07 K8

Depending on your Internet Browser settings you may need to allow the download and you may also receive a pop-up
window asking if you want to Open or Save the file. In the example below, the user is using Google Chrome, and the
downloaded file automatically downloads and is located at the bottom of the browser.

Create Revision
You also have the ability to choose to revise a document. The system will version the document to the next version
number, changing the version number from x.0 to x.1 when you choose to create a revision.

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.

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

Exit Form

Signoff and Submit

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

Exit Form

To initiate the signoff process, click the Signoff and Submit or Notify PI to signoff button, depending on which is
available to you.

You may be prompted to route for additional signatures.

Signoff and Submit

You may choose to route for additional signatures if you need to have other personnel on the study review the form
before it reaches the review board and if you need department approval. Make your selection and click the Save and
Continue button.
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Setup for Submission Routing and Signoff x|
6 This screen enables the collection of Key Personnel and Additional Personnel for Review and Signoff. The Check box "Checked”
Indicates the person is included in the signoff process. The Check box "Unchecked" Indicates the person Is not included in the signoff

process. The Add Additional Personnel button is used to search from the user database and add them to the routing list, The order
of the Additinnal Parennnal i€ o ceeate a review arder far the assinnad nersannel 1If nerennnal have 1 21 saanential | reensctively

Select the Key Personnel for Submission Routing and Signoff:

Include i
":i:q‘:mcl ||n Approved |Name Role
v 3‘ Brown I, Alexander , R.N. Brig. Gen, Principal Investigator
Select Additional Personnel for Submission Routing and Signoff: I ‘Add Additional Personnel to the Routing List I
lné:'u"(:.c"in Order Approved Name Role

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

[ cancel - Finaize iater | [ save - signott Routing List |

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

If the Principal Investigator signature is required on this form, that user will be pre-selected, and you will not be able to
deselect the Pl from the signoff process.
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Add Additional Key personnel to the Routing Signoff List X
Last Name: Flrst Name: [ Find ]
by Department: All Departments v -
Select  (Name Department Emall
Your search criterta returned 0 results

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

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

[ cancet . addine Parsnanst || gave . Add tn Brisina tier L

Select the name(s) of the any additional personnel you would like to include in the signoff process. Click the Save — Add
to Routing List button when you are ready to proceed.

The next screen in the signoff process is for reviewers who need to approve the submission, but they are not listed as
Key Personnel on the study.
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Setup for Submission Routing and Signoff X

6 This screen Is for reviewing the signoff routing list. You must answer "Yes” or "No" to the finalization of the Personnel. Once the
"Yes™ selection is made the button "Save - Start Signoff Routing” becomes enabled to be dicked. 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" wlill place you
hark tn editinn the raotinn llet Clickinn the "Canral - Finalize 1ater™ will rlnse this windnw Tha ciibmission nracess g Incnmnleta =

Finialize List of Personnel for Submission Routing and Signoff:

Order Approved Name Role

a Brown lll, Alexander, R.N. Brig. Gen. Principal Investigator

& Jane Investigator jr., M.D, Brig. Gen Additional personnel

Please verify the list above represents the finalize Personnel for review and signoff? ® Yes No

| cancel - Finalize later | | Goback to Make changes | [ Save - Start Signoff Routing |

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

33 @
If applicable, pl lect the Designated Depart t Approval(s): If applicable, pl fect the Designated Depart t Approval(s): If
pplicable, pk lect the Designated Department Approval(s):
Investigator, Jana |r, M.D. Brig. Gen
Additional personnel v

Add the name of the Individual authacized to approve and sign off on this protocol from your Departmant {e.g. the Degartrmant Chalr or
Dean). Add the name of the individua! authorized to approve and sign off on this protocol from your Department {(e.g. the Degartment Chair
or Dean). Add the name ol the individeal suthorlzed to spprave and sign off oo this protocol from your Department (e.g. the Depastment
Chair or Dean)

You can also add reviewers from iRIS by clicking the Add Additional Personnel to the Routing List button, as shown in
the previous screen.

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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Setup for Submission Routing and Signoff X
ﬁ 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® indi s the person is not included in the signoff?
process. The Add Additional Personnel hutton is used to search from the user database and add them to the routing list. The arder

ol the Additicnnl Dersnnnel ic tn rraste & review nrder fre Hha accinned nerennnal  1F nerennnel have 1 27 <annaential } resperbivaly A

Select the Key Personnel for Submission Routing and Signoff:

Include in
sianofl Approved Namo Role
f;; ?‘ Admin Admin admin, R.N. Brig. Gen Principal Investigator

Select Additional Personnel for Submission Routing and Signoff:

Include in

signoff Order Approved Name o

The user you selected will add to the list. Make sure you check the checkbox next to users you want to include in the
signoff process. You can also set the Order in which the users will receive their signoff task. iRIS will default each user to
the order of 1, which means they will all receive their task at the same time. You can change this if one reviewer should
receive the task before another. Click the Save and Continue button when you are ready to proceed.

Add Additional Key personnel to the Routing Signoff List X
Last Name: First Name: ¢ .
by Department: All Departments v
Select Name Department Email
0 Allard, Carolyn 8, Pharm.D. Research
n Ana, Coralynn Research

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

When you are ready to initiate the signoffs, ensure you have selected Yes underneath the question ‘Have you completed
your selection of required signatures?’ (highlighted in green), then click on the Save and Continue button. If you are not
ready to send signature tasks to the users, click No before clicking Save and Continue.
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Setup for Submission Routing and Signoff X
6 This screen Is for reviewing the signoff routing list. You must answer "Yes" or "No" to the finalization of the Personnel. Once the
*Yes"" selection |s 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
hark tn aditing the rmitinn list Clickinn the "Cancel - Finalize later" will rlasse this window The siihmission nrocess is incnmnlate

Finialize List of Personnel for Submission Routing and Signoff:

Order Approved Name Role
3‘ Brown Ill, Alexander, R.N. Brig. Gen. Principal Investigator
2 & Jane Investigator jr., M.D. Brig, Gen Additional personnel
Please verify the list above represents the finalize Personnel for review and signoff? * Yes No

[ Cancei- Finalize tater | [ Go back to Make changes | [ Save - Start Signott Routing |

If you choose “No” and click the Save and Continue button, you will be brought to the Workflow Submission Tracking
page. This page displays the steps your Study Application has taken to date. There is a record on this page ‘Assign
Department Personnel for Signoff’ listed at the top of the page. You can click on the icon in the View Details column to
return to the Signoff Submission Routing pages.

My Workspaces ::?ua'::'.'?m;'m :‘qm::“.:: | My Profile Workflow - Submission Tracking O Back
| Prit Friencty

sk Action/ Detasdn Task Ramu Diatn Croatest Datr Cormpliled Total Vi
e bt VT AN (0 A0 AM POT 0 Diary(5) O Hisir{s) 21 Mintads)
Comphetos Initind Review Submiasion Fomn Real i wating to be subemitted I7/AH2010 09:40 AM POT | 07/29/2019 09:42 AW POT e s
Macotod I L Noddy Sgeast Rostrg L ] I Asiln Déganmant fesonnd for Signoft 07/29/2010 00: 42 AM POT  07/20/2010 10:00 AM POT ":‘ e :, M"“:;’
(ompleted I Viow Sqoot I iﬂ:l ','.‘f:‘-"dx‘v‘, -rJ“.. Ei«hf-:;r...-vll :’n:’k.-:.;:“v_l,.l.r.w“".' X redew o S0ON G200 2019 10:00 AM FDT | 07/29/2014 10:01 AM FOT t: " hl’v p““."."

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

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 stored in their user account information. They will also receive a Submission Routing Signoff task on
their homepage. This task will remain on their homepage until the user opens the task and completes the sign off.

All Tasks Outstanding Completed n
Tash List: 4 v
P
7435 remilt(s) found 1-10p

Jane Investigatoe jr, M.0. Brig. Gen. ss Addtional

07/29/2019
1001 AM POIT

Subimizsion Routing Segnatf Personnel Mo D apply SIgnott, assigoed by Admilo A

admin, RN. Brig. Gen

When the task is opened, the Submission Routing Signoff Sheet will display. At the top of the page, the Study Title and
Submission Reference Number 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.

My Workspaces o Study Assistant Submission Routing Signoff Kl Back

; Documsent(s)
| Catogary : Thyur/ Advertismmmee

Submmission Formis):
a Flywr_Public - (Version 2.0)

] Flyer_Paid « (Version 2.0)
| Cotegory | Investigativ brocheen
Brochure_College - (Varsion 1.0)
Brochure_Private - (Version 1.0)
| Catogory + Stamp test

+ dignity_document - {Veraion 1.0)

\

dignity_documeant - (Vession 1.0}

Tane Tovestigaine fr, M0, Brig, Gen as I Chck here 10 30d comnents. ]
Additional personnel Approve Dan «
do you A o Doy this sub 7 P y

Adwin Adewe admin, ILN. Brig. Gen. Principel Investigator
Commonts:

Also listed on this page is a link to the Submission Components. This table contains a link to the Initial Review Submission
Form and 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.

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.
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Reocdor PDF Packer x

To order Submission 1tems for packel crestion, please dick on item row and drag it up or down to the
desired location.

1 Initial Review Subrmessica Form Version 1.0

Licanse 1o hold drugs and devices Version |

b Gonmraty FOF Packet

iRIS 11.02

A pop-up window will display the items selected. You can drag the items to reorder them, then click the Generate PDF

Packet button.

Please Wait ...

iIRIS is preparing your print document.

While the system prepares your documents, the screen will be grayed out. Once the system is done preparing your

document, a new window will display in a PDF format. You will have the ability to view your submission packet.
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Initial Review Submission Form (Version 1.0)

1.0 Transitioning to Initial Review Submission

L1 Pleass anlect the type of Ressarch:

IRB - Initial Review Submission Packet

Note:
« This is the submission packet. The Study Application should be attached
below under "Study Application Form™, To access the sttached “Study

After the PDF is created, it will open in a new window. 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 on this

page.

Jane Investigator jr., M.D. Brig. Gen. as Click here to add comments.
Additional personnel Approve Deny Comments:
do you Approve or Deny this submission?

This form requires your electronic LS -

signature. p,ggword:
Please enter your User ID & Password:

Save Signoff

iew Other Comments:

Admin Admin admin, R.N. Brig. Gen. Principal Investigator
Comments:

If you select Approve iRIS will assign the next user in the list their user assignment task and the submission will continue
in the workflow. If you select Deny any other sign off task will cancel.
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My Workspacas =

|90 Monter:  TRE-19-1859
U T

Srucy Asyistant

iRIS 11.02

Lalidae

Erersty

J:‘ Tk Acsion Dt udde Duto Creetes) Owte Comgleted Tota! Thmse
g v satumission Azewet S | 0 ' 19 Maure
w R " ¥ A "
1 g e ‘ »
(e al] o he - r ‘ mor 3 )
¢ e 1 1 ' L '
Vs S I » o
 E— —] i
All Tasks  outstanding Complatad B
Takh Lien: | g ¥

Zubmizsion SignoH Dened

03 ae/101%
O4: 47 PM POT

Submissnn rejected

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

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.

My Workspaces =

Frotcnl herm

:l'-u::— ..m“ 191w Study Aszstant

_ ®  Siaawsns sty

B Back
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This will open the same Workflow Submission Tracking screen after completing a signoff task. The workflow will update
as the submission moves forward in its processing. The screenshot above shows that the submission successfully passed
required signoffs and is currently sitting in the IRB submission queue.

If users you have assigned have not completed their signatures, the Workflow would show that they are still in process.
The Principal Investigator and the Study Contact would also receive notifications from the system to alert them that a
certain user has not completed signoff yet.

Responding to Corrections

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

The screenshot below shows a task for Pre-Review Changes, called a Submission Correction. This task will remain on
your homepage until you respond to the corrections and resubmit the form to the review board. Click the icon in the
Open column to open the Pre-Review Corrections form.

All Tasks Outstanding

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
The Review Board will post Stipulations to the form. These Stipulations will detail out what they are requesting to be
changed, and some stipulations may direct you to a document or form that needs to be changed.

Any stipulations added by the review board will populate within the Pre-Review Corrections form. 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.”

Links to Components section of the stipulation will list the details about the linked component(s).
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Section view o the Fann | Vuthow viww of the §oves

2
"“"" 1.0 Review Rosponss Form

L1 Stpsiatives
Descriptien
SEUAtiom TYIMG [ WIselathen siant o aibwsand
Lioks to
Compunernts
Do one wccept
this WA '
Stigradartbon »
S B 1 U5 x ¥ TFolFamly DU F Y S I N T =. 8 ® % @
Q. & -

For each linked component, as seen above, you will be given the following:

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
If the stipulation is requesting a document to be added and / or removed from the submission, the stipulation will
appear similar to this example.

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.

The operation is to add a new attachment (Study Documents, Consent Forms, Sub/Attachment forms) to the Initial
Review form. For this operation you are given multiple options to respond to the request. You can choose to
Select/Revise Existing or Add a New Document. The Select/Revise Existing action button will retrieve the study
document library where you can select to attach or create a revision of an existing document. The Add a New Document
action button will allow you to search your local machine for a document that can be uploaded.
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DRescription:

Plegse add new Decument

Stipulation Type: (Stipuiation must be addrescod)

Links to .
Components Operation Action Slatus  Componest Mo
These o0 Ihe Aetnw
that are Arhed 2o i Add New Action Not Nense add the €2 2 SR
otidpp Attach Complete Please add the Sty Documer [ Adss Document }
Da you accept
this N/A Yes No
Stipulation?
« B I U & x x' FontFamiy = 12 - & |- By Er- Er E E S QA

After you have completed the actions associated to each operation the status of those items will move to complete. The
Action column of the component will also update as the action is completed. If you need to view or make any other
changes to the document, you may open the document from the edit/view icon in the Component Name column.

Description:
Please add new Decurment
Stipulation Type: (Stputation must be addrassad)
Links to :
Com ants Operation Action Status  Compooent Narme
4 AR the 2amy
RN ar T Yix Add New Action Coridedita Arkio e A
pEyonay } Athech Complete Study Document Standard Cansent (Version 1.0) % Comglete Action Incomplete Actior
Do you accept
this N/A ) Yes Ko
Stipulation?
el B I U & x x Font Family ~ 12 - & I~ 9=+ IE -+« E- F = %

Revise Components - Consents and Other Study Documents

If the submission component is requesting a change to a Consent or Other Study Document already attached, you will be
given the ability to modify the details about the document and you can replace the document with your revised
document you have saved to your computer or you can associate a completely new document.

Description:

Plesse odit the e of the dotument. Plesse remove the words "Demo” and "Test™ and sttach the final Consert Dotument with the appropniale ttle

Stipulation Type:  [Stipualation must be addewised )

Links to <

Operation Action Stat « "t Mame

Components wtis | Compomant Nasn

™ " LY

this Modify Existing Action Not g [ |

Attachenent Complete ___| Study Consent Demo Test Consent 1 (Version 1.0) mm

Do you accepl

this N/A Yes No
Stipulation?

Revise Existing — Select this option to revise the already attached document. You will be given the ability to Create
Revision and check out the document for modifications.

© iMedRIS Data Corporation 63



Study Assistant — Add a New Study iRIS 11.02

If the stipulation asks the user to revise a document, the system will create the next version of the revised document
when the user clicks, Revise Existing. An example of a revised Consent form is shown below. You are able to edit any of
the fields. The version number updates from 1.0 to 1.1 and you are able to check out the document for edits. Click Save
Changes to return to the Pre-Review Corrections form.

My Workapaces :" "":';":'f 191780 srudy assistant informed Cansent Document  Back
.
| Conserein || Bava Comee
[T——
Cosesst itk saert by Satect - D06 Cwerarnt

"Wersion Dubo: (7002000 3

Cotiogeey:  Commnt
Oacription

Wtk Baseber
' langesge: fger v
bt thar Tive smrans! b yomse saschsdation fiw exbiting Tech wvt [hx vem

S 0 e Faw oo

Corvevments.

After revising the document or adding a new one, the previous document and the current document will display in the
Component Name column. You can view the previous document by clicking the link to the document. You can modify
the current document by clicking the link to the current document. The Status column will update to reflect the action is
complete.

Description;

Please edt tha Utle of the document, Maase rmove the wards "Dermp” and "Test” and attach the fanal Consent Document with the approprate titse.

Stipulation Type; (Stipulation mwst be addressed)

Opratbon Action S2stus | Componont Narmm

Links to
Components

Modify Existing Action Study Consent Consent for Subject - D56 (Version 1.1) [ Campare Consent Version
sl atm ;b iz b . 4

Attachmont Complete

Study Consent Demo Test Consent 1 (Version 1.0) .

Revise Components - Study Application or Submission Forms
If the submission component 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.
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Arg you sure that ™is is a fuman Study?

Stipulation Lypel (Stiputation st be addressed)
Links to Action Stalms | Comporsent Matis
Components
hese mw the e . ! Initlal Review Submission Form  (Versian 1.0) R Ex ]
oo Modify Existing :‘;:";.:‘:: Section:  Transiboning to Initial Review Submisson :
b Question: Meass selact the type of Researcn

Do you accept

An example of revising the Study Application is shown below. The form being viewed is version 1.1 of the Study

Application. You would make any necessary changes then click on the Back button to return to the Pre-Review
Corrections Form.

[ i vew ot Form | [ B

2.0 [ TN - Redtisd Burieny |
g Satyrtiaian Pecket

10 B spptication Foom

20 @ Crovent Gacormmine

50 [ Other Sty Duxasvensts
6.8 1 Attt npeckt Bastieg

After revising the form or selecting an already prepared 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 stipslation 1 out of 3

Description:

Are you sure that this is a Human Study?

Stiputation Type: (Stipulation muest be addressed)

Operation Action States | Componet Name
Links to
C°:':P:':'°'.'“l il | Initial Review Submission Form  (Version 1.1) I Compare Farm Version
that ave (mbed to th Modify Existing Action L | Indtial Review Submission Form  (Version 1.0)
stigulatien Attachment Complete _— Section

Transtioning to Inkial Reviaw Subamisson

& Complete Action Incor
Questian: Please seiect the type of Research

After you make the requested changes based on the stipulation, you then indicate how you accept the stipulation by

answering N/A, Yes or No to Do you accept this Stipulation? You can also add an explanation to how the stipulation was
addressed in the text editor.
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iRIS 11.02
Stipulation Type: (Stipalation must be addmssed)
Operation Action STatus | Companent Narnwe
Links to
Components
< KONGRS \ Initial Review Submission Form  (Version 1,1) [ Compare Form Versaon ]
that ars brikad 1o e Modify Existing Action Initial Review Submission Form  (Version 1.0) R, 3 iy
p Attachmaent Compicte —-— RN ST SIS RN i & Lompiete ACtion incomplese ACtion
Saction Transticning to [nisal Review Submission
Question; Please select the typs of fesearch:
Do you accept
this N/A Yes No
Stipulation?
& B I U § x; x'* FontFamily v 12 v+ & v § - By E- =3 3 %
o (=]
Provide an
explanation on
how you
addressed this
Stipulation:

Stipulations Not Linked to Forms or Documents

Some stipulations from the review board may ask you to upload a document that was not originally submitted. If this is

the case, the stipulation will be listed with other stipulations within the form, but there will be no associated item to
revise.

You can respond to the stipulation by indicating “N/A”, “Yes”, or “No” and adding your explanation, then you can locate
the Submission Components data value within the form to upload the item requested by the review board.

Description:

Please upfoad the beochure and Myar 5o that It can be approved

stipulation Type: (Stpulstion mmst be sddressed)

Do you

accept this N/A Yes No

Stipulation?
s B I U § x x* FootFamly - 12 v 46 v Q- B E- = 3 B3 % M 0
> &
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Submission Components

1.2 Subnission C ts

P

+ £)
Add New Create POF

Component Packet

Inchede in PDI Packet _ _
Una : Revise/  All Submission Components

m Mtach
Submission Form({s)

113 - Review Response and Correction Form - (Version 1.0 (Incomplete))
) Initial Review Submission Form - (Version 1.0)
Application
) IRB Application - (Version 1.0)

Consent Form(s)

Category : Consent
.

] Consent 1 (English) - {Version 1.0)

Listed in this form will be a list of your current submission components. You can modify or remove items from this
screen as needed. This table will update with any revisions made to components through the stipulations.

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. To initiate this process, you must first revise the Initial
Review so that you can add attachments or modify existing items.

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 Revise Submission button located above the submission components.

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 adding a revision. Select the Confirm button.

Section verw of The Farm [’ Ttie varw ol T poret |

| [ YTty s Snbtion
Peonm

3.0 Other Study Documents

Sutrryssan
2 T Bl R
L8R O ichen Puches LSRR 1 S00MUent wias alimaiy stzactied in the STRGy Appieation, 00 AT umosd 1 agan heee. Tiis Wil Croms ipicates of Socusears Wit will aeed 1 [ vosdedt fatar
S 10 ks section, you Can Gpfodd and Allach sey ather Study docements (o0, prolocis, lmsesingatons 4 e materiats, % Lo regaet forma, stinty hatsbiats or olher
10 [ appduaticn roem mbscrllaneaus docsmening it oo et Seen attacted as part of e Sludy Aspication. Chck on the Help lcom (2] on the right Ser Rvtructisns.
"bﬂm | Sedpct Fawwig e Docamwen || Sebct 3 Rpwwe Sotey ” AT 3 Ve Tur et |

0.0 1} adcitianel npechet astiog L
View
D | Ve e Catmgian'y s ot bt Dt L R e Chus bl 0

o DOCATrees

A0 1 toavsat Dacameony — . @
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You will be able to navigate to any section within the submission, to access the Application, Consents, and Other Study
Document attachments. From each section you can add or revise associated items, just as you did when you initially
completed the Initial Review form.

1.2 bmission C

O : t)
Add New Compere Creote POF
Component ftem(s) Packet
Inciude in POF Packet _ Ravisions R
U Wevisen / All Subemission Components
S| g 6 e I,
Submission Form{s)
140 - Review Response and Correction Form - (Version 1.0 (Incomplete))

E Initial Review Submission Form - (Version 1.1)

IRB Application - (Version 1.0)

Application

Consent Form({s)

Category | Consent

3

Demo Test Consent 1 (English) - (Version 1.0)

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

Depending on your system’s configuration, you might or might not be able to create another submission form when
another has been created and submitted through the workflow but has not yet been completed. 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.

My Warkspaces B A e ars e e | Study Assistant Initial Review Submission Form Real - (Version 1.0) Kl Back

| Pt Pty | | soatiest ot Fiszs | | SsweBection | [ Seew ana Contiua s Net Seeson |

i Section view of the Form I |

Submissscn Packet tn the
0@ Review Board
e ER——
Uartach ::"':c".'" ;‘:: Titte
0 MAIN RIS 258 {Usestim 1.0

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

In the Study Management section on the study side, when the users clicks into the details of the form, in this case the
Initial Submission Review Form, and the property is set to “Yes”, the option to Add a New Application Type or Delete
Selected Version will not be available.
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IARas  deep und growet N :
My Workspaces S P1z 3 Xr.~<"|x;‘=':x Narw b, M.D. Bing. Cam Study Assistant Study Application Kl 8ack
}m_ m mrwtinn between rember o hines of sk ind ptyscl v
|

[ Comgam T Sewcng |

Cruatn »

Applicatse Typo < Approun! Duts Dt Croated Krwimel
1arus Applicatmm

Applicarses

v/
View

MAIN IRD APE (Version 1.0) o nut Adntin Agmin poriy 08-00- 2019 12:01 Agmiey Adren admin . OB-00-2019 12:09

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

My Workspaces & :’,','" T AT s Study Assistant Study Application I Back

[ Add 3 i Appicaton Type | [ Comparm Two Selected Veraons | | Dulste Selecieq vereion |

Wow Edit) | omcation Type ::’::';""’" Apgruvat Date Craated iy Date Cruated Date Woditied

feew, View

MAIN INS AP (Varsion 1 0) No el Aty Addmam admin DE-OG-J019 12201 Acin ASoin ndm 08-00- 2019 12.09

All Studies Recently Used Study Status

Stmly
Status

Corredation Debtwesn mamber of howrs of sieep arxf phy. h

‘r-."-l-T v , ‘ @

Hide

When the user click on the Forms button and the property is set to “Yes”, all submission forms with the application data
value will be unavailable for use, as long as there is a submission that has not yet been completed and exited the
workflow.
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Submission Form List X
Submission
Types with
Iy Applications
Ad Event F 3
verse bvent rorm Ej cannot be in
progress

concurrently

Appendix D: Controlled Substances Ej @
. . L . - I
Appendix E: Radiation Use in a Non-Clinical Area Ej @
Submission
Types with
I Applications
Submission Invitation Ej capnpnot be in
progress

concurrently

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

My Workspaces 3 (e D ] SR 0 S, an|  STUdY Assistant Amendment Form Il Back

[ Samporm Two vweskoon | | Defess Sebectma Foamis; |

W OV wuons dick om tha fokdor wor

I Unable to a Add a New form umtil the following form(s) have completed board processing: 100 Haview Sotevtwaon foom Basd (10 |]

O resul(s] found

Shew | Ediny A Sub. Track Process Submivwcn
l!n Follw | Details R - e pes Canarod Ny Date Crossnd
e 0 [eend J Hultipln --m

NG rocords rave toon areated

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 form, the system will alert you that the form has been completed.
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My Wiorkspaces ® M goceerih ""'!' ISAIS srudy Assistant Review Response and Correction Form - (Version 1.0) I Back

[[Persrresany | [ e aesom |

| Section view of the Faems | | Eniire whe ol L Fare

L Form has been Completed!

Fot Foom

[ e ar st |

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 remove from your incomplete tasks on your
homepage. 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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