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Introduction

The concept behind the “Multi-Site” module is that an institution can invite other institutions, departments in their own
institution to participate in their research project. When the Multi-Site property is enabled within iRIS, it allows an
institution to create a project and have other people working on different aspects of that same project.

The property which enables Multi-Site, is activated by a representative at iMedRIS after the Multi-Site module is
purchased.

Key Concepts

There are some key concepts that need to be understood when using the Multi-Site module.

Concept 1. There are two different types of Multi-Site models. This is the most important concept to understand as
using one of the models alters major functionality systemwide throughout iRIS.
1. Independent Model: This model takes away the ability to search for users throughout iRIS. All look ups are

replaced with single text fields, and users can only be added to a study if their First Name, Last Name, and
Email Address are known to the individual that is filling out the application.

\/ 2. Institutional Model: In this model all users throughout an institution are all searchable and
can be looked up and added to a study.

3.0 Assign key study personne

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

3.1 * Please add a Principal Investigator for the stu

3.1 * Please add a Principal Investigator for the study:
Independent
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L | —— | I

Select if applicable

) Department Chair SgMdUSa’ |
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or Fellow, the nam:

Clicking on any of
the "Add User” /
buttons will create 3.2 Add all other VA research staff personnel
A) Additional Investigators :
another row of single

4
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text fields in the - A) Additional Tnvestigators Clickin“g on the "Add ’ =
1 Lt respected table. . User” button will ’ Add Useely| 1 01060d Orovp)
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KEY
DIFFERENCE

Add all other VA research staff personnel

tigator is a Student, Resident, e of the Faculty Advisor must be supplied below
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which will allow an S~
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Study Shell &) Research Support Staff institution wide user \:\\ T PPET
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Figure SEQ Figure \* ARABIC 1

Figure 1 compares two Study Shell section 3 screens. The screen on the left is the screen for the Independent model and
the screen on the right is the Institutional model screen. Notice that the main difference is that the screen on the left
(Independent model) has single text boxes. When the “Add User” button is clicked, rows of single text boxes are added
for the respected question so that the desired user’s first name, last name, and email address can be manually added.

When the “Add User” button is clicked on the screen on the right (Institutional model), a search ajax window is
prompted and all personnel in the given institution are searchable.

© iMedRIS Data Corporation
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Concept 2. There are two ways to become a Multi-Site.

1. When a Multi-Site project is initiated, it starts off with the Core application, and invitations to participate on
the study are sent to other institutions from the Initial Review form. The Core submits the form to the IRB,
and the IRB reviews the Core package. In parallel to this process, the invited Sites receive their invitations
and fill out their Site-specific application and submit the application to the review board. The submitted Site
application is tied under the umbrella of the Core study.

2. Another way to become a Multi-Site is by starting off with a single site submission. If it is later decided that
other sites must participate on the study; a data value can be added to a form which once approved by the
board, can convert the single site into a Multi-Site study.

NOTE: You can never have a Multi-Site application and go back to a single site. The only possible way for that to happen

is if all the sites on a multi-site application close.

Core Level Roles

® Project Manager

*The “Initiator” of the project; they do not conduct the research themselves, they have the sites go out and do

the research.
e Lead Investigator
Site Level Roles
e Site Investigators

*Sites will always have Site Investigators

Concept 3. There are three differentiating icons that are used to identify a single study, Site, and Core.

This is a fundamental concept in Multi-Site
because it allows for anyone looking at the
application to know what is being viewed.

1) Looking at a regular application;
single study will display a regular
study icon, which is currently used
throughout the system.

2) Ifitis a Site application or form,
then there is a three-document
stack that gets placed in the
“Open” column for that
application.

3) A Core application will have a “C”
placed on top of the
three-document stack. This is very
important especially for a board
member who is reviewing the
submission.

© iMedRIS Data Corporation
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Multi-Site Setup for System Administrators

Multi-Site System Properties
There are five Multi-Site properties that allow users to view and conduct various actions. A quick overview of these five
properties will be provided in this section.

The following chart will list the Multi-Site properties and give a brief description as to what they dictate within the

system:
Property Dictated Action
system.allow_multisite_external_invite Sending External Invites
system.use_multisite_contact_invite ack Invite Response Screen
system.use_multisite_independent_model Using the Independent Model
system.use_multisite_lead_investigator Having a Lead Investigator
system.use multisite project manager Having a Project Manager

Users with System Administration access can navigate to System Administration > System Configuration > System
Multi-Site to edit the Multi-Site properties.

:ﬂf‘: E iMedRIS Calendar (@ Help 2 MyProfile -
Research Information System

My Workspaces = System Administration Setup System Properties n Back
2 " System Multisite % pownload Properties Script __| save After Edit
\-/ Name Value

system.allow_multisite_external_invite ® Yes No

Description: This property determines whether external sites will be allow to send multisite inviations.

system.use_multisite_contact_invite_ack ® Yes No
- Description: This property determines whether site contacts have an acceptance screen for multisite inviations.
system.use_multisite_independent_model Yes ®nNo

Description: This property determines whether the system multi-site performs to the independent IRB requirements.
system.use_multisite_lead_investigator ® Yes No

Description: This property determines whether the system uses the Lead Investigator on the Core study.
system.use_multisite_project_manager Yes ®No

Description: This property determines whether the system uses the Project Manager on the Core study.

Clicking on the "System Multisite" link within System Administration > System Configuration, will display

five system properties.

3 System Multisite

External Invites Property
Figure SEQ Figure \* ARABIC 3

The property system.allow_multisite_external_invite dictates if external institutions can be invited to participate on a
study. When this property is set to “Yes” institutions that are not already in the system can be invited, and when this
property is set to “No” only institutions within the system can be invited to participate on a study.

Calendar @ Help 2 My Profile

Setup System Properties

Svetem Multisite % Download Properties Script
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Property set to “Yes”

In the Initial Review Submission form, when contacts that must be invited to the study are not already in the system, the
name of the institution can be typed in the field under the “Institution Name”. Once the system cannot find the
institution, a dropdown message will appear.

1.2 Invite Institutions To Join Multi-Site Protocol

Invitation to Join Multi-Site Protocol

How many Institutions are you |nwhng?

Clear Row | Institution Name Select In jon Contact (s (e [ E o Lo e e T Email Address of Institution Contact
Contact Contact

| University of Californial

" We are not finding an Institution name £
match. v

{ﬁ Typing in the name of an institution that is not found in the
g m causes a dropdown me ge to appear. Clicking on

message will display single text fields which will allow for
an external contact's information to be added.

Figure S5EQ Figure \* ARABIC 5

Clicking on the dropdown message will display three single text fields under the “First Name of Institution Contact”, “Last
Name of Institution Contact” and “Email Address of Institution Contact” columns, shown in the image below.

1.2 Invite Institutions To Join Multi-Site Protocol .
Once the dropdown message has been clicked, three

Invitation to Join Multi-Site Protocol single text fields appear under the columns gathering
the contact's first name, last name, and email address.

How many Institutions are you inviting? I:I ‘

Clear Row | Institution Name Select Institution Contact [ e o M= S e e o IS e Email Address of Institution Contact
Contack Contact

o [University of California |

Figure SEQ Figure \* ARABIC 6

Property set to “No”

When the property is set to “No” and the name of an institution is typed that is not in the system, a validation message
will appear, and the institution’s contact will not be able to be added to the study.

1.2 Invite Institutions To Join Multi-Site Protocol

Invitation to Join Multi-Site Protocol A validation will DIEVEnl an
external invitation.

How many Institutions are you inviting? l:l

Clear Row | Institution Name Select Institution Contact Fo i o e B s (g2 ol ST Email Address of Institution Contact
Contact Contact

|Un|\rers|ty of California |

Q A Institution Name must be a institution defined in the system

A iNMadRIQ Nata CArnAaratinn 3
Figure SEQ Figure \" ARABIC 7
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The image above displays the error message stating that the institution is not defined in the system.

Invite Response Screen Property

The property system.use_multisite_contact_invite_ack dictates whether the screen with invite responses is displayed.

Calendar & Help 2 my Profile

Setup System Properties

_““' Download Properties Script

Determines if the Site

system.use_multisite_contact_invite_ack ® vog No Wi%ﬂ'fﬁg?g\:ﬁ;?:gggﬁg d

or if the invite responses
are displayed.

Description: This property determines whether site contacts have an acceptance screen for multisite inviations.

Figure SEQ Figure \* ARABIC 8

When this property is set to "Yes" four invite responses are displayed, and when this property is set to “No”, the Site
application is launched immediately after the invite is opened.

Figure 9 displays the screen that is presented to the recipient of the invitation when they open the invitation.

YiRIS v BiMedris

Integrated
Research Information m -

IRB Number: IRB-18-2454 _
My Workspaces & |alias: Study Assistant
Lead PI:

Site Contact acknowledgement to participate in a multi-site study
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Independent Model Property
The property system.use_multisite_independent_model is the most important Multi-Site property.

Setup System Properties

This property dictates whether an
open or closed system is being
used. When this property is set to
“Yes” no look ups will be displayed -
throughout iRIS. This means that all
areas and modules an institution
has will not have the ability to
search for users within their
institution.

£ Download F
"

Most important
Multi-Site

property.

system.use_multisite_independent_model ® Yes No

Description: This property determines whether the system multi-site performs to the independent IRB requirements.

Figure SEQ Figure \* ARABIC 10

This is a major system wide action and it turns all areas within iRIS that have the capability to search users into single text
boxes, as shown in Figures 1 and 11.

umber: IRB-18-2739 Study Assistant Simple MultiSite (Version 1.0)

Entire view of the Application ‘

sy Print Friendly g Save Section [ save

When the independent model property is set to

3.0 Assign key study personnel(KSP) access to the study "Yes", all of the personnel look ups will be
replaced with single text fields.

3.1 * Please add a Principal Investigator for the study:

m Emait Address

Add all other VA research staff personnel

A) Additional Investigators (. o Add User
Email Address
Remove First Name Last Name _—
Role
0 --none-- v
B) Research Support Staff (., Add User
Email Address
Remove Last Name -_——
Role
o --none-- v

3.2 * Please select the Study Contact(s)

m U ==

Figure S5EQ Figure \* ARABIC 11
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Lead Investigator and Project Manager Properties

The following properties control whether an institution will have a Lead Investigator or a Project Manager:
e system.use_multisite_lead_investigator
e system.use_multisite_project_manager

As a study can only have either a Lead Investigator or a Project Manager, these properties must not be set to “Yes” at the
same time. When the property system.use_multisite_lead_investigator is set to “Yes”, there will be a Lead Investigator on
the study, and if the property system.use_multisite_project_manager is set to “Yes” then a Project Manager will be on
the study.

calendar 4 Help 2 My Profile - Ge Log out

Setup System Properties n Back

5

System Multisite ; Download Properties Script Q Save After Edit

BT T Value

system.use_multisite_lead_investigator ® ves No
These two properties should not be set to
"Yes" at the same time as the study can

system.use_multisite_project_manager Yes ®No only have either a Lead Investigator or a
Project Manager.

Description: This property determines whether the system uses the Lead Investigator on the Core study.

Description: This property determines whether the system uses the Project Manager on the Core study.

Multi-Site Process [Study Side]

This section will provide a walkthrough of the Multi-Site process from the study side. The process for both Institutional
and Independent models is very similar with only one difference. As discussed in the Key Concepts section, the varying
factor between the two is the ability to search for all users and adding to them to a study, verses replacing all user
searches with single text fields.

Institutional Model
o The property system.use_multisite_independent_model must be set to “No”.

In this walkthrough, the Multi-Site properties will be set in the way a standard Multi-Site would be setup (same as Eigure
3):

system.allow_multisite_external_invite Yes
system.use_multisite _contact _invite ack Yes
system.use _multisite independent model No
system.use multisite lead investigator Yes
system.use_multisite_project_manager No

Step 1: Create a New Study

¥iRIS bvfé-iheums

Integrated
Research Information System

© iMedRIS Data COI'[ My Workspaces = 8

Hello

o .—(_1-."
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Figure SEQ Figure \* ARABIC 13

Step 2: Select a Study Application

7i :
:nE:fh:y e . Calendar @ H
Research Information System Path: Home

My Workspaces

e cancel and Return Q Start selected Application

Please select a New Study Application from the list below: ',a.'—
—
‘Form Name ‘Form Description -
-
Lo
-
-
-
-
-
-
-
-
-
-
-
-
-
-
’f,

-
®  Study Application **

Figure S5EQ Figure \* ARABIC 14

Step 2 Selecta
study application,
then click on the

"Start Selected

Application” button

Step 3:
Section
1 of the

study must contain the following Multi-Site question, answering “Yes” to this question triggers the Multi-Site icons.

© iMedRIS Data Corporation
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Pathway: Study Assistant > Add New Study > Application > General Information > ‘Is this a multi-site study?’

RIS vy

f@i&ledﬂls
Integrated

Research Information System

My Workspaces

Path: Home

Study Assistant Simple Simple (Version 1.0)

| Section view of Application | |

1.0 General Information

Entire view of the Application |

. —— W iy

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

® Yes No

D iy g el

. . iy Gy v W i el B St . —

Figure SEQ Figure \*

ARABIC 15

Step 4: Finish filling out the rest of the application. Immediately after the last section of the application, a user

(from the core study) is directed to the Initial Review Submission form. In section 1.2, the user can invite their
sites.

Step 5: In section 1.2 institutions can be invited to join the study.

© iMedRIS Data Corporation 10
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Section view of the Form | | Entire view of the Form

0B | Submission Packet to the e — — i — _—
Review Board

1.2 Invite Institutions To Join Multi-Site Protocol

- . Add the number of institutions that
Invitation to Join Multi-Site Protocol - must be invited to join the study.

How many Institutions are you inviting?

Select Institution F'rst Name of La;t Name of
No Institutions have been added to this Study

1.3 Branch?

Total Inclusion Enrollment Table

Figure SEQ Figure \* ARABIC 16

Step 6: After entering the number of Institutions invited, a table will appear with the number of rows
corresponding with the number of invited you selected. As users type in the single text field under the Institution
Name column, iRIS will search through the institutions already existing in the system and prefill the name of the
institution.

1.2 Invite Institutions To Join Multi-Site Protocol

Number of institutions added Two rows have been created in the table
Invitation to Join Multi-Site Protocol here, same number of rows

as two institutions must be invited; and I
the institution will prefill as users type in
the "Institution Name" text box
e
How many Institutions are you mwtl .g 2

created in the table.

Clear Row = Institution Name

Select Institution

First Name of Last Name of - P
Contact Institution Contact Institution Contact Email Address of Institution Contact
1 1.
2 Wally WOrld o = e o e o o o o e ==

Figure SEQ Figure \* ARABIC 17

Step 7: When an institution is added, an orange icon will appear in the “Select Institution Contact” column

1.2 Invite Institutions To Join Multi-Site Protocol

Once the institution name is
Invitation to Join Multi-Site Protocol

added, this orange icon will appear
in the cell for that institution under
al the "Select Institution Contact”
7 column.
How many Institutions are you inviting? |2
Clear S Select Institution First Name of Institution

Contact Contact

o Wally World

SR tion. Email Address of Institution Contact
Contact

Figure SEQ Figure \* ARABIC 18

© iMedRIS Data Corporation
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Step 8: Clicking on the orange icon shown in the image above will prompt an ajax window to appear. Here a user
search can be conducted and the different people with accounts created within the system for that added
institution will be displayed, in accordance to the filters used.

(B-15-2/U4

Study Assistant Initial Review Submission Form - (Version 1.0)
Any Search User: X
= acti
Last Name: S e—— First Name: . . —
- ﬁ Find User/Search Directory
b
. by Area: | All Areas ""-..“
-~ —
— by Location: | All Locations } 1 4
by Department: | All Departments ___,\—’ v
= In -
u'M
© JMakwana, Sameer Redlands smakwana@iMedRIS.com
-------_---h _ . . .
igat © Maldonado, Yadira s Research This "Search User” ajax window is
1 prompted when the orange button is
™ Mamo, Laura Research clicked. After finding the desired mann@aol.com
1 user, the icon placed in the "Select”
© Mandloi, Akshay, M.S. Click to Healthcare Syql  column for that user must be clicked. amandloi@imedris.com
- add. Once the select icon is clicked, the
©™ Mann, Clark Redlands user will be added to the table. lcann@aol.com
i c o Super Redlands _ s
O Mann, willie Redlands Iwmann@aol.com
0]
— © Mano, Quintino Research —
y I ™ Manso, Ana Maria Research
™  Manswer, May A Research
0 Marks, Jenny Lynn Research L
W
™ Marler, Matthew Robert Research - [

Figure SEQ Figure \* ARABIC 18

Step 9: Once the desired user is found, the icon for that user placed in the “Select” column must be clicked in
order for that user to be added to the “Join Multi-Site Protocol” table.

1.2 Invite Institutions To Join Multi-Site Protocol N .
Once the insfitution name is

added, this orange icon will appear
Invitation to Join Multi-Site Protocol in the cell for that institution under
£ the "Select Institution Contact”
/ column

How many Institutions are you inviting? |2

Clear S Select Institution First Name of Institution | Last Name of Institution q S
Institution Name tact tact Email Address of Institution Contact

o wally world

Figura SEQ Figure \* ARABIC 20

© iMedRIS Data Corporation 12
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Step 10: Complete and Signoff. The form will the follow its workflow, and invitations will be sent out to the added
users from the selected institutions. Upon signoff, If the users that needs to sign off doesn’t have an account in

the system, there should be a new status in the Workflow-Submission Tracking which states “Waiting for all user
accounts to be created”. If the users already have accounts, this status would not appear.

Note: A user must have an email address associated to their account in order for them to be added to the invitation list. If
the user does not have an email address, a validation will prevent them from being added to the list.

1.2 Invite Institutions To Join Multi-Site Protocol

User cannot be added
e . o as there is no email
Invitation to Join Multi-Site Protocol address for the user in
the system.

How many Institutions are you inviting? |1

First Name of Institution Last Name of Institution - S
Institution Name Select Institution Contact Email Address of Institution Contact

o Wally World ' Sarah Maggs

A Email cannot be empty

Figure SEQ Figure \* ARABIC 21

The user can add their email address by going to My Account and inserting their email address in the email address field,

or a user with System Administration can go to User Accounts > Search user > Click on the user’s name > Add email
address.

1.2 Invite Institutions To Join Multi-Site Protocol

_— ) . User can now
Invitation to Join Multi-Site Protocol

be added.

How many Institutions are you inviting? |1

Institution Name Select Institution Contact C‘I::‘s;';lame IR LS Ct:z;ame o T Email Address of Institution Contact

wally world Sarah Maggs smaggs@uworld.com

Figure SEQ Figure \* ARABIC 22

® Note: As the system.allow_multisite_external_invite is set to “Yes”, invitations to institutions that are not found

within the system can also be sent. If this property is set to “No” then the only institutions that can be invited to
participate are institutions that are already in the system.

© iMedRIS Data Corporation 13
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Independent Model (Central IRB)

The property: system.use_multisite_independent_model is set to “Yes”.

The only difference between the Institutional Multi-Site process and Independent Multi-Site process is the Study Shell
section 3 search capability. In the Independent model process all of the user searches are turned off and replaced with
single text fields. In this model, if a user must be added to a study, their first name, last name, and email address must be
known by the person adding the user to the application.

For images see Figures 1 and 11.

Site Invitations
Invitations are sent out to Site Contacts that were added on the Initial Review Submission form. This section will go
through the various responses, and the process for each response.

o Note: The Site invitation responses only appear if the property: system.use_multisite_contact_invite_ack is set to
“Yes”. If the property is set to “No” once the “Open” icon is clicked on an invite, the Site application will
automatically be launched.

Site invitations are sent when all of the users that are supposed to sign off on the submission sign off on it, and in the
case of the external invite property being set to “Yes”; all of the invited users have accounts created for them in the
system. After all of the users sign off on the Core application, the Core application is sent to the IRB submissions queue
for review.

If an invited user views their invitation before the board has approved the submission, they will not be able to see any of
the submissions forms that belong to the study, shown in Figure 28. If the invited user views their invitation after the
board has approved the submission, they will then see all of the submission forms that belong to the study they are
being invited to participate in, shown in Figure 25.

Site Invitation Process

The user(s) invited to partake in the study will find a new task under Study Assistant > Tasks. This task will read ‘Multi-Site
Study — Site Contact Invitation to Participate’. This is the invitation to participate on a Multi-Site study.

When the “Multi-Site Study — Site Contact Invitation to Participate” link is clicked, the page will automatically scroll to
down to
show ‘V?ﬂf_:v MedRiS

/ .
Retotreh Systom 05/18/2018 05:22 PM PDT

“
A” My Workspaces & | Study Assistant |

= calendar  {J Help 2wy Profile ~ the

Tasks
Clicking on this task will route
the user to the "All Tasks" .
queue, where all of the Multi- I Multi-site Study - Site Contact Invitation to Participate B I

Figure SEQ Figure \* ARABIC 23

E

Tasks” queue, which will contain all of the Multi-Site invitations awaiting a response from the logged in user.

© iMedRIS Data Corporation 14
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i ’ D
’R',S“:Y — 0 3 Calendar @@ Help & MyProfile ~ | GeLog out
Resaareh nforssation Systam 05/18/2018 05:22 PM PDT
My Workspaces & Study Assistant

The screen will automatically scroll

down to this queue when the "Multi-
AiTesks | ot ol R : —

TR _— J

3 result(s) found... 1-3
r
Click to Study Principal
e e m-
Test #6604
Multi-site Study - Site Contact Invitation to 03/02/2018 P [eesso
S alParticipate 11:02 AM PST
zﬁ IRB-18-2454
11/08/9017 est for site investigator
Multi-site Study - Site Contact Invitation to |11/08/2017 jpa——
participate 08:34 AM PST pprov
<Not Assigned:>

MS "upload CSV" data value

06/01/2018

<Not Assigned>

Multi-site Study - Site Contact Invitation to 11/07/2017

Participate 09:12 AM PST ) )
IR8 <Not Assigned> <Not Assigned>

Figure SEQ Figure \* ARABIC 24

When the open icon shown above is clicked, the invite will be displayed. Four responses to the invitation are available
within the invitation:
These four responses will be discussed in detail in the coming sections. The four responses are as follows:

1) Accept — Start the site application now

2) Accept- Wait for the Site Investigator to accept
3) Forward- Defer to another Site Contact

4) Deny- Our site does not wish to participate

Site Contact acknowledgement to participate in a multi-site study I

My Workspaces & :::::pn | study Assistant [

) Cancel - Return to Home Page | Esa\msdection

You have been selected as the contact to participate in the study:

test for site investigator

Please select your option on how to proceed below:

Accept - Start the site application now:

Accept - Wait for the site Investigator to accept:

Four available responses

Forward - Defer to another site contact: ) to the invitation.

Deny - Our site does not wish to participate:

Printable
Version
o Include
Submission Form(s): in Submission Component Name - Version
PDF Packet
Application
O EIRB Protocol Template - (Version 1.0)

Figure SEQ Figure \* ARABIC 25
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Accept - Start the Site Application Now
The invitation is received by the Site Contact. If the Site Contact chooses the option: ‘Accept — Start the site application

now’ they will be taken directly to the Site-specific application.

RIS v Biedris y g
Integrated
b I jon Systam - —
IRB Number: IRB-18-2454 . .. . . .
My Workspaces = |alias: Study Assistant Site Contact acknowledgement to participate in a multi-site study
Lead PI:

OCamel—Reh.lmhanmPage | ESaveSelechon

You have been selected as the contact to participate in the study:

Please select your option on how to proceed below:

Clicking on this will

Accept - Start the site application now: -§;§

Accept - Wait for the site Investigator to accept:

Forward - Defer to another site contact:

Deny - Our site does not wish to participate:

Figure SEQ Figure \" ARABIC 26
At the end of the application, the Site Contact will sign off on the submission, and the form will then be routed to the IRB
submissions queue.

4 s IAccount: wally Worldl
E/IR!S by/b"'hadnls epartment: - Main HQ

Integrated .
Research Information System Path: Home

My Workspaces & Study Assistant Submission Routing Signoff

After the Site application has
been filled out, the Site
Study Title: M test 7 Contact will be asked to sign
Submission Reference Number: 007344 off on the submission.

o Include
Submission Form(s): ] Submission Component Name - Version
PDF Packet

Submission Form(s)

O Protocol Location Submission - (Version 1.0)

Wally World as Site Contact

do you Approve or Deny this submission? '/ Approve '/ Deny

Save Signoff

Figure SEQ Figure \* ARABIC 27
This concludes the process of the “Accept- Start the site application now” response.

Accept - Wait for the Site Investigator to Accept
If the Site Contact views the invitation and chooses the response ‘Accept — Wait for the Site Investigator to accept’ a
popup box to choose the Pl for the site to invite populates, as shown in Figure 28.

© iMedRIS Data Corporation 16



Multi-Site iRIS 11.01

ViRIS vy BiMedris

Integrated

System
IRB Number: IRB-18-2717 ) ' . ) .
My Workspaces = Alias: M test 1 Study Assistant Site Contact acknowledgement to participate in a multi-site study
Lead PI:

You have been selected as the contact to participate in the study:

Mtestl Principal In
Once a Principal Investigator d,
their name will be displayed next to the
Please select your option on how to proceed below: "Add User” button.

Accept - Start the site application now: *Please select a Principal Investigator to invite:

Accept - Wait for the site Investigator to accept: @
L | R ) rdduser
Forward - Defer to another site contact:

Deny - Our site does not wish to participate:

Printable
Version

Submission Form(s):

Figure SEQ Figure \" ARABIC 28

After the invitation is sent, Site Contact who had originally received the invitation still has the “Site Contact Invitation”
placed in their queue. This invitation will only be removed when the Site Investigator they have invited responds to the
invitation.

MiRIS bv,@«heums

Integrated .
Research Information System Path: Home

IRB Number: IRB-18-2717
My Workspaces & LB =3 Study Assistant Site Contact acknowledgement to participate in a multi-site study

lSite PI: World, Wally I

e Cancel - Return to Home Page Q Save Selection

You have been selected as the contact to participate,in the study: The Site Contact can change
M test 1 who receives the invitation
even after it gets sent, but not
after the invitation is

Please select your option on how to proceed below: accepted

Accept - Start the site application now: *please select a Principal Investigator to invite: V

Accept - Wait for the site Investigator to accept: I
I wally World @ Change User
Forward - Defer to another site contact:

Deny - Our site does not wish to participate:

Deny - Our site was unable to find any available Investigator:

2

Printable
Version

Submission Form(s):

Figure SEQ Figure \* ARABIC 28

Before the Site Investigator responds to the invitation, the Site Contact has the ability to open the invitation again and
change the user that was invited, shown in Figure 29.

© iMedRIS Data Corporation 17
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In Figure 29, as the user “Wally World” has been selected as the Site Investigator by the Site Contact, Wally World has
received the invitation but has not replied. Therefore, the Site Contact can still open the invitation and has the option to
use the “Change User” button to invite a different Site Investigator.
When a Site Investigator is invited, they receive a home screen task under:
Pathway: Study Assistant > Tasks
your last login was

Study Assistant

Featured Study Operations

Calendar () Help

I Multi-site Study - Site Investigator Invitation to Palticipn I
0
o

e SEQ Figure \* ARABIC 30

When the home screen task is selected, the page scrolls down and automatically takes the user to the Approval/Denial
page. If approved they are taken directly to the site-specific application.

: A t: Wally World
Q’LR!S by MedRis ccount: Wally Worl

Integrated

Research Information System .

IRB Number: IRB-18-2717

My Workspaces & f:::’m_ M test 1 Study Assistant Site Investigator acknowledgement to participate in a multi-site study

Site PI:  World, Wally

e Cancel - Return to Home Page Q Save Selection

You have been selected as the investigator to participate in the study:

Mtest 1

Please select your option on how to proceed below:

Accept - Start the site application now: Selecting this starts the invitation

Deny - I do not wish to participate:

Selecting this makes the invitation go
back to the Site Contact, and says
that the Pl has denied the invitation. E]

Printable
Version

Submission Form(s):

mponent Nam

Figure SEQ Figure \* ARABIC 31
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However, if the Site Investigator selected by the Site Contact denies the invitation, the Site Contact can then invite
another Site Investigator. This process has take place twice in Figure 32.

fiRIS oy" BiMedriS

Integrated
Research Information System Path: Home

IRB Number: TIRB-18-2717 _ . _ .
My Workspaces = Alias: Mtest 1 Study Assistant Site Contact acknowledgement to participate in a multi-site study

Lead PI:

MiRIS °Y@-ihednls

Integrated
Y1 Research Information System Path: Home

IRB Number: IRB-18-2717 . w ) .
My Workspaces Alias:  Mtest 1 Study Assistant Site Contact acknowledgement to participate in a multi-site study

Lead PI:

Pl

[SpRme——

You have been selected as the contact to participate in the study: Denying the invitation

M test 1 will remove the invitation

from the Site Contact's
tasks.

Please select your option on how to proceed below:

Accept - Start the site application now: *please select a Principal Investigator to invite:

Accept - Wait for the site Investigator to accept: wally world Denied Invitation
Forward - Defer to another site contact:
Rodrigo Urbina Sufijo, CDR Denied Invitation
Deny - Qur site does not wish to participate:
Deny - Our site was unable to find any available Investigator: . 6) Add User

Version

Figu £
Submission Form(s):

Printable
Include
Subi
PDF Packet

Figure SEQ Figure \* ARABIC 33

Component Name - Vel

When this happens, the Site Contact can keep inviting other Site Investigators, by clicking on the “Add User” button
which will get displayed when a Site Investigator denies the invitation. The only other option the Site Contact has at this

stage is just denying the invitation by selecting the option “Deny — Our site was unable to find any available Investigator”.
This response is the only response that is not in read-only mode. This is shown in Figure 33.

Forward - Defer to Another Site Contact
When selecting the option ‘Forward — Defer to another site contact’ a popup box to choose the Site Contact to forward
to should populate. Shown below:

E/iR’S by iViedRIS

Imagrated System Path: Home
IRB Number: IRB-18-2722 _ . _ . .

My Workspaces @ |alias: Study Assistant Site Contact acknowledgement to participate in a multi-site study
Lead PI:

GCamd—nenJmmHmPage | ESamSelection

You have been selected as the contact to participate in the study:

M test 6

Please select your option on how to proceed below:

Accept - Start the site application now: () *Please select a Site Contact to forward this invitation:

Accept - Wait for the site Investigator to accept: () E T |

I Forward - Defer to another site contact: (®)

©il

Deny - Our site does not wish to participate: -:j:-|/\§

| Choosing the "Forward" option will |
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By selecting this option, the current user who is the Site Contact is choosing to not take part in the study and is also
giving up the ability to select a Site Investigator.

Deny - Our Site Does Not Wish to Participate
Deny — Our site does not wish to participate.

RIS "V%ihadms

Integrated
Research Information System —
Site IRE Number: IRB-18-2454 ) » ] o
My Workspaces & |alias: Study Assistant Site Contact acknowledgement to participate in a multi-site study
Lead PI:

{-) Cancel - Return to Home Page | _Esavesdecﬁon

You have been selected as the contact to participate in the study:

Please select your option on how to proceed below:

Accept - Start the site application now: ()

Accept - Wait for the site Investigator to accept: ()

Site has denied

Forward - Defer to another site contact: () the invitation.

I Deny - Our site does not wish to participate: (®) I

Figure SEQ Figure \* ARABIC 35 Access
Request and User Accounts

Site Access Request

System Administrator can create a user ID and fill in information for those invited to be on site application. Once saved, a
notification will go out to the person to let them know they have an account and to start their site application.

PR R RPN RRRRY?

User Accounts
When Multi-Site is enabled in a system, three new roles a displayed on the Assign System Access and Roles screen.

Pathway: System Administration > User Accounts > Assign Access

ﬁlR’S by iViedRIS

- . .
Integrated Path: Home > user accounts Calendar  /Help & My Profile G Log out
Research Information System
My Workspaces [ System Administration User Accounts n Back
Last Name: | maggs | % Download I.IserPnﬁleTmmhhel . Upload User Pmﬁlzl
Status: E )
Email Add i Search for the desired user,
mail ress: f .
then click on the icon placed
Institution: [-

for the user in the "Assign

Access" column. () Add a New User

Assign User
Access Training

1 result(s) found...

Delete

Switch to User |User Name User ID Primary Department

Login Enabled |Status Date Created

Notes

‘;3) Maggs, Sarah k smaggs Healthcare System - Research No Active 08/10/2012
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.

M‘R’S by iiedRIS Account:
Integrated Path: Home > user accounts
Research Information System

My Workspaces 4] System Administration Assign System Access and Roles for Ack, Abby

When Multi-Site is enabled, these
three new roles will be displayed
within System Administration = User
Accounts = Assign Access.

Institution Signatory Contact:
Institution Principal Investigator:

Institution Research Staff:

—

I

The following are the three added roles for Multi-Site, when these are checked, the system uses this as an additional
filter when allowing users to add people to different roles:
1) Institution Signatory Contact: When this role is assigned to a user, the system will pull this user in the search for
when a Site Contact must be added.
2) Institution Principal Investigator: When this role is assigned to a user, the system will pull this user in the search
for when a Principal Investigator must be added.
3) Institution Research Staff: When this role is assigned to a user, the system will pull this user in the search for
when a Researcher must be added.

Site Management Tab [Core Application]

On the Study Summary screen of the Core application, a “Site Management” tab is available next to the Study
Management tab.

™iRIS b"%-ihednls

. . . Integrated .
This tab is only available on Research Information System FEIEE (LTTE

. . . Alias: .

prompts the “Site

Submissions Study Management Site Management Subject Management

Management” screen.
Through this screen the

Core study can view some

The Study Summary screen of a
Core application, contains a "Site
Management" tab. When this tab
is clicked, another screen which
displays all of the sites for this

information on the Site
studies. The kind of
information that the Core
has access to will be
discussed in this section.
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Note: Sites will only be able to see their own work and will not be able to see the work of any other Site. Only the Core is
privy to the Site Management tab and Site information.

iRIS v Bilearis i @r & e -
Integrated your account

Research System Path: Home

My Workspaces = :;i:::m ‘ Study Assistant Site Management Back

Subject Management

Site Invite Expiration

Details

Site Contact

Site Status Institution/Site Site Principal Investigator

]

)

1 Clicking on this icon will prompt an ajax
\=p window to appear. This ajax window will
display the invite details.

P T T u——

Clicking on the Open icon will prompt

S the Site's Study Summary screen.

The Core can open the Study Summary screen of any of the Site’s listed on the Site Management screen. The Core can
see what forms Sites have filled out and their progress, track where the invitation is, and the status of the site. Even
though the Core can see what forms and applications Sites are working on, the Core cannot edit or submit forms on
behalf of the Site.

When the Core clicks on the ‘Open’ icon for a Site, the Core will be able to view all of the sites contents and forms
pertaining to the study will be shown, however the Core cannot modify any form.

iRIS b“fé-ihedms

I rated
n":fmn Information System Path: Home > study mgmt.

Alias:
My Workspaces = Lead P} Study Assistant
Site PI:

test fi t vestigat:
Sy e = | fministration MI

T A

Protocoel Items 1

Core Forms & Documents l

®  submissions History

Study Correspondence

Informed Consent »

The name of the Site will be
screen for the site. .

T TIAere are no outstanding submissions.

Application for Continuing Review / Renewal
Ashley's First Form

Branching and validation Form

Branching Test Sub Form
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Clicking on the “Site Invite Details” icon will prompt an ajax window to appear. This ajax window will display the
invitation details for that Site and will allow for the Core to see the status of the invitation, along with the roles and
names of the personnel that are in possession of the invitation. The “Study Site Invite Details” ajax window is shown in

Figure

wiRIS :
mm:vreqh.dms

Research Information System

Calendar o Help 2 vy Profile -

Study Assistant Site Management

IRB Number: IRB-18-2723 Study Title: M test 7

My Workspaces =

Subject Management

Study Site Invite Details:

Institution/Site Name Wally World Redrigo Sufijo, CDR & World, Wally

—— __ Date Recenved

Site Contact Accepted 05/22/2018 11:00 AM PDT

Site Contact wally World

This ajax window will be displayed
when the icon in the "Site Invite
Details" column is clicked for a Site.

e Cancel

As seen in the image below, the Core can see the status of all of the Sites that they have invited.

EriR’s by iiViedRIS

Integrated
Research Information System —— -
IRB Number: IRB-18-2717 .
My Workspaces = Alias: M test 1 Study Assistant Site Management
Lead PI:
ey m

Site Principal Investigator

Study Management Subject Management

Site Invite Institution/Site

Details ‘ Site Status

Administration

wally world & Mathur , Anu'™M N, B.S. Capt.

Core Site can go to their "Site Management" tab and view the
status of the Sites that were invited.
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Form Details

Data Values
This section will discuss the seven Multi-Site data values within iRIS. These data values can be added to forms by users
with System Administrator role access by navigating to:

Pathway: System Administration > System Forms Designer

The following seven data values are related to Multi-Site:
1. Invite Institutions to Join Multi-Site Study
Multi-Site Study Core Table Populates Data Collection from Sites
Convert a Single Site Study to a Multi-Site Study
Select Institutions to Receive Multi-Site Changes
Attach to Multi-Site Study Master Consent
Multi-Site Invitation Site Name
Attach Multi-Site Site Application Form

S A

EIER’S by H adnls -

Integrated
Research Information System

My Workspaces & System Administration =

Invite Institutions to Join Multi-Site Study

Multi-Site Study Core Table populates data collection from sites
Convert a single Site Study to a Multi-Site Study

Select Institutions to receive Multi-Site changes

Attach to Multi-site Study Master Consent

Multi-Site Invitation Site Name

Attach Multi-Site Site Application Form

Invite Institutions to Join Multi-Site Study
Adding the data value: Invite Institutions to Join Multi-Site Study to a form adds a section on the Core application which
allows the Core to invite sites to join their study.

As seen in Figures 16-18.
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iRIS 11.01

Multi-Site Study Core Table Populates Data Collection from Sites

® Key: The Site needs to be approved.

This value is used when closing a study or doing a continuing review for the core. On the Core’s side, it will have a list of
all the sites on the Study and the Core will be able to select the ones they want. From there, the Core sends the form to
the site; the sites get a notification and when opened it populates with information from the dynamic table that the user
defined in the Forms Designer. Each site represents one row on the dynamic table, site fills in information and sends back
to core. The table is then automatically populated with sites information on the core side. (see here for example)

Convert a Single Site Study to a Multi-Site Study
Step 1: This will be done by a user with

System Administration System Form Designer - Convert Single Site Study to Multi Site

System Administration access within System
Administration > System Form Designer. The

data value "Covert a Single Site Study to a
Multi-Site Study" must be added onto a -
form.

Question Text: Would you like to convert this study from a Single Site Study into a Multi Site Study?
*Data Type: | Convert a single Site Study to a Multi-Site Study

N

- The guestion text and data value have

been added to the form "Convert
Single Site Study to Multi Site”.

Sty psssiant m

\ This data value adds a "Yes/No" question to the form. The

Submissions Study Management

In the Submissions tab within the Study Summary
screen, a form can be added with the coverting to Multi
-Site data value. Once this link is clicked another
screen will be displayed where an "Add form" button
must be clicked in order to add this form.

guestion asks if the user wishes to convert the study into a
Multi-Site study. If a "Yes" selection is made, and the board
approves this form, then the Site will convert from a single
site to a Multi-Site.

Step 2: On the study side navigating to the Study Summary
screen and viewing forms under the Submission tab- the
form containing the data value added in the previous step
will be available for selection.

I. Convert Single Site Study to Multi Site

Step 3: The form will contain a “Yes/No” question invoked by the data value entered in System Form Design. If a “Yes”

selection is made to this question and the form is approved by the board, then the study will be converted from a single

study to a Multi-Site study.

i RIQ Nata NArnaratinn
© IMed IRB Number: HUM12118 .
My Workspaces & |alias Study Assistant
PI:

25

Convert Single Site Study to Multi Site - (Version 1.0)
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Select Institutions to Receive Multi-Site Changes
Add to push form. Lets you select the institution you want to send the form to.

Step 1: The data value "Select Institutions to Receive Multi-Site Changes" must be added onto a form. This will be done
by a user with System Administration access within System Administration > System Form Designer.

Step 2: The “Push Form to Selected Institutions” node must be added to the workflow of the same form. This will be
done by a user with System Administration access within System Administration > System Form Designer > click on the
Workflow button.

Step 3: When the Core goes into their Study Summary screen, the Submission tab will display the Push form (the role
access must allow the form to be displayed in this section).

IRB Number: IRB-18-2784
My Workspaces = Alias: Study Assistant
Lead PI:

]w Study Management Site Management Subject Management

The "Select Institutions to Receive Multi-
Site Changes" data value must be added to
this form, and the "Push Form fo Selected
Push Forms to Site _> Insfitutions"” node must be added in the

workflow of the form.

| R R E EEREIFIEE B B B B B B BB E B R

Step 4: When

Entire view of the Form |

1.1 Please Select Which Form to Send to the Sites

This will be the selected form. can also be a dropdown list
Study i Form ‘ depending on what is added to the form in System Administration =
System Form Designer

. S B - - Select from the Sites that are
1.2 Please choose which Institutions will receive this form listed in the table. Once

- selected, complete the form.

A

-
o e
-

-
Institution Name/ Site Principal Investigator

Wally World World, Wally
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Step 5: After the form is signed off on, the workflow node kicks in and the form that the Core wanted the Site(s) to fill
out gets sent to the Site(s).

," I Additional Tasks = I
[#]
o

‘ e Rensmd“

Step 6: Clicking on the task scrolls the user down to the “Multi-Site- Complete and Submit the Requested Form” queue.

Anew task appears for the
Site

-

n ITask List: |Multi-site Study - Complete and Submit the Requested Form ¥ I

4 result(s) found... 1-4

Click to Principal
open ) Investigator

RB Number

. i IMS Multiple Institutions
Multi-site Study - Complete and 05/30/2018

i Submit the Requested Form 09:42 AM PDT MS Multiple 1) IRB-18-2784 1) <Not Assigned:>
Institutions 2) IRB-18-2784-1 2) <Not Assigned>

g

Step 7: After the task is opened, Figure ____ will be displayed. The Site will be able to fill out the form that was pushed by
the Core by clicking on the “Click here to start this form” button.

Account: Wally World

- Calendar Q Help = My Profile ~
IRB Number: IRB-18-2784
Alias: M Study Assistant
e 4 Bl v
Site PL: _ World, Wally

v

j | Entire view of the Form

s Print Friendly Q Save Section [

- 1.0 Protocol Changes

1.1 Populate Data Collection

Please choose Institutions to Populate Tables with

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

Select

Institution Name/ Site Principal Investigator

Status on Study

wally world World, wally

Administration

1.2 Attach Site App

. _ ‘_ This is the form that is being pushed
Click here to start this form.
‘ & e here 15 torm and was selected by the Core.

After the form is filled out by the Site, it will continue to follow its workflow.
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The "Select Institutions to Receive Multi-Site Changes" data value must be added to this form, and the "Push Form to
Selected Institutions" node must be added in the workflow of the form.

Attach to Multi-Site Study Master Consent
This data value must be added to the Initial Review Submission form. When the Master Consent form is approved by the
board

This data value works with the “Push form to Site” workflow node.

Once the institution is chosen, the workflow node kicks in and sends the form to the selected institution.

Then go to the User—Switch accounts who received it, a task must be sent to the recipient called “Multi-Site Complete &
Submit the Requested form”.

MiRIS " BiMedris .

rated Calendar ) Help 8wy Profi
Rasech System Path: Home > study mgmt.
IRB Number: IRB-18-2763 . . [ =
Alias: 1 Study Assistant Initial Review Submission Form - (Version 1.0)
Lead PI:

My Workspaces L]

sy Print Friendly @ Refresh Constant Fields Q Save Section E Save and Continue to Next Section s

Section view of the Form | Entire view of the Form

Submission Packet to the
1.0
B Review Board

12.0 Master Consent Clicking on this button will display an ajax

— — 12.1 Master Consent window which will allow the user to add a

_— - Consent form.

“,-L
- ‘ & Select or Revise Existing [, Add a New Consent ‘
— I S e e S -y
0 10 Master Consent Test Study Consent Category I English @
S A— 38.63 KB
1200

© As the Master Consent data value was added, a section on the

Core's Initial Review Submission Form appears which will allow
the Core to add a Master Consent form.
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The Site can then

M;Rfs by = dRIS Account: Wally World  ( You have switched accounts. )
e e Department: WW - Main HQ Calendar
Research

System Path: Home

IRB Number: IRB-18-2763 _ _
Alias:  ® s S—— Study Assistant Protocol Loc on - (Version 1.0)
Lead PI: S  Ssa® & S8 e

My Workspaces =

s_mﬁ—ul,l dersl(nnsh-trtﬂsl I;

Section view of the F Entire view of the Form L N "
‘ on view of the Form | ‘ ‘ Clicking on the "Add a New Consent" button
[ Signatory Institution X N o will prompt an ajax window to appear This
L 2.0 Location Site Application ajax window will allow the Slte to add the
202 [PSYSIPWRONORE [, . picase pescribe your role on the study Master Consent document
Click here to access the text editor. !
Study Consent Add Selection Method: ﬂ

2.2 Please Upload any Study Documents here:

(. Add a New Document | Q; A
= Add an new informed consent from the Master Informed Consent?

(@) Add an informed consent from an existing electronic document you already have?
5 Trmrreri o) (e e CE et (s - a v v

2.3 Please Attach your Informed Consent Here:

1 () Add a New Consent |

m
Versi

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

T———

Study Assistant Protocol Location Submission - (Version 1.0)

s‘h'mtﬁ-imdlfl _Queﬁsum-tﬁeusl I;;;

m |

After the "Next Screen"” button is

e Application clicked, this ajax wiindow will
appear. Select a Consent from
rour role on the study the dropdown list.
i the text editor. a8
3 Study Consent Add from Master: ﬂ

y Study Documents here:

* Please select the Consent Version:
Master Consent Test ( English )

View
Document

2 been attached to this form.

ar Informed Consent Here:

-
--
- e
Version

een attached to this form.

_Q&nerate(nnsentfr'pmthe Masterl

iew
Docume:
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Study Assistant

ole on the stu

axt editor.

dy Documents

tle

attached to th

ormed Conser

Sponsor
Version

1

iRIS 11.01

Protocol Location Submission - (Version 1.0)

Select Existing or Create Revised Study Consent

Select Category: | --none-— - |

version#:[ |||

Version Date:| | v| between| | [Eq]
—

Title: | |

Search level: ®) T1op () all

Expiration Date:| | v| between| |

Unddahlm(onsmtl ﬁﬁterbommenisl

1 result(s) found...

Consent
Outcome

Expiration
Date

Out By |Document|Revision

Master Consent Test

1.0 Study Consent Category English
1

05/25/2018 1 @

18.98 KB

After the "Generate Consent from the Master” button
is clicked the Consent form is added and this ajax
appears and can be crossed out. Revisions to the

consent can also be made here.

View
Docume:

© iMedRIS Data Corporation

30



Multi-Site

My Workspaces E Study Assistant

Informed Consent Document

[ ome |

IRB Number:

“ Waltv world

All

Approval nm,|:| [l berween ]
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Multi-Site Invitation Site Name

When this data value is added to a form, it will display the name of the Site that is viewing the form to be displayed on

the form. This is an informational data value.

Attach Multi-Site Site Application Form

This data value allows you to attach the Site application to another submission form.

Edit/Save Form Details:

My Workspaces & System Administration

| — Define Form Usage Properties & Details

|IEdi‘lfSave Form Details

appl

System Form Designer - Initial Review Submission Form

Users that must sign off on the
ication can be added here
and the application will be routed

- -
N to them for sign off before going fo
: - the board.
— ! -
pr— ! PR o *
‘ — - - - ——

Use Routing Signoff Shaet:

if "Yes" then

®ves ONo

Associate the form with Apphmnn(s) to ine if
the Routing sheat is used

If no associations ara made then tha Routing sheet is
used.

If any associations is used then a routing sheet will only
be present with the selected Application used on the
Study or Project

[P ——

Delete |Application Name
Thig form iz not limited the routing sheet with a particular application

The dropdown in this list

- provides three options which

dictate who can see the form.

-

- — - —— - -

Include for Multi-site Institutions: No Site Usage
Site Only Usage
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0 Include for Multi-Site institutions: In the Study Management area, when a user opens a study they can see the

forms. Using this field, you can say whether or not a form is included.
o No Site Usage: For the core
o Site Only Usage: Only for the Sites on the Study
o None: Both

0 Initial Review Form: Use Routing Signoff Sheet:
o Inthe Open Case (Schulman, Principal IRB) Should be ‘No’ to be able to build signoffs into the workflow.

Workflow Designer

Similar to the Forms Designer, actions were added to the Workflow Designer for Multi-Site. The following four actions are
related to Multi-Site and will be explained in this section: Send Sites Invitation to Participate on a Multi-Site Study, Push
Form to Selected Institutions, Create Institution/Site Consent from Master, and Wait for User Accounts to be Created.

Pathway: System Administration > Workflow Designer > Initial Review Form > Click on the desired level > Click on
the “Define Action” button

Send Sites Invitation to Participate on a Multi-Site Study
When this node is hit in the workflow, the form with the data value “Invite Institutions to Join Multi-Site Study” will be
used to send out the notifications. This starts off with a notification and then launches the Site Initiation Form if they

accept the invitation.

Workflow Designer - Define Action X

Qsave

Level Number: 1

Action Type: | -None—

Sends a notification to the
Site that is being invited.
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Push Form to Selected Institutions
When this action is used, it gives the Core the ability to send out the form to a specific institution, or to all of the

institutions.

The Core selects form and who should get the form. The form then gets pushed to

Workflow Designer - Define Action X

Level Number: 1

Action Type: | -None-—

Fush Form to Selected Institutions

Create Institution/Site Consent from Master
Allows the Site to take the Master Consent and add it as a regular consent to their application. The system duplicated the

Master consent and bundles it up with the Site application.

o Rundown: The Master Consent document gets submitted to the IRB and approved. Merge codes are
inserted in to the document for each site, then the Site invitations are sent, the system then takes the
Master Consent document and automatically merge in the Site’s site-specific information into that
document (Site specific information does not update the Master because the Master is its own thing).

Workflow Designer - Define Action X

Level Number: 1

Action Type: | —-None-— v |

Sites can merge Site-specific
information into the Master Consent
document.
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Wait for User Accounts to be Created
This node is a stop node, which prevents any invitations to be sent out until all of the requested account have been

created.

Workflow Designer - Define Action X

Qsave

Level Number: 1

Action Type: | —none-—

This node waits for the submission
to be sent to the selected users until
all of the selected users have
accounts created within the system.

Wait for all User Accounts to be created |

Multi-Site Process [Board Side]
IRB Submissions
Pathway: IRB Assistant > Submission
For the most part, studies are processed like any other submission. Some differences:
e Sites will inherit some of the properties within the Outcome tab (Review Cycle and IRB Expiration) directly from
the Core Protocol. This allows sites to be synchronized to the Core Protocol. This is controlled by a property.

® The system knows you’ve created virtual space underneath the Core Protocol (Study Shell) you have other ones
that are related as subsets of that and are all managed under that same container of a study.
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