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WCEg
About This Guide

This document presents the following topics:

An overview of Velos eResearch

Login and System Navigation

Personalizing the Velos eResearch experience by changing account settings and utilizing
customizable features

Creating foundational account elements such as organizations, groups, users, quick links, and
account forms

Managing studies, study status and study team members

Submit study or site documents for WCG IRB Review

Creating foundational study elements in the library such as events, calendars, fields, and forms
Managing patient enrollment, statuses, and demographic information

Analysis and management of study finances

Pulling reports using Report Central and the Ad-Hoc Query tool (AHQ)

Utilization of the Dashboard

Note: 1. Depending on your specific permissions, some functions described in this guide may

not appear in your user interface. If you see a functionality that you believe you should
have access to, please contact your system administrator for assistance.
2. eResearchis 21 CFR Compliant.
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1.1 Who Should Use It?

This guide is intended for system users tasked with functionalities associated with system
administration, patient management, and financial responsibilities who need to create foundational

account elements, review study, patient, financial and system data, and maintain the system.

This guide assumes users have a knowledge of managing patient data, clinical trial management

systems, and clinical trial regulatory requirements.
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2 General Information — Getting Started

Velos eResearch is a software system to manage clinical trials, also known as a Clinical Trial

Management System (CTMS).

This guide will cover system functionalities in both the Velos eResearch Enterprise and Velos

eResearch eXpress versions. Some functionalities may not be available based on your system.

eResearch Enterprise eResearch eXpress

In the Enterprise version, CTMS functionalityis = The eResearch eXpress platform provides
available including Study Management, Patient  CTMS functionality which includes Study

Management, Adverse Event tracking, Labs, Management, Patient Management, Forms,

Forms, Calendars, Financial Management, Calendars, Financial Management, Reporting

Reporting and Ad-Hoc Queries. and Ad-Hoc Queries along with defined user
permissions.

Additional functionality available includes:
eSample, eCompliance, Networks, Participant
Portal, and WCG IRB.
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2.1 Recommended System Configuration Workflow

The following diagram presents the recommended workflow for initial configuration, and identifies

the high-level tasks associated with each step.

Account Administration

Library Management

Study Management

Patient Management

Financial Management

Velos General eResearch User Guide

Organizations
Groups

Users

Account settings

Events
Calendars
Fields
Forms

Create Studies
Associate Calendars
Manage Study
Manage Study Team
Milestones

Add Patient Records
Enrcll Patients

Manage Patient
Schedules and Forms
Adverse Events and Labs

Create Budgets

Access Study Financials
Manage Invoices
Manage Payments

Report Central
Build Ad-Hoc Queries

(AHQ)
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2.2 System Access

The Velos Implementation Team will provide the initial access to the System Admin

who then will

create and manage user accounts. For more information on how to add users to Velos eResearch

see the Users section.

Note: This section is not applicable to users with Single Sign On (SSO) access to eResearch.

After a user account has been created, users will receive two welcome emails.

The first email contains the user’s Username (Login ID) and Application URL.

F ‘ Velo aech Customer Senvices <customersuppont@velos.com
Your New Velos eResearch Account

Acton Rern

Dear New Velos eResearch Member,

Welcome to Velos As per your 's request an account has been created for you. Your account information is displayed below.
Login 1D

Application URL : hitps //eresctrid. com/veios/np, o009

have any concerns regarding the privacy of your information.

To begin using the Velos eResearch system, login to your account.

ceen important *40*

Please remember that the above information needs to be kept in a secure place. Any one with access 10 the above information can access your account information.

Thank you for your interest in Velos eResearch.

Your password will be sent in a separate email. Please login to your account, g0 to the Personalize Account section’ and change your password immediately. You may of course change your password at any time should you

Velos eResearch

This emad transmission and any documents, files or previous email messages attached to it may ¢ thatis legally privieged. i you are not the mtended recipant of a person responsible for

delivering this transmission 1o the intended recipient you are hereby notified that you must not read this transmission and that any disclosure, copying, printing. or use of this. strictly "

you have received this transmission in error, please notify the sender by return email and delete the original transmission and Its attachments without reading or saving in any manner.
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The second email contains the user's Password, e-Signature, and Application URL.

I l Your New Velos eResearch Account

Dear New Velos eResearch Member,

Welcome to Vielos efl As per your Orgs 's request an account has been created for you. Your account information is displayed below:

Password

E-Sgn

Application URL : hitps.//eresctril veloseresearch.com/velos/isp/ereslogin.ise

Please login to your sccount, go 1o the ‘Personalize Account section’ and change your password immediately. You may of course change your password at any time should you have sny concerns regarding the privacy of your
information.

To begin using the Velos eResearch system, login to your account.

*oe% Impartant ****
Please remember that the above information needs to be kept in a secure place. Any one with access to the above an your account inf

Thank you for your interest in Velos efesearch.

Velos eResearch

This emasl and any files or | messages attached to it may contain that i legally f you are not the intended recipient or a person responsible for
delvering th transmission 1o the intended recipiont you are hereby natified that you must not read this transmission and that any disclosure, copying, printing, distrib use of this s strictly prohib: "
you have received this transmission in error, please immediately notify the sender by telephone or return email and delete the original i and its without reading or saving in any manner.

Note: A user's e-Signature is a unique 4 to 8-digit code that is used to save pages throughout

Velos eResearch Enterprise and Velos eResearch eXpress.

2.21 Logging In / Logging Out

To log into the system users will need their username and password, as defined by their welcome

emails. If you have not received your welcome emails and require access, contact your system

administrator for more information.

2.2.11 Logging In

After receiving login credentials via emails, users can log in to Velos eResearch. For more

information about the welcome emails, see the System Access section. For information on how to

change your password, see Password / e-Signature.
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To log in to Velos eResearch:

1.

Using a system-supported browser, open the Velos eResearch login page by clicking the

application URL found in either of your welcome emails. The Velos eResearch login page will

display:

o
20

o
WCE" Velos eResearch

E Enter your user name

ﬂ Enter your password

Technical Support

2. Enter the username and password found in your two welcome emails, and click LOG IN.

L]
2

WCE" Velos eResearch

E ExampleUsername

LOG IN=>

Technical Support
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The default homepage displays.

» Current Page: Velos eRessarch »> Homepage

Search A Study | Search a Study Advanced Search

Last Modified Studies =
Quick Access Study Mumber Sludy Title Sludy Stalus
= B @ P01 Hypertensicn Diagnostics Phase 1 Mot Active
BaB20
. P49 PhegePharm Study on Viral Reduction Active/Enrolling
5] E o P33 Migraine Treatment Phasea 1 Not Ackive
.
B a00 pa7 Migraine Shidy Phasa 1 Active/Enralling
.
@ - B0 P48 Study for Hypothyroldism Phase | Active/Enralling

Quick Links

Clinical Trial Listings Alisting of all activa clinical tials

What is a Snapshot? @ Click On o] to view the current study snapshaot.

Request Permission
Mo Recards Found

2.2.1.2 Logging Out

To log out of Velos eResearch:

1. Click Logout button on the top navigation bar within Velos eResearch.

A ® 3] O SusanTraining2

# Account Forms

Study Status
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2. After clicking the Logout button, the user’s active session will end, and the Velos eResearch login

page displays:

o
WCEg" Velos eResearch

E Enter your user name

ﬂ Enter your password
LOG IN->

Technical Support

Warning: If the browser window is closed instead of using Logout, your active session will
persist, and you may lose any unsaved information that you were working on prior to
closing the browser. Review the Terminate an Active Session section to learn more
about terminating an active session.

2.2.2 Terminate an Active Session

If a user loses internet connection unexpectedly, or closes the browser window without logging out
properly, their session remains active until the automatic logout time is reached (default automatic
logout time is 15 minutes). If a user attempts to log into Velos eResearch when their session is still

active, a warning message will appear as shown below:

You are currently logged in from a different session. All unsaved data in the existing session will be lost if you login again. Do you want to proceed?

Ok Cancel

Note: Velos eResearch does not allow concurrent sessions.
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To terminate an active session:

1. Click OK on the left side of the warning message.

Ok Cancel

After clicking OK, a new active session will begin, and the homepage will display:

» Cument Page: Vielos eResearch >> Homepage

Search A Study  Search a Study Advanced Search

Last Modified Studies
Quuic] 55 Study Number Study Tithe

5] E @ P101 Hypertension Diagnosties Phase 1 b

5 e @

BEaE0 P39 PhagePharm Study on Viral Reduction Active/Enraling

B B O P33 Migraine Treatment Phase 1 Nat Active

= s =/

2 aE0 PaT Migraine Study Phase 1

. =
2 aE0 P98 Study for Hypothyroidism Phase |
My Links 4 Quick Links
Chinical Trial Listings A Esting of all active clinical trials
WUnread(0) @ Read(D) EAcknowledgements(D) [UNREAD MESSAGES ] What is a Snapshot? @ Click On B o view the current study snapshot

MName Study Request Permission Snapshot

[No Records Found
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3 System Navigation

Navigation throughout the Velos eResearch application will vary, depending on the task, your
specific permissions, and the page you are viewing. Information on navigating within specific pages
will be discussed in each functional section of this user guide. However, there are some consistent,
basic elements of the application located at the top of the page that you can use to navigate the
system, regardless of which page you are using. Review the following diagram below to understand

the basic elements of system navigation:

Personalize ¥ Manage ¥ Libraries ¥  Reporting ~ Study #, Title or Keyword Q A& (@ 5] O Susan Training2

: o ;

1. Navigation menus: Allows you to navigate to core system pages which include Personalize,

Manage, Libraries, or Reporting menus.

2. System Search Bar: Allows you to search for a Study that the user logged into the system has
access to by using the Study Number, Study Title, and Keywords defined on the study Summary /
Study Details page.

3. Home, User Guide, and Logout buttons:

Icon Name Description

n Home Takes you to your default homepage as defined on the Settings page. See
the Personalize section for more information about setting a default

homepage.
User Displays the most recent system user guide for your reference in a new
Manual tab.

Logout Securely logs you out of the system.

Note: When using the search bar, Velos eResearch will only return data that the searching user
has access to. For information on user access rights, see the Groups section or
Appendix E — Permission Types and Appendix F — Study Role Permissions.

Velos General eResearch User Guide 6 December 2022 Page 20 of 624



wcg

4 Personalize

Velos eResearch provides the user the ability to modify their account information and personalize
their experience in the application through the use of the Personalize menu. This menu provides

access to the following pages, as described in the subsequent user guide sections:

= My Profile
= My Links
= Settings

= Password/e-Sign

41 My Profile

The My Profile page provides a means to change basic account information such as an address,
phone number, email address, and research involvement details. This information can be changed at

any time from this screen, requiring only a valid e-Signature.

Note: To ensure access rights are granted appropriately in eResearch, it is not recommended
to make changes to "My Profile", unless instructed by your system administrator.

Warning: Adding a Specialty on My Profile will prevent users from seeing patients and studies.
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To change details on the My Profile screen:
Click the Personalize menu in the upper-left hand corner of the screen and select My Profile.

Personalize ¥ Manag

1.

My Links
Settings

Password/e-Sign

The My Profile page displays:

. -

B0

[FETI——

e i

¥ -
.‘. :
] K
A 5}
§ &
s &
4
i
i
1
z 3
&
| B

FGANT-28:200 Kammaes Toma A% aa Canaal

B s LT eI

Sancr wn g

2. Add or enter information as needed.

Note: A red asterisk denotes a mandatory field.
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3. Enter your e-Signature (see the System Access section for information about obtaining your
initial e-Signature from your Welcome email) in the field at the bottom of the page and click

Submit to confirm.

* .
e-Signature Enter e-Signature

4.2 My Links

It is possible to include links to external pages within Velos eResearch as a resource, if needed. If
added, links will be displayed on the default Homepage within the My Links section. The My Links
page allows users to add, modify and delete links. Links added here are only viewable to the end

user who created the link.

421 AddLinks

Users can add links to the My Links section of their default homepage using the Personalize menu.

To add new links to the My Links section of the default homepage:

1. Click the Personalize menu in the upper-left hand corner of the screen and select My Links.

Personalize ¥ Manag

My Profile

Settings

Password/e-Sign

Velos General eResearch User Guide 6 December 2022 Page 23 of 624



wcg

The My Links page displays:

B et Pagw Prcsenabon Sceauind o by ks

Wy Fasll m Seing  Fasawonds-Sgn

TN [551 Dk QREDIERS BKS 10 D2 INCUGE 1N N8 Ty LN BECTON 0F your HOmEpage: ADDNEW LIRSS

Section Hesading Lk s

Cinical Trizs. List ot Acter Cinical Trials tps: Cuenclinlcakrhls. ooy &

2. Add new links by clicking Add News Links on the right side of the screen.

ADD NEW LINKS

®

The Enter Link Details page displays:

I Comvet Pl Prraianiie: Al = A Midliphs Lk

ey Potie m Setegn  Panwsoiv S

Entikr Lina Datsily

+ T include this link under an exisiing seciion heading, enter its name heve_ I you provide a new name._ the link will be placed under the rew Section Heading
- Enter compiste UL s T wee mylLink com’ or Tpoifp myLink com” (284 char max )

R “

3. Enter the required information into the available fields including Section Heading, URL, and
Description details. The description entered here will be the active link visible on the user’s

homepage within the My Links gadget.

TP —

[T ———
wy prome m SemAgs  Puskasnbe S

Erter Link Dwtails

= To Inchade this link under an exisiing section heading, enter (ts name here. If you provide 3 new name, Fw link will be placed under the new SecSon Heading

- Enter complats URL ag. T Mwww sy Link oom’ o Tpoifp. mylink com” (258 ¢har mao. )
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Note: Section headings organize your links by grouping them together under the same
description. If you would like multiple URLs to display under the same section heading,
enter the same section heading text for each entry. Ensure that any documents you add

to an existing heading uses the same spelling and punctuation that was used in the
existing section heading.

Warning: When entering a URL, it must contain either http:// or https:// for the links to work
properly. Failing to do so will result in broken, unusable links.

4. To save the new links, enter your e-Signature and click Submit to confirm.

2\ RSB LY e-Signature * | m

The new links have been added and now display within the My Links section of the default
Homepage and on the My Links page.
My Links page view:

Default Homepage view:

My Links

Clinical Trials List of Active Clinical Trials

4.2.2 Modify Links

Users can modify links that already exist on the My Links section of their homepage using the
Personalize menu.

Velos General eResearch User Guide 6 December 2022 Page 25 of 624



wcg

To modify existing links:
1. Navigate to the My Links page by clicking the Personalize menu in the upper-left hand corner of

the screen and selecting My Links.

Personalize ¥ Manag

My Profile

Settings

Password/e-Sign

2. Click the link within the Link Description column of the entry you would like to modify.

My Frofile m Seiltings = Password/e-Sign

The list below displays links to be included in the 'My Links' section of your Homepage: ADD NEW LINKS
Section Heading Link Description Link URL Delete
WCG Clinicals Home Page DEMO MY link % hitp:/iwcgclinical.com ®

The Enter Link Details page displays:

My Profile m Seftings ~ Password/e-Sign

Enter Link Details

- To include this link under an existing section heading, enter its name here. If you provide a new name, the link will be placed under the new Section
Heading.

- Enter complete URL eg. 'hitp:/hwww.myLink.com' or 'fip:/ftp.myLink.com' (255 char max.)

Section Heading WCG Clinicals Home Fage
URL* http:fwegelinical.com
Description * DEMO MY link

3. Update the required information, enter your e-Signature, and click Submit to confirm.

Valid E-Sign e'SignatUre' sene

The updates now display on the My Links page and within the My Links section of the

Homepage.
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4.2.3 Delete Links

Users can remove links that already exist on the My Links section of their homepage using the

Personalize menu.

To delete existing links:

1. Navigate to the My Links page by clicking the Personalize menu in the upper-left hand corner of

the screen and selecting My Links.

Personalize ¥ Manag

My Profile

i

Settings

Password/e-Sign

2. Click the Delete button in the Delete column next to the link you would like to delete.

Delete

H

3. Click OK to confirm, in the pop-up message.

veltraining.veloseresearch.com says

Delete httpsy//www.wegclinicaltrials.gov from your links?

4. To confirm the deletion, enter your e-Signature and click Submit to confirm.

AL CRSBNY e-Signature * [ m

After clicking Submit, the link is permanently removed from the system.
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4.3 Settings

Within Velos eResearch, users have the option to specify the automatic logout time for their account,
and to select their default landing page. The Automatic Logout Time feature protects the privacy

and security of the user’s account by logging them out automatically after a period of inactivity.

Note: 1. Users can change their automatic logout time if not restricted.
2. Logout time is displayed in minutes and can range in time from 15-300 minutes.
3. Settings changed on the Settings page affect only your account.

In addition, each user has the option to define the default landing page for their functional role. For
example, a finance user may prefer to have the Budgets page as their default landing page instead of

My Homepage.

To access the Settings page:

1. Click on the Personalize menu and select Settings.

Personalize + Manage

My Profile
My Links

Password!e-Sign
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The Settings page displays:

The: autornatic lgout feature profects the privacy and security of your account, In case you are not working on your application ar walk away from your computer, your aceount will automatically logout after the specified
time has elapsed.

et | sl Tiore: a0
Cokor Schama | setect an option -
Diefull Hamepisge |My HomePage -

2. Change the automatic logout time for your account by replacing the value (in minutes) in the
Automatic Logout Time field.

Automatic Logout Time * 20| |

-OR-
If you would like to only, or also, change the default landing page for your account, select the

appropriate option from the Default Homepage dropdown menu. For more information on

Homepage options, refer to Homepage Options.

The automatic logout feature protects the privacy and security of your account. In case you are not working d

Automatic Logout Time * 300

Color Schema [Default WCG v]

Default Homepage [My HomePage 'J
Ad Hoc Query Home
Budget > Open
Manage Patients > Enrolled
Manage Patients > Open
Manage Patients > Schedule
Manage Protocols > Advanced Search
‘ Milestones
My HomePage
Report Central
| eCompliance
Study Patient ster
eCompliance Draft
eCompliance Reviewer

3. After making the desired changes, enter your e-Signature and click Submit to confirm.

VENL RN T e-Signature * |"" l m

The account setting changes have been saved.

Note: For any account setting changes to take effect, you must first log out and log back into
Velos eResearch.
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There are many homepage options to select from. My Homepage is the system default option. “My

Gadgets” is a homepage frequently used by financial personnel. For system users who primarily

work with patient records, the “Study Patient Roster” homepage is frequently used.

Review the table below for more information about each Homepage.

Homepage Name

Ad Hoc Query
Home

Budget> Open

Manage Patients >
Enrolled

Manage Patients >
Open

Manage Patients >
Schedule

Manage Protocols
>Advanced Search

Milestones

My HomePage
Report Central
My Gadgets

Study Patient
Roster

Velos General eResearch User Guide

System Users Primary
Role

Ad-hoc Queries
Utilization

Budget Management

Patient Management -
Enroliment

Patient Management

Patient Management -
Scheduling

Study Management

Financials
Management

All Roles
Reporting

Financial Management

Study Patient
Management

Landing Page

Ad-hoc Queries

Budget Browser

Manage Patients -
Enrolled Tab

Manage Patients -
Patient Search Tab

Manage Patients -
Schedule Tab

Manage Protocols -
Advanced Search

Financials Browser

Default Homepage
Report Central
My Gadgets

Study Patient Roster

6 December 2022

For Use Refer To:

Ad-hoc Queries (AHQ)

Browser Budgets

Enrolled Patients Tab

Patient Search

Schedule Patients Tab

Studies

Access Study Financials

N/A
Report Central

Customize the “My
Gadgets” Homepage

Study Patient Roster
Homepage
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4.3.2 Customize the “My Gadgets” Homepage

The My Gadgets homepage is a fully customizable landing page that allows users to view their own
snapshot of important system, patient, and financial information each time they log in. For most
users, the My Gadgets page is the recommended account homepage. For more information on how

to change the default landing page for your account, see Settings.

To add gadgets to the My Gadgets homepage:
1. Click on the Expand button on the left side of the page.

Personalize ¥ Manage v Libraries ¥ Reporting ~ Stud|
P Current Page: My Gadgets
~.. Quick Access @=zt®

Study #, Title or Keyword Account Forms

e

List of Active Clinical Teee

A listing of all active c®**

Patient ID on study O
Patient Study ID on study Study Number ﬂ
My Links All ($)  Quick Links Al @

The gadgets panel expands and displays gadgets that are available for use:

Personalize ¥ Manage v Libraries ¥ Reporting ~ Study #, Title or Keyword

P Cumrent Page: My Gadgets
olle
e ck Access =
Drag a gadget into one of the columns oL @ ®
@ Financial Study #, Title or Keyword m Advanced Search Account Forms
fo Patient Schedules
Patient ID on study a
B M
B My Studies Patient Study ID on study Study Number :]
My Links All (%) Quick Links Al B
List of Active Clinical Teee A listing of all active c *»»

Velos General eResearch User Guide
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2. Move your mouse cursor over any of the available gadgets that have not already been added to
your My Gadgets page, and click your mouse, hold the button in, and drag it out of the gadgets

panel.

Drag a gadget into one of the columns SRR

[ Financial Study #, Title or Keyword

Patient Scheddlaient ID on study L]

[E My Studies adget loading; please wajt

My Links

List of Active Clinical Teee

3. Drop the gadget into an available block on the My Gadgets page by releasing the mouse button

when it is positioned where you would like it to display.

gt
~.. Quick Access

Drag a gadget into one of the columns
[@ Financial Study #, Title or Keyword
Patient ID on study O

E My Studies Patient Study 1D onstudy  Study Number

My Links Al (B a

List of Active Clinical Teee A

y Patient Schedules

Note: Available blocks are indicated by light blue blocks that appear as the gadget hovers over
different sections of the page.

The gadget displays and loads relevant data that is available to the user.

Drag a gadget o one of the columns. - e
on study Study Number

B My Studes

PLSwdyiD [J Pr Status Study Number

No Records Found
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To modify/adjust gadget settings, use one of the available gadget options in the upper-right corner

of the gadget as follows:

Gadget Icon Gadget Name

129

o ® Change gadget
settings

(1)

E ® More information

(1)

G

— ® Minimize/Restore

V4O

(1]

— ® Expand/Shrink

L

V4O

(1]

V4O,

(1]

o Remove Gadget
3]

Description

Allows you to fine-tune each widget to display
different values, date ranges and other information
as needed.

Displays more information about the function of the
widget.

Clicking the Minimize button will allow you to
collapse the gadget into a static information bar or
restore it to its original state. This can be useful if
you have multiple gadgets and need more space to
view a different gadget temporarily.

Clicking the Expand/Shrink button will allow you
expand the gadget to the width of the page or
restore it to its original state. This can be useful if
there is a lot of data in a widget, and the increased
size will allow you to read the data more clearly.

Clicking the Remove button will allow you to remove
the gadget from your My Gadgets page.
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4.3.2.1 “My Gadgets” Quick Access Container
The Quick Access container of the “My Gadgets” homepage may be used for searching for a study or

patient, accessing account forms, and viewing, deleting, or adding My Links or Quick Links.

P Current Page: My Gadgets
q

= Quick Access @=®

m Advanced Search Account Forms
- ansity O (1] @
Patient Study 1D on study Study Number ~
My Links 9 Al () Quick Links o Al @
DEMO link DEMO link

Why does the lung hyperin®ee®

DEMO REACT2 Support Desk

Stuay #, Title or Keyword

1. Search Area:

a. Row T: Enter either a study number, title, or keyword, then click Search to locate a study.

=, Quick Access

P55

The study Quick Access information will appear in a new page.
-OR-
Advanced Search: Click Advanced Search to access advanced searching field options. Enter

field criteria, then click Search to locate a study.

P Curent Page: Marage Profecols == Search

Search By

Study #. Trke or Keyword Study: {l Study Team:

Therapauttic Area: Division: Study Type: Resaarch Type:

Study Organizations: Sponsor Type: Select an opfion > AgentDevice: Sludy Phage: Select an option -
More Study Cetails: Desease Site: Sectons: Appendic

Stals Type Curment Status: Select an option MCT Numiber Frrlue Study Completed Reflred Stanis

HKeyword. Stalus Displayed.  Select an opfion ~ (0 Excluge Study Completed Retired Studies

-OR-
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Row 2: Enter a Patient ID to locate a specific patient record. Check the checkbox if the

patient is on a study and then enter the Study Number, if applicable. Then click Search.

. Quick Access

Study #, Title or Keyword Advanced Search
14256 onstudy & P55 v ﬂ

The Patient Search page will appear, or, if a Study Number was selected, the Study Patients

page will appear for the study with the associated Patient Study ID information.

_OR_

Row 3: Enter a Patient Study ID and select the Study Number from the dropdown in which the
patient is associated to. Then click Search.

=, Quick Access

Study #, Title or Keyword m Advanced Search
Patient ID on study ]
14256 on study P55 v

The Study Patients page will appear for the study selected.

2. Account Forms: Click Account Forms to access the Form Response Browser. Click New to
complete a selected Account form from the dropdown. Any completed forms will appear in a

table below the Search area.

P Current Page: Account >> Form Response Browser

Form Name: | A Form Test C2 Patients(All Studies) - Schedule Li " | m
A Form Test C2 Patients(All Studies) - Schedule Li

Study Admin Checklist for PhagePharm
Previous entries for form: "A Form Tes' z dies) - Schedule L™

Filter By Date | All - m

No Records Found
Back to My Homepage
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3. My Links:

‘w Links a EI® b
[ Add New Link uitipre
Display Text * °

URL*

Section

e-Signature *

DEMO link h a

a. All: Click All to access the My Links page for adding, editing, or deleting My Links.
b. Add: Click Add New Link to add a link by completing the new fields, then click Save.

c. Add Multiple: Click Add Multiple to access the Add Multiple Links page. Complete required

fields then enter your e-Signature and click Submit to add.

P Current Page: Personalize Account > Add Multiple Links

My Profile m Seftings  Password/e-Sign

Enter Link Details

- To include this link under an existing section heading, enter its name here. If you provide a new name, the link will be placed under the new Section Heading.

- Enter complete URL eg. 'http://iwww.myLink.com’ or *ftp://ftp.myLink.com’ (255 char max.)

Section Heading URL Description

d. My Link: Hover over a link name. Click a link name to access the link. Or, click Edit to view

completed fields. Or, click Delete then enter your -e-Signature and click Delete to delete.

Delete Link #1: DEMO link
e-Signature *

e
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4. Quick Links:

Quick Links Al

Add New Link
Display Text *

URL*
Section

e-Signature *

DEMO link

Why does the lung hyperins== °
EMO REACT2 Support Desk

a. All: Click All to access the Account Links page for adding, modifying, or deleting Quick Links.
b. Add: Click Add New Link to add a link by completing the new fields, then click Save.
Quick Link: Hover over a link name. Click a link name to access the link. Or, click Edit to view

completed fields. Or, click Delete then enter your e-Signature and click Delete to delete.

Delete Link #1: DEMO link
e-Signature *

Delete Cancel
TN

4.3.2.2 “My Gadgets” Financial Container

The Financial container of the “My Gadgets” page may be used for adding new studies to the list and

reviewing and exporting Billing, Collection, and Payments information.

[1A Financial e
m Collection Payments

Study Number « Invoiceable

Invoiced Uninvoiced

DEMO 0187
DEMO 961

38,250.00 20,740.00 17,510.00

= Selected studies are sorted by Study Number
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1. Configure Settings: Click Configure Settings, then select a study and click Add to add the study

to the list. Click Close to close the Configure Settings area.

mﬁnancial ;@S o ®

Settings for Financial Gadget

You can add up to 5 studies DEMO 0188 “'}

DEMO 0187
DEMO 961

= Five studies maximum may be selected.
2. Billing: From the default billing tab, hover over the Study Number to view additional information,

or click a financial amount in any column to view a breakdown of the amount. Click Close to
close the pop-up.

'DEMO 0187 Invoiceable Report B

Download the report in:

DEMO 0187 Invoiceable Report

... Patient Patient Study Study
Organization Name D

- Coverage
Status pate Calendar  Visit Analysis

Amendment Fee - 06/22
Aaditional - - - - - - - Line 1234, Schedule A 15,000.00
Amount: 15,000.00

Equipment Setup Fee -
Additional - - - - - - - Amendment 1234123 11,000.00
Ameount: 11,000.00

DEMO Event : Lab Report

Clark‘ Lab PrOCeSSing‘ Event is
event  DEMO  DEmo  pEmooos Shuclured  Processing R marked as -Done [1 1,000.00
Annie Patlent VISt pEmO patients] Amount
1,000.00
. Study B B o Ei 29 B R B Status: 'Active/Enrolling’ 0.0 |
g . v 1 . P
! Scor, e idar 80600
ke DEMO Al events within the visit
o DEMO cE . Structured sy are marked as -Done [1 M

nnnnn

CSV Format
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3. Collection: Click Collection to perform the same functions as in the Billing tab.

{1 Financial 0= . ®

Study Number\ ~  Invoiced Collected Qutstanding

DEMO 0187
DEMO 961

20,740.00 19,964 00

4. Payments: Click Payments to perform the same functions as in the Billing tab.

ml-_lnam:ial }'@S [:®

Biling  Collection [EEVNENE X

Study Number ~  Receipts Disbursements Net Cash

DEMO 0187 38,950.00 1.000.00 37,950.00
DEMO 961

4.3.2.3 “My Gadgets” My Studies Container
The My Studies container of the “My Gadgets” page may be used for selecting the studies to display
in the table, searching for a study in the table, and for using Quick Access for study, patient, or

financial information for a study.

(=] My Studies W@E T ®
Study #, Title or Keyword Advanced Search

Quick Access Study Number Study Title Study Status
El - l!l ¥ P10 Hypertension Diagnostics Phase 1 Active/Closed to Enrd
EaBEMU§ |oemooin DEMO 4 - Lung Hyperinfiation in Adults w® ®*
K 3
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1. Configure Settings: Click Configure Settings. New fields will appear.
a. First radio button: Select how many of the most recently modified studies will display in the

table, by entering a number, then click Go. The most recently modified studies will appear in

the table below the Search area.

Settings for My Studies Gadget

@ sSelect the number of recently modified studies to display| 2

O select your studies (Add upto 25 studies)

Study #, Title or Keyword Advanced Search

Quick Access Study Number Study Title Study Status
B A M7y P Hypertension Diagnostics Phase 1 Active/Closed to Enrd
El @MV bpeEMOOI9 DEMO 4 - Lung Hyperinflation in Adults w ® ®®

4

= 25 studies maximum may be added

-OR-

Second radio button: Select the specific study or studies to display by selecting in the search
field and then click Add. The selection(s) will appear in a list below and in the Quick Access

table. Click Close to close the Configure Settings area.

[=] My Studies FO=Z0®
Settings for My Studies Gadget
O Select the number of recently modified studies to display
® Select your studies (Add upto 25 studies)
DEMO 0187 -
<
Close
P——
Quick Access Study Number Study Title
EAEMVY opemootsr DEMO 2 - Lung Hyperinflation in children ® ®
7 3

= 25 studies maximum may be selected
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2. Search: Enter either a study number, title, or keyword in the first row, then click Search to locate
a study. The study Quick Access information will appear in a new page. Or, click Advanced
Search to access advanced searching field options. For more information, refer to “My Gadgets”
Quick Access Container.

3. Quick Access: Click any of the quick access buttons to access the specific area for the study
information including Study Management (Study Administration button), Patient Management
(Patient Management - Enrolled Patients button), Budgets (Budgets button), and Milestones

(Financial Summary button).
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4.3.2.4 "My Gadgets” Patient Schedules Container
The Patient Schedules container of the “My Gadgets” page may be used for selecting patient study

records for viewing in a table to further access the Patient Study ID record or edit a Patient Status.

[ Patient Schedules ue =11 ®
Today ~

Pt. Study ID « Pt Status Study Number

DEMO3000F 2 ‘ Enrolled 3 DEMO 3000 Follow-up ***

1. Configure Settings: Click Configure Settings to open the Settings for Gadget Patient Schedule

area.

['(",Paﬁent Schedules

Settings for Gadget Patient Schedule

Default Fitter * Today v
® patient Study ID

O study Number

a. Click the Default Filter dropdown and make a selection from the options listed.

Sort By *

Default Filter * Today v
Past Due

Sort By * Past Month
Past 14 Days
Past 7 Days
Yesterday
Pt. Study ID Today
Tomorrow
DEMO3000F Next 7 Days
Next 14 Days
Next Month

4

b. Select the Sort By as either Patient Study ID or Study Number, by selecting the appropriate

radio button.
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Select either Ascending or Descending from the dropdown, then click Save.

The data selected will appear in the table and the selected header will be sortable as either

ascending or descending direction.

[ Patient Schedules FO=Z®
Past Due v
Pt. Study ID Pt. Status Study Number » Visit Visit Date
TMC09931 Enrolled 7 9l Initial Vi®®® 09/27/2021
C09931 Enrolled /961 Follow-u ® ®*® 02/01/2022
E T et 4
PO S P _lO & 461 || TR o zuel
MRN087790 Enrolled /%1 Lab Follow ® ® ® 07/08/2021
4 3
More

on the study.

Pt Study ID: Click a Patient Study ID to access the Protocols tab > Schedule page for the patient

P Current Page: Study Patient >> Schedule

Demographics ~ Patient Profile Reports ~ Appendix ~ Specimens

PatID: TMC09931 Pt Study ID: TMC09931 Age: 62 years Gender: Male PatName: DEMO Pafient Org: Benton Medical

- Screening/Enroliment Schedule

®

Study #: 961 E

ra
Select Schedule: | Structured Patient Visit Calendar, 09/27/2021 ~  wvisit: Al A LA

Adverse Events

Calendar: Structured Patient
Edit Calendar/Date  Vi§

September 2021 Visit Suggested Date  Scheduled Date

4 n Initial Visit 09/27/2021 089/27/12021

09/26/2021~09/28/2021

Visit Window

Edit Pt Status: Click Edit for a Patient Status to access the Protocols tab > Screening/Enrollment

page for a patient on the study.

Personalize ¥ Manage ~ Libraries >~ eSample = Reporting

P Current Page: Study Patient == Enrollment Details

Demographics ~ Patient Profile Repos  Appendix  Specimens

PatlD: TMC09931 Pt Study ID: TMCO09931  Age: 62 years Gender: Male PatName: DEMO Patient

- Screening/Enroliment Schedule

Study Number: 961 Ei @

Patient Study Details  Eggit Details

Org: Benton Medical

Velos General eResearch User Guide 6 December 2022

Page 43 of 624



wcg

Edit Visit Status: Scroll to the far right of the table, then click Edit for a specific patient’s Visit

Status.
[7 Patient Schedules FO=Z®
Today v
Pt. Status Study Number » Visit Visit Date
3000F Enrolled 4/ DEMO 3000 Follow-up *®*® 08/15/2022 45
Al Edit

a. Inthe pop-up, either use the power bar to Select All visit/events, select a status and a status

valid from date, and who performed the action, then click Update All Selected Rows.

Patient |D: DEMO3000F Patient Study 1D: DEMO3000F Study Number. DEMO 3000

Reason For
Change (FDA e-Signature *
Audit) P

Following are the Visit(s)/Event(s) available for the selection

Visit
Select Visit View  w Al + | Filter Visits/Events with Status | Not done v

Select Visit’/Events Status Valid From Performed By
" " Update All
O select Al Selectan option  + Selectan option v | gciecieq Rows
O initial visit Not done ~ Select an option ~
Baseline Evaluation Genetic Assay, Patient Pre-
valuation
(] Follow-up and Labs Not done v Select an option
Eollow Un Genatic Assay
) Follow-up Visit 1 Not done R Select an option ~
Follow Up

Individually, check a visit or event checkbox, select a status, select a status valid from date,
and select a performed by dropdown option.

b. Enter your e-Signature and click Submit.
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4.4 Password / e-Signature

Your password and e-Signature are integral security features of Velos eResearch. Your password is
used to securely log into the Velos eResearch application. Your e-Signature is a secure key unique to
your account, which is required to finalize virtually any data change or action within the application.
For security reasons or preference, it may be necessary to change your password or e-Signature on

occasion. Velos eResearch offers the ability to change both your password and e-Signature using

the Personalize menu.

To change your password:

1. Click on the Personalize menu and select Password/e-Sign.

Personalize ¥ Manag!

My Profile
My Links

Settings
Password/e-Sign Jy

The Password/e-Signature page will display:

You can change your current password or e-Signature. Criteria for selecting a password

' Check if you want to change your password.

Current password *
New password "

Confirm New password *

MNumber of days after which password expires 365

= Check if you want to change your e-Signature. (Minimum 4 digits)

Current e-Signature *
New e-Signature *

Confirm New e-Signature *

Number of days after which e-Signature 365
expires
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2. To change your password, check the “Check if you want to change your password.” box and type

your current and new password into the required fields.

Check if you want to change your password.

Current password *
-

Mew password *

Confirm Mew password ™

Mumber of days after which password expires

Note: Note that a minimum of 8 characters are required for a valid password.

Criteria for choosing a valid password:
= Do not reuse password from last 10 passwords.
= Password must contain at least three out of four given below characters sets:
= English upper case (A through Z).
= English lower case (a through z).
= Numeral (0 through 9).
» Special character (e.g., ) "~!'@#S%*&*-+=|\{}[]:;"'<>,.?/)
= Password and username may never be the same.
= More than 2 consecutive same characters are not allowed.
= Spaces are not permitted.
_OR_
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If you want to simultaneously, or separately change your e-Signature, check the “Check if you
want to change your e-Signature” box and enter your current and new e-Signature into the

required fields.

Note: A minimum of 4 digits is required for a valid e-Signature.

Check if you want to change your e-Signature. (Minimum 4 digits)

Current e-Signature *
New e-Signature ™
Confirm New e-Signature *

Number of days after which e-Signature expires 3685

3. After adding your new password and/or e-Signature, enter your current e-Signature and click

Submit to confirm.

Valid e-Sign [ERElsuETIEN ’....—

Your new password and/or e-Signature have been updated successfully.

Note: You must log out of the system for your new password to take effect. A new e-Signature
will take effect immediately after you click Submit.
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5 Account Administration

The foundation of a Velos eResearch account begins with the configuration of the account
management settings. One of the most critical steps you take in configuring and managing your
eResearch environment is mapping out organizations, groups, and other user permissions that
define the user experience. Consider, for example, that each user account, patient record, and study
must be linked to an organization. Further the organization that each of these elements is tied to
controls what studies and patients the end user sees in your environment. Therefore, considering
how many organizations, if there are any hierarchical relationships, or instances of multi-
organizational access is a foundational, and essential step to take before implementation, if
possible.

Also important are groups and other configured permissions, as users must also belong to at least
one group, and the sum of their group and other configured permissions are what dictate the totality

of their system-level permissions, and therefore, what data they can see, create and manipulate.

Note: 1. Thoughtful, forward-thinking design of organizations and groups is key to
successful eResearch implementations and workflow design.
2. If Networks is an option in your version of eResearch, please refer to Networks,
for more information.

Warning: 1. Organizations and Groups must be created prior to creating additional user
accounts, as each user must be associated with an organization and group.
2. This topic is for site administrators or super users. Most end-users will not have
access to the Manage Account module and the menu option will not display on the
menu bar.

Account management includes creating and maintaining the following elements:

= Organizations

= Groups
=  Users
= Quick Links

= Manage Account — Form Management
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Add Organizations

Configure Group
Permissions

Add Users
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5.2 Organizations

The first step in setting up the Velos eResearch system is to establish organizations. Organizations
are a foundational unit within Velos eResearch that represent an entity (Institution, Affiliate,
Department, etc.). Studies, users, and patients must be associated to at least one organization.
Permissioned users can add or edit organizations. There are four types of organizations as

described in the table below.

Type Examples
Hospital General Hospital
Laboratory Kinder Laboratories
Site Dr. John’s Private Practice, School of Pharmacy at WCG University
Department Oncology, Pediatrics, Hematology

Enterprise Only:  The Site of Service Type is Enterprise Only.

5.2.1 Add an Organization

Permissioned users can add organizations using the Organizations page.
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1. Click the Manage menu tab on the upper left of the screen and select Organizations under the

“Application” heading.

Manage ~

New

Search

Patients

New
Search
Enrolled

Schedule

Budget

MNew

Search

Libraries ~

Reporting ~

Application

Organizations {F_n)
Groups

Users
name
Links
Link.cg
Forms

Portals

FPage
Metworks

Search

The Organizations page will display:

I Curent Mage: Manega Accourt == Crgerizetions

Croups  Users  Account Links

Currently added Organizations are:

O @

et Hage 1

Crganization Name

Benton Medical

EBroad Axe Medicine

Central Haspital

Search By

Intal Hages: 1

Fomn Menagement | Mortel Admin | Metwaorks

Cirganizatian Mams irganiation 1yne

O =

Puws Par Pagy v

Parent Crganization

Hospital

el o |

Addl a New Organitzation

B P~ B

snneang 1 - 11 6t 10

2. Click Add a New Organization.

Organization Type :

‘Select an option V‘

Showing 1- 14 of 14

Rows Per Page ‘ ~ ‘

Add a New Organization

B ° B
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The Organization Details page will display:

B Cument Fage: Manage Account >> Organization Dwtais

m Groups  Users  Account Links  Form Management  Metworks

[Oiganization Detais

OnganizaBon Name *

Typa * Select an option
Descripbon

Parent Organization Salact an option b
Sae 1D

NG PO-D Select
Agdress

Cy

Sale

Zp/Postal Code

Country

Conlact Phone

Contact E-Mal
Noles

CTEPID

More Organization Detais

3. Fillin the required fields as indicated by an asterisk, and any additional information as needed in

the available fields. Click Submit to save your entry.

P Current Page: Manage Account >= Organization Details

Groups  Users  Accountlinks  Form Management  Networks

Organization Details

Organization Name *

Type* | select an option ~ |
Description

Parent Organization |_smu an option W
Site ID

NCI PO-ID Select
Address

City

State

Zip/Postal Code

Country

Contact Phone

Contact E-Mail
Noles

CTEPID

M
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Note: You can add a “Parent Organization”, which associates the organization as a subordinate

member of another organization, creating a child-parent relationship throughout Velos
eResearch.

5.2.2 Edit an Organization

Permissioned users can make changes to information associated with an organization from the
Organization page.

To edit an organization:

1. Navigate to the Organizations page and click directly on the name of the organization you would

like to edit.

B Current Page: Manage Account == Organizations
[oliiET el Groups  Users  Account Links  Form Management

Currently added Organizations are:

Se

| | Current Page:| 1 Total Pages: 1

Organization Name

Benton Medical

‘ Eroad Axe Medﬁ'cine

‘ Central Hospital

The Organization Details page will display:

P Current Page: Manage Account >> Organization Details

Groups Users Account Links Form Management MNetworks

(Organization Details

Organization Name * Broad Axe Medicine

Type * Site v

Description Broad Axe Medicine (Site)

Parent Organization Select an option b

Site 1D
NCI PO-ID Select
Address 123 Main Street
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2. Add or edit information as needed and click Submit to save your updates.

Pescription Broad Axe Medicine (Site)
Parent Organization Select an option v
Bite ID

Cl PO-ID

hadress 123 Main Street

ity

tate Maryland

Fip/Postal Code

ountry

[Fontact Phone

[Fontact E-Mail
lotes

LTEPID

Hide this Organization in Organization and User selection Lookups

= Check the checkbox for the ‘Hide this Organization in Organization and User selection
Lookups’ when the Organization is to no longer be used. Organizations cannot be deleted.

The updates to the organization are saved.

5.3 Groups

Groups define access permissions for users within Velos eResearch. Groups are used to control
permissions for a defined set of users by permission types. Within each permission type, a
permission can be defined as the ability to create a new element, edit an element, or simply read an
element. If a group is not given permission to any of these functions for a permission type, any
sections or Ul elements related to this permission type will not be visible to users assigned to that
group. For more information on permission types, see Appendix E — Permission Types.
Permissioned users can add, edit and delete groups, define the super-user group and add users to
groups.

eResearch Enterprise comes with one default group, which is for Administration users, while
eResearch eXpress comes with four default groups: Admin, Management, Finance, and Patient

Management.

Note: Itis recommended that users not change the access rights within the default groups.
Best practice would be to create a new Group containing the required permissions and
types for each and document within the Description field the purpose for the group.
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5.3.1 Add a Group and Assign Users to a Group

There are two methods to add groups using the Group Management page:
= Add Multiple Groups — Add up to five groups simultaneously.
= Add a New Group — Add one group at a time.

Additionally, users can be assigned to a group from the group users button.

To add a group:
1. Click the Manage menu in the upper-left hand corner of the screen and select Groups under the

“Application” heading.

Manage v Libraries ¥ Reporting v

New Organizations
Search Groups_{b

name
New Links

Link.cd
Search Forms
Enrolled Paortals

Page
Schedule Netwaorks
New Search
Search

The Groups management page displays:

Search By

e Mame:

Group Name &

Heapatal Adminisiration
Patient_Management

Practica Qroun

Study Managers for PhagePharm

11011 of 11 Hecentis)

Add Multiple Groups Add 2 new growp

Velos General eResearch User Guide

6 December 2022

Page 55 of 624



wcg

2. Click Add Multiple Groups to add multiple groups at once.

m # @ 21 O Susan Training2

Add Multiple Gﬁlps Add a new group

|-

-OR-
Click Add a New Group located on the right side of the page.

m # @ 5] O Susan Training2

Add Multiple Groups Add aﬁw group

(S

3. Enter a group name and description into the available fields and click Submit to save your new

group.

Group Name *  Patient Management

Group Description | %ccess Rights for users tasked with Patient Management du

Note: Itis recommended that you provide a brief description of the type of permissions each
group has in the Group Description field.
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The new group is added to the Group Management page and the Assign Rights to a Group page

displays:
Assign Rights to Group : Patient_Management
a Super User Rights For All Studies
O Super User Rights For All Budgets
New = View
Application Rights A
Manage Protocols O O O
Calendar Library a O O
Event Library O () (|
Manage Patents (User’s Pnmary Organization,
View Complete Patient Data
Budget a a
Save Template O O
Financials O
Reports O I
Data Safety Monitoring O
Ad-hoc Queries O O O
Patient Labs
Forms
£onm Liyecy ——— ]

Note: 1. Atthe top of this page there is a checkbox to apply Super User Rights. Checking this
box will give users the assigned rights across all studies.
2. By default, all groups have no rights assigned upon creation. If you skip this step, you
must return later to define the group rights, or the group will not have access to any
system functionality.
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4. Select the New (create), Edit, and View permissions for each permission type as needed for this

group.

Assign Rights to Group : Patient_Management
O Super User Rights For All Studies
[ Super User Rights For All Budgets
New Edit View
Application Rights A
Manage Protocols O () a
Calendar Library 0 0O 0
Event Library 0 0 O
Manage Patients (User’s Primary Organizabion,
View Complete Pabent Data
Budget O 0O
Save Template 0 0O
Financials 0O
Reports O O
Data Safety Monstonng O
Ad-hoc Quenies O 0 0O
Patent Labs
Forms
Form Library M

5. After the permissions have been defined, enter your e-Signature and click Submit to confirm.

Valid e-Sign [CRSICUEIULCRE N m

_OR-
6. To assign users to a group from the Group Management page, click the Group User button for a

specific Group.
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7. Click Assign users to this group.

P Current Page: Manage Account >> Group Users

Assign users to this group

Users assigned to group: "Admin without eSample'

Total Number of Users : 6 User(s)

Cameron Harrison

Heather Bronner
Jen Training
Laura Palmer

Solomon Bevin

Clicking on an existing user in the Group Users page will access that user’s User Details. For
more information on User Details see Edit Users.
8. After searching the list as needed and clicking Search, check checkboxes for a user or users to

add to the group, and then enter your e-Signature and click Submit to confirm.

B Curment Page: Assign Users 10 a Group >> User Search

Jrssign Users 1o Group: Ademin without eSample

Search By

Fiest Name Last Name JobType: Selectan option || Organization - Selectan option ||

Total Number of Users: 20 Users|

Available Users Organization

WY L N P NP N B Y e P

I PR TV

Annie Michel (® WoG-VELDS

(© Treveriown Hospital
John Joedan (@ Jordan Hospial

The user or users will now be added to the Group Users page.
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5.3.2 Edit a Group

Permissioned users can edit group permissions for existing groups by using the edit functionality.

To edit an existing group:

1. From the Group Management page, click directly on the name of the group in the Group Name

column.
Group Name ¢
Admin
wene: . Adme., swaad. Jt tlarm

Hospital Administration

Monitors

Patient_h"lanagemem{b

The Group Details page displays:

Group Name *  Patient Management

Group Description | Access Rights for users tasked with Patient Management du

2. Change the Group Name and/or Group Description using the available fields and click Submit.
_OR-

If you would like to change group permissions, click Assign Group Rights.

P Current Page: Manage Account == Group Details

Organizations m Users  AccountLlinks ~ Form Management Portal Admin  Networks

Please enter Group Details:

Assign Group Rights

Group Name = | Patient_Management

Group Description  Access Rights for users tasked with Patient Management duti|

O Hide this Group in Group and User selection Lookups

Velos General eResearch User Guide 6 December 2022 Page 60 of 624



wcg

= Alternatively, to access the Access Group Rights page directly from the Groups page, click on

an Assign button for the specific Group Name.

SN

3. Onthe Assign Rights to a Group page, make the necessary changes by selecting or deselecting

the appropriate checkboxes next to the permission types.

Assign Rights to Group : Patient_Management
[ super User Rights For All Studies
a Super User Rights For All Budgets
New Edit View
Application Rights A
Manage Protocols O O O
Calendar Library O O O
Event Library a () a
Manage Patients (User’s Pnmary Organization,
View Complete Patient Data
Budget O (58|
Save Template O
Financials O
Reports O O
Data Safety Monitoring O
Ad-hoc Queries O O O
Patent Labs
Forms
Form Library i | 1 ]

4. After the permissions have been defined, enter your e-Signature and click Submit to confirm.

Valid e-Sign [EESICHEIT=R N m

5.3.3 Hide Group

Groups within eResearch cannot be deleted once created, although, permissioned users may prevent

the group from appearing during lookup.
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Note: Groups within eResearch cannot be deleted once created. It is possible to hide groups,
so they do not appear in lookups.

To Hide a Group:

1. From the Groups tab, select the Group Name for the desired group to hide.

Group Name ¢

Admin
wene: . Adme., swaad. Jttlarm

Hospital Administration

Monitors

Patient_h"lanagemem{b

The Group Details page displays:

Group Name *  Patient Management

Group Description | Access Rights for users tasked with Patient Management du

2. Click the checkbox for “Hide this Group in Group and User selection lookups” and click Submit.

Assign Group Rights

Group Name *  Patient_Management

Group Description | Access Rights for users tasked with Patient Management duti

Hide this Group in Group and User selection Lookups

Submit %
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5.3.4 Define and Edit Super User Rights for a Group

Super users are users with the highest level of permissions and access rights in the system. Typical
types of users with super user roles would be system administrators.
Within Velos eResearch, there are two categories of Super User permissions:
= super users for all studies
= super users for all budgets
These access rights allow you to access studies or budgets without being specifically permissioned

at the study team level.

Note: If you have both super user rights and study team access, the more local permission will
supersede the broader permission (in other words, if you have a conflicting permission at
the study team level, the study team level differences will trump the super user ones, but

only for that study.)
Super User Permission Type Description
Super Users Rights for All Allows a group of users to have the defined rights across all
Studies studies in the categories of Study Administration, Patient
Management and Study Form Management.
Super Users Rights for All Allows a group of users to have the access to all budget
Budgets information and defined system financial rights regardless of

study involvement across all studies
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To define Super User rights to a group:
1. Navigate to the Assign Rights to a Group page, as described in Edit a Group, and select one or

both of the available super user options at the top of the page.

Assign Rights to Group : Admin
Super User Rights For All Studies  Assign Rights  Filters
Super User Rights For All Budgets Assign Rights  Filters
New Edit View
O Select / Deselect Al =
Administrative Rights
Manage Organizations
Manage Groups
Assign Users lo Group
Manage Group Righls
Lscare

2. Enter your e-Signature and click Submit to confirm.

2L RSB O e-Signature * | m

3. If you selected the Super User Rights for All Budgets only, or both selections, then you will arrive
on the Budget Access Rights page. Uncheck checkboxes as needed, then enter your e-Signature

and click Submit to confirm changes.

P Current Page: Budget Access Rights

Budget Access Rights

Define Access Rights

New Edit View
[ select / Deselect Al
Budget
Budget Appendix
Access Rights

-OR-
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If you selected Super User Rights for All Studies only, you will be returned to the Groups page.
Click on the Group Name, then click Assign Group Rights, and then click the Assign Rights link

to access the following screen.

Assign Access Rights
What is Complete Patient Data
Select Role: [Select an option v] [ Select default access rights linked with
the selected role
New Edit View

[ select / Desslect Al
Study Administration
Study Summary
Versions

Sections

Appendix
Study Setup / Notifications f Admin Schedule /
Combined Budget
Study Status
View Study Reporis
Study Team
Study Broadcast
Financials: Milestonesinvoicing/Payments
Event Details: Financial Information
Patient Management
Manage Patients
View Complete Patient Data
Forms Rights
Study Form Management
Study Forms Access

= The above process is also how you access the All Studies’ Assign Access Rights page if you

selected both Super User Rights selections.
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a. Select the Role from the dropdown, if needed. Check the checkbox to the right of the role, if

you would like default access rights applied to the selected role, or leave it unchecked.

Uncheck checkboxes as needed below the header. Then enter your e-Signature and click

Submit to confirm changes.

Assign Access Rights

Select Role: |Selecl an option v
Data Manager/Assistant

[ select default access rights linked with
the selected role

Principal Investigator

Clinical Research Coordinator
Co-investigator

Finance

Monitor

O setect/ 0

Nurse
Regulatory
Rt Select an opiion ).

Study Admin

Versions

Forms Rights
Study Form Management

Study Forms Access

ALl e o PP ol o0 D)

e-Signature *

= If the blue link titled “What is Complete Patient Data” is clicked in the system, a new screen

appears with information on the fields that will be viewable or hidden depending on whether

the user has access to view complete patient information or not. Click the link in the system

to view field details or refer to Patient Management in the Study Role Permissions Appendix.

Refer to information on Complete Patient Data in Application Rights, for more information.

Super User rights can be refined by using Filters. These filters can be defined for specific

Therapeutic Areas, Divisions, and/or Disease Sites. Using these filters can refine access for Super

Users to view limited data as refined.

To add a filter to a Super User Rights for All Studies, from the Assign Rights to Group page:

1.

Click Filters to the right of Super User Rights For All Studies.

Assign Rights to Group : Admin

Super User Rights For All Studies Assign Rights Filters

Super User Rights For All Budgets Assign Rights Filters
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The following pop-up displays:

Therapeutic Area Select
Division Select
Disease Site Select

2. Click Select, for each area to include in the filter, and then click Submit.

=

Anal Dysplasia

Code List Data
Search All Records Al v Contains m Reset Filter Reset Sort

Filter Criteria:
Naone

11013 of 13 Record(s)  Select All Displayed Remove Selected Record

Description «

Select Anal Dysplasia

Select Breast
m Cutaneous (skin)
m Gasfrointestinal
m Gynecologic
m Hiv-related
m Hematopoietic Malignancies
m Neurologic
m Non-Cancer
m OralHead & MNeck
| s |
| ———
P

Other

1 10 13 of 13 Record(s)

The filter(s) selected will appear in the text field.

Therapeutic Area | Anal Dysplasia Select
Division Select
Disease Site Select

e-Signature * m

3. Enter your e-Signature and click Submit to confirm.

Note: Adding a filter to super-user rights will restrict the super-user rights to specific
Therapeutic Area(s), Division(s), or Disease Site(s) as defined.
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5.4 Understanding Permissions

Understanding how each element that defines a user’'s permissions, how specific permissions can
be limited, and how they interact with one another is critical to ensure operational success in
eResearch. Therefore, it is important to take a look at why one might want to layer permissions and

how conflicting permissions are resolved by eResearch.

Some specific permissions, such as “Manage Patients” can be found in more than one area. For

example, “Manage Patients” access can be provided at the group, super user, or study team level.

If a user were to have Super User Permissions to
only “view” patient records, but View, Edit and
New permission at the study team level, which

definition would prevail? The answer is that the

Broad

Group

more “local” permission would take precedence

over the broader permission.

Super User
Permissions
In this example, the user would be able to only

view patient records throughout the system on Study
Q

all other studies, but on the study where they . eam
Q

were given a study team role with New, Edit and %)

View permissions, they would be able to create Pinpoint Study- Wider
. . . - soomhe o)
new patient records, and edit and view existing peciiic Fermission coverage

patient records.

If layering a permission this way, think of the Super User permissions as giving that user very broad
access across the system, unless contradicted locally, by a specific permission, in this case, a study

team role permission.
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5.4.1 User Experience Map

This section provides a map with the purpose of illustrating the complexity of how permissions
configured throughout the system and organizations work behind the scenes to create the user’s
experience, highlighting the importance of carefully planning out your use of groups, organizations
and other permissions, as they are all interconnected, and each decision can have downstream

effects on other areas of the system.

Warning: Itis highly recommended to consult with your Velos implementation partner to map
out your organizations and groups before building out your first studies.

Group(s)
(Create, Edit, View)

- Primary Permission
Optional

Element-Based

Local Permission
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5.5 Users

After groups and organizations have been added to the Velos eResearch system, users can be
added. Active users perform all of the study, patient, budgetary, financial and reporting functions that
are available within the system. Permissioned users can search, add, edit, and delete users. Account
administrators can also adjust default account settings for all users, email users, reset passwords,
and run a basic account activity report. Active system users are displayed on the Active Account

Users page, sorted by the users’ permission group.

Orpanizations  Groups m AccountLinks  Form Management  Portal Admin  Networks © Global User Settings £ Refresh Menus/Tabs
Filter by User Status Salect a Group
@ Active: 17 @ Mon-System: 1 @ Deactivated: 3 Show  prmary members v|  kom - select 8 group - j group

Search by first, Last or full name Q

© Add anew user Ll Run activity report

@ UserName » Email Status

Group Name Aditional Groups Organization Reset Password  Resat User Session

Binie Michal ygread com & Actove Admin WEG - VELOS & Reset

e i kit I el i it et p O st e i et i ik o Gl st pmtinn. . -

Laura Palmer gmail com & Active Admin without eSample Benton Medcal & Reset v

memes 1-17 of 17 Rows per Page 20 ﬂ First Previcus 1 | Nest Last

5.5.1 Search Users

From the Users tab, permissioned users can Search for Users.

1. Users should first filter by User Status. Active is the Default User Status Filter.

Filter by User Status

@ Active: 36 @ Non-System: 5 @ Deactivated: 6

© Add a new user [l Run activity report
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2. Then users can search by entering first, last, or full name into the search field and then click the

magnifying lens or press enter.

Select a Group

Show primary members ¥  from - select a group -

group

Search by first, last or full name % Q

Note: If a user is not found using the Active filter, search again using either the Non-System or
Deactivated Filters. The Search function does not work across all three filter options.

5.5.2 Add Active Users

Permissioned users can add new users to the system from the Active Account Users page.

Prior to adding users, confirm they do not already exist in the system by searching. Refer
to Search Users. The system will not allow you to proceed, if trying to submit a username
which is already in the system. If trying to submit an email that already exists in the

system, a warning message will appear.

Note:
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To add new Active users:
1. Click the Manage menu in the upper-left hand corner of the screen and select Users under the

“Application” heading.

Manage ~ Libraries ¥ Reporting

Application

Qrganizations

Search Groups
Users
‘{5 name h
New Links
Link.cg
Search Forms
Enrolled Paortals
Page
Schedule MNetwaorks
Mew Search
Search

The Active Account Users page displays:

Crganizations  Groups “ AccountLinks  Form Management  Poral Admin  Networis © Global User Setings & Refresh Menus/Tabs
Filter by User Status Select a Group
© Active: 17 Non-System: 1 | © Deactivated: 3 Snow  prmary mombors | kom - salect a group - ™ o

O Add a new user | Run activity rapart

Aditional Groups Organization

Arie Mechel pgmad com & At Adimn WCG - VELOS i Resat

- ~ Py
et il il T e i it S it o g, g o 20 ”~ P e F Ny
Lawrs Palme O Actre Adderir withoul aSample Banton Medal &R t W

o 117 of 17 Fows perPage 20 v First Previous | 1 Mest Last

Note: Below is the process for adding an Active user to the system. An Active user will actively
work in the system to add, edit, and/or view data. Continue to Non-System Users and
Deactivated Users to learn more about these types of users.
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2. Click Add a new user.

Organizations ~ Groups ﬁ Account Links ~ Form

Filter by User Status

@ Active: 36 @ MNon-5

© Add a new yser Ll Run activity report

The User Details page displays:

Crpartiora. o-q-ﬂwm.-. e Varagrart e

Sescan ot

AT Pace T (5 s Cana Trta

S stan

e T sz

{Mindmum 4 Diges)

3. Enter information as required into the available fields into the User Details section. All required

fields are marked by an asterisk.

Note: 1. Additional optional fields will be available in eResearch Enterprise, such as “Middle
Name
2. “Primary Specialty” field should not be completed for a user in the users detail

section. It is intended to provide an additional level of access security that cannot be
changed.

3. Forinformation regarding Password and e-Signature requirements, see the
Password / e-Signature section.
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4. Once all user details have been entered, enter your e-Signature and click Submit to confirm.

Valid e-Sign [EESeUEIULCRE NN m

Note: Once a user has been created, eResearch will automatically send two system generated
welcome emails, providing the new user with login credentials.

5.5.2.1 Non-System Users

Non-System Users are those persons with roles such as external Principle Investigators, Sponsor
Contacts, Nurses, and Doctors, who do not physically use the eResearch system but are involved in
the management of patients and either:

= Need the data they record noted in the system by a secondary source who is an Active user

= They require notifications from the system to be sent to them

Note: 1. Non-system users may be deleted using the Power Bar.
Non-system users may be converted to active users, if needed, after they are initially
added in the system by clicking the Convert to Active User link.
3. After a non-system user is converted into an active user, they cannot become a non-
system user again. The active user account may only be deactivated.

To add new Non-System users:

1. Click Non-System and then click Add a new non-system user.

B Current Page: Manage Account == Non System Users

Organizations =~ Groups W AccountLinks ~ Form Management  Portal Admin  Networks % Global User Settings & Refresh Menus/Tabs

Filter by User Status

@ Active: 36 @ Non-System: 5 @ Deactivated: 6

| © Add a new non-system user |m Run activity report Search by first, last or full name Q
User Name Email Status Group Name Additional Groups Organization Convert to System User
David Johns © Active WCG - VELOS Convert to Active User
Robert Sands © Active WCG - VELOS Convert to Active User
Stan Adams. © Active WCG - VELOS Convert to Active User
Corina Bell © Active WCG - VELOS Convert to Active User
DEMO Finance Department epstrainingsite+dfinance@gmail.com © Active WCG - VELOS Convert to Active User

Items 1-5 of 5 Rows per Page 20 + First Previous | 1 | Next Last
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2. At minimum, complete the required information, as noted by asterisks, then enter your e-

Signature and click Submit.

Manage Account == Non System Users >> Details
User Details

User Information

First Name *
Middle Name
Last Name *
Address

City

State

Zip/Postal Code

Country

Phone

E-Mail

Job Type Select an option A
Primary Specialty Select an option ~
Organization Name™ Select an option ~
User Status ® active O Inactive

More User Details

= In order for email notifications to be received, the E-Mail field must be completed.

The new Non-System user may now receive system-generated notifications and the user can be

recorded as the primary source for documentation by an Active user.

To upgrade the Non-System user to an Active user:

1. Click the Convert to Active User Link in the row for the Non-System user.

Filter by User Status

@ Active: 36 @ Non-System: 5 @ Deactivated: 6
tly

© Add a new non-system user il Run activity report Search by first, last or full name Q
B User Name Email Status Group Name Additional Groups Crganization Convert fo System User

David Johns @ Active WCG - VELOS Convert to Active User

Robert Sands @ Active WCG - VELOS Convert to Active User
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2. Update, adding at minimum required User Details, then enter your e-Signature and click Submit.

Member Information
User Details
* Middle Name " .
First Name e Last Name Job Type
David Enter middle name Johns Prysician v
Address City State ZipPostal Code
Enter address Enter a city Enter a state Enter zip code
Couniry ﬁ'
‘ountry Time Zone.
Enter country name (GMT-07:00) Mountain Time (US and Canada) A
E-Mail™ e
Enter email addrass Enter phone numbar
Primary Speciaity ‘ears in Research? Trial Phase Involvement
Select an option - Enter years in research Enter trial phase involment
it ® —
User's Frimary Organization Default Group
WCE - VELOS v Select an option v
« * *
Login Password Confirm Password
Enter a login username Enter a password Confirm the password
. * . - . o x
= Signature (Minimum 4 Digits)  Gonfirm &-Signature
Enter an e-signature number Confirm e-signaturs number
Secret Question Your Answer
Enter secret question Enter secret answer
[0 Hide this User in User selection Lookups
More User Delails
|:| Do not send 'login details’ notification to the user .
=Signature Submit \h

The Non-System User will now be located in the Active users list and will receive emailed login

credentials in order to access the system.

5.5.3 Edit Users

Permissioned Active users can edit system users’ account details, password, and e-Signature as
necessary. Non-System users do not have access to the system, but an Active user may edit their

User Details.

To edit a user:

1. Click on the user's name as found in the User Name column.

Annie Michel ;{h_w}
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Member Information

User Details

* Middie Name * Job Type
First Name Las! Name :
Annie Enter middle name Michel Select an option >
Acdress City State ZipiFosial Cooe
Enter addrass Enter a oty Enter 3 stats Enter zip code
Country L
ime Zone
Enter country name (GMT-DB:0D) Pacific Time {US and Canada) Tijuana >
E-Mall™ o
amichel+velostraining@gmail.com Enter phone number
Primary Specialty Trial P! nvalvement
Select an option o Enter years in research amichel
User's Primary Organization™ Detault Group™ Multiple Crganization Access
WCG - VELOS ~ Admin >

2. Enter any missing or updated information into the available fields as necessary.

Member Information

User Details

First Name™ Middle Name
Annie Enter middle
Address
123

3. Once all user details have been entered, enter your e-Signature and click Submit to confirm.

(RS0 e-Signature * [ m

5.5.3.1 Hide User in Selection Lookups
After adding a user, a user’s system login details can be withheld or hidden in a selection Lookup

when editing a user’s User Details page.

To hide a user from the selection Lookup, after accessing the User Details page:
1. Check the now visible Hide this User in User selection Lookups checkbox, enter e-Signature, and

click Submit to confirm.

||:| Hide this User in User selection Lookups |

*
e-Signature
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Permissioned users can add existing users to a group depending on their specific tasks and

responsibilities within Velos eResearch. Adding users to a group defines their permissions for study,

budget, and patient tasks, and can vary based on the settings established when the group was

created.

Note:

To add a user to a group:

Non-System and Deactivated users cannot be added or deleted from groups.

1. From the Users tab, select the appropriate User Name to add to a group.

Annie Michel {F_n}

The User Details page displays:

Member Information

User Details

Enter address
Country
Enter country name
-
E-Ma
amichel+velostraining@gmail.com
Primary Specialty
Select an ogtion
-
User's Primary Organization

WCG - VELDS

Nickdle Mame

Enter middle name

Enter a city

N 1
Time Zone

{GMT-08:00) Pacic Time (U5 and Canada) Tijuana

Fhone
Enter phone number
Years in Research?
hd Enter years in research
-
efault Group

~ Admin

. *
Last Name

Micheal

Select an option b

State ZipFostal Code

Enter a state Enter zip code

amichel

Multiple Organization Access

2. Use the Default Group dropdown menu to select the desired group to assign the user to.

User's Primary Organizatian*
WCG - VELOS

Default Group*

hd Admin

Multiple Organization Access
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3. Once group details have been entered, enter your e-Signature, and click Submit to confirm.

ZIL RSO e-Signature * | m

5.5.5 Deleting Users from a Group
Permissioned users can remove users from a permission group from the Active Account Users

page.

Warning: Consult your internal processes prior to deleting users from a group before
proceeding.

To remove a user:

1. From the Users tab page, check a checkbox for a specific user.

Organizations Groups w Account Links  Form Management  Porial Admin Networks

Filter by User Status Select a Group

group

£ Global User Settings & Refresh Menus/Tabs

@ Active: 36 ‘ @ Non-System: 5 ‘ ‘ @ Deactivated: 6 Show primary members ¥ from - select a group - v

© Add a new user Ll Run activity report

Search by first, last or full name Q ‘

epstrainingsite+VWinters@g Study Managers for Pha
{b Veronica Winters mail.com @ Active gePham PhagePharm Inc & Reset
epstrainingsite+XZandros@ag ® Active Administrators for Phag PhagePharm Inc & Reset

Xaviar Zandros mail.com ePharm

B User Name v Email Status Group Name Additional Groups Organization Reset Password  Reset User Session

Note: Users must exist in at least one group. You cannot remove a user from their default
group. A user's account cannot be deleted but may be deactivated. See Deactivate Users
for more information about disabling user accounts.

2. Click the now visible header button Delete from group.

LTE UL B @ Deactivate selected [ <@ Email selected [ 48 Assign to a Group [ IR Add to a Study [ @ Delete from group

@ User Name « Email Status Group Name Additional Groups Organization
. ) epstrainingsite+VWinters@g Study Managers for Pha
Veronica Winters mail.com @ Active gePharm PhagePharm Inc
epstrainingsite+XZandros@g Adminisirators for Phag
Xaviar Zandros mail.com @ Active ePharm PhagePharm Inc
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3. Click OKin the first pop-up window.

veltraining.veloseresearch.com says

Delete Veronica Winters from Group?

“ Cance'

4. Enter e-Signature and click Delete from selected group in the following pop-up window.

© Delete User from Group X

Please enter e-Signature to proceed with deletion.

e-Signature * Delete from selected group k

The user has been deleted from this group successfully.

5.5.6 Deactivate Users

In addition to removing users from groups, permissioned users can deactivate users, effectively

preventing them from logging into the application from the Active Account Users page.

Note: Both Active and Non-System users may be deactivated following the steps below.
To deactivate active users:

1. Navigate to the Active Account Users page, and click on the name for the appropriate user within

the User Name column.

Annie Michel {h_w}
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2. The user details page displays. At the bottom of the page, select Inactive in the User Status field

Lo gin*
VWinters

User Status

O Active

@ Inactive

D Hide this User in User selection Lookups

3. A notification displays, asking you to confirm user deactivation from ALL Study Team rosters.
Click OK to proceed or click Cancel to deactivate the user in the system only.

veltraining.veloseresearch.com says

Would you like to make this User inactive in all Study Teams that they

are part of?
m Cancel

Warning: Clicking OK above deactivates a user from all Study Team rosters. To deactivate a

user’s access to the system, but still allow a user to appear in a Study Team's roster(s),
click Cancel and then enter e-Signature and Submit.

4. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [EECISHETTIRN i ‘ m

The user is deactivated.

Note: You may view and reactivate any deactivated users by searching the Deactivated users list
on the Active Account Users page
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To deactivate Non-System users:

1. Check the User Name checkbox in the Non-System group and then click Deactivate selected.

P Current Page: Manage Account > Non System Users

Organizations ~ Groups W AccountLinks ~ Form Management  Portal Admin  Networks

Filter by User Status

® Active: 36 (] Nom-Sysfﬁm:S @ Deactivated: 6

LNTE I EC N | @ Deactivate selected || 4 Email selected [ [l Add to a Study [ © Delete user

B User Name Email Status Group Name A
| @ Jpavid Johns © Active

2. Check the checkbox to make inactive in all Study Teams, if needed, then enter your e-Signature

and click Confirm removal.

Confirm Deactivation X

Please confirm the deactivation of the 1 user listed below by providing your e-signature.

@ David Johns /

|:| Would you like to make this User inactive in all Study Teams that they are part
of?

. *
e freeresanane

The user is now deativated and can be found in the Deactivated user group.

5.5.6.1 Reactivating Deactivated or Blocked User Accounts

Deactivated or blocked user accounts may have accounts restored to Active status. Deactivated
users have been set to the status of “inactive” by a permissioned user (usually an admin) for the
purpose of locking their account while still preserving ta log of their activities in eResearch. Blocked

users are locked out of the system by exceeding the allowed number of login attempts with incorrect
credentials.
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1. Click the Deactivated button, then click the Reactivate User link in the row for the user.

Organizations ~ Groups w Account Links ~ Form Management ~ Portal Admin ~ Networks ¥ Global User Settings

Filter by User Status Select a Group

‘ ‘ @ Non-System: 5 ‘ @ Deactivated: 6 Show primary members v from - select a group -

aroup

‘ @ Active: 36

< Refresh Menus/Tabs

|l Run activity report

Search by first, last or full name

Q|

B User Name

Kevin Trent

Spencer Solomon

Email
Kktrent+velostraining@amail.com

epstrainingsite+ssolomon@gmail com

Status
© Deactivated

@ Blocked

Group Name

General Administration T
or PhagePharm

Principal Investigator

John Jordan

velosereasearch+jjordon@gmail com

@ Deactivated Hospital Administration

Additional Groups Organization
Trevertown Hospital
WCG - VELOS

Jordan Hospital

Reactivate User

Reactivate User

Reactivate User

Reactivate User

A pop-up will appear.

2. Enter your e-Signature and click Submit to confirm.

Reactivate Users X

Please enter e-Signature to proceed

e-Signature ©

The following note will appear in the pop-up.

Reactivate Users X

Data Saved Successfully and Notification sent.

The Deactivated user is now an Active user and will receive emailed login credentials in order to

access the system.

5.5.7 Email Users

Permissioned users can email users from the system using the Active, Non-System, or Deactivated

Account Users pages.
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To email users:
1. Navigate to the Active, Non-System, or Deactivated Account Users page, and select the desired

user or users by checking one or more checkboxes.

Organizations =~ Groups w AccountLinks ~ Form Management  Porfal Admin  Networks £ Global User Settings £ Refresh Menus/Tabs

Filter by User Status Select a Group

@ Active: 36 ‘ @ Non-System: 5 ‘ ‘ @ Deactivated: 6 ‘ Show primary members v from - select a group - ~

group

LTECEE T B @ Deactivate selected [l <4 Email selected [ 48 Assign to a Group [ [ Add to a Study [ @ Delete from group x

amichel+velostraining@gmail

Annie Michel com

@ Active Admin WCG - VELOS & Reset

@ User Name Email Group Name Additienal Groups Crganization Reset Password  Reset User Session |

2. Click Email selected, now visible.

The Email Users page displays:

> Email Users X

Subject:
Enter a subject for your email

Message:

Type the text of your email

. *
e-Signature > sendemail %

3. Enter the Subject and body of your Message into the available fields.

»> Email Users

Subject
Enter a subject for your email

Message:
Type the text of your emall
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Note: When creating an email, ensure that you have checked with your institutional policy
compliance department regarding recipient verbiage.

4. Enter your e-Signature and click Send email to confirm.

e_Signa(ure ’ “

The email is sent successfully.

5.5.8 Run a User Activity Report

Permissioned users can run a basic User Activity Report using the Active Account Users page. The
User Activity Report displays the following information: group name, user name, login count (total
logins), total login duration, average login duration, date last logged in, and accessed from (IP

Address).

To run a User Activity Report:
1. Navigate to the Active Account Users page and click Run activity report.

Filter by User Status

@ Active: 36 @ Non-System: 5

© Add a new user Ll _Run activity report

B User Name Emai Stat:

The Date Filter page opens in a new window.

Date Filter:

@
O Date Range

From Date:

To Date:

2. Select the option All.
_OR_
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Select the option Date Range, and define the From Date and To Date to generate a more specific
report.
3. Click Display.

=

The activity report displays:

5.5.9 Global User Settings / Account Settings

Within Velos eResearch, system administrators have the option to specify the default automatic
logout time for all accounts and Time Zones for users. The Automatic Logout Time feature protects
the privacy and security of a user’'s account by logging them out automatically after a period of

inactivity.

Note: Settings changed on the Global User Settings / Account Settings page establishes the
default settings for all user accounts. To learn more about changing the settings for your
own account, see Settings.
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To access the Global User Settings / Account Settings page:
1. Click the Manage menu in the upper-left hand corner of the screen and select Users under the

“Application” heading.

Libraries ¥ Reporting

m
Organizations
Search Groups
{b name
New Links
Link.cg
Search Forms
Enrolled Portals
Page
schedule Metworks
Search
Search
The Users page displays:
Filtor by User Status Sploct & Grosp

W Uer Name =

HHHHHHHHHHH
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2. Click Global User Settings on the upper-right hand side of the screen.

£} Global u@er Settings & Refresh Menus/Tabs

from - select a group - v

The Admin Settings page opens in a new window:

TIME ZONES

[GMT-08:00) Pacific Time (US and Canada) Tijuana - B Alow override

[GMT-08:00) Pacific Time (US and Canada) Tijuana - B niow overide

TIMEOUT AND EXPIRATIONS

wtee 15 cays maxmum 308 Allow override

365 HE| A
365 ’
.............. ==

The following settings can be adjusted on this page. All values will be the default setting for user

accounts.

Default User Time Zone — Default time zone for all users.

Default Patient Time Zone — Default time zone for all patients.

Default Automatic Logout Time — Default automatic logout time.

Default Number of days after which the password expires — Default days until users must
reset their passwords.

Default Number of days after which the e-Signature expires — Default days until users must

reset their e-Signatures.

Note: Users can adjust these settings using the Settings page if the “Allow override” Can be

Overridden? checkbox is checked for a setting.
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1. Enter or select the desired values into each available field, checking the Allow override box for

any settings that you would like users to be able to change.

£ Admin Settings

TIME ZONES
USERS

(GMT-07:00) Mountain Time (US and Canada)

PATIENTS

(GMT-08:00) Pacific Time (US and Canada) Tijuana

TIMEOUT AND EXPIRATIONS

Password expires after 365 days.

eSignature expires after 365  days

End session after 15 days (maximum 300)

e-Signature *

Enter e-Signature

Set defaults for users of your system. By clicking "Allow override’ you will give users the ability to change thse settings within modules.

Allow overr

Allow overr

Allow overr

Allow overr

Allow overr

de

de

de

de

de

Save and Close

Note: The value entered into the Default Automatic Logout Time field cannot exceed 300

minutes.

2. After making the desired changes, enter your e-Signature and click Submit to confirm.

\'ELERS L B e-Signature *

The account setting changes have been saved.
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5.6 Quick Links

For convenience, or as part of your standard operating procedures, you may want to include links to
external pages within Velos eResearch as a resource for all users. These links are displayed on the
Default Homepage within the Quick Links section. Quick Links can be accessed by all users in the
system. The Account Links page allows permissioned users to add, modify and delete links that are

visible to all account users in the Quick Links section.

Note: To learn about My Links, which are configured by and only visible to individual users, see
My Links.

5.6.1 Add Quick Links

To add new account-level links to the Quick Links section of the Default Homepage:
1. Click the Manage menu in the upper-left hand corner of the screen and select Links under the

“Application” heading.

Manage ¥ Libraries ¥ Reporting ¥

Application

New Organizations
search Groups
Users
name H
Links
{b Link.cg
Search Forms
Enrolled Portals
Fage
Schedule Networks
Search

search

The Account Links page displays:

The list below displays the links to be included on the Homepage of all the users within your account:

ADD A NEW LINK

Section Heading Link Description Lirik URL

Clrscal TradLisings A tisting o al acive clinical ats Watpsfcinkcalirals gov ®

= The view above is if there is an existing link in the system.
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2. Add new links by clicking ADD A NEW LINK on the left-hand side of the screen, for an initial link,
or if there are existing links the ADD A NEW LINK will be located in the middle of the screen.

Organizations = Groups Users JYewoldll 38 Form Management Portal Admin  Metworks

ADD A NEW LINKJH_"
L

The Enter Link Details page displays:

Enter Link Details

- To include this link under an existing section heading, enter its name here. If you provide a new name, the link will be placed under the new Seclion Heading.

- Enter complete URL eqg. ‘http/fwww.myLink.com’ or "ftp:/iftp.myLink.com' (255 char max.)
Section Heading
URL *

Link Type :Select an Dntionz|

Description *

3. Enter the required information into the available fields including Section Heading, URL, and
Description details. Also, select the appropriate Link Type of General or Adverse Event from the
dropdown.

General Account Links appear on the Homepage in the Quick Links section

Quick Links

Clinical Trial Listings Alisting of all active clinical trials
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General Type and Adverse Event Type of Account Links will appear as two
separate headings in the Account Links page. If the AE option is selected, the
link displays on the Manage Patient Adverse Event Details page.

P Current Page: Managa Account >> Account Links

Organizations | Groups | Users m Form Management  Portal Admin | Networks

The list below displays the links to be included on the Adverse Event Page of all the users within your account:

ADD A NEW LINK

Section Heading Link Description Link URL
Adverse Evert Dicionary - NCi Terms ~ NC1 Torms for Cancer Related Adverse Event: - : 20Events ®
The list below displays the links to be included on the Homepage of all the users within your account:
Section Heading Link Description Link URL Delete
Cinical Trial Lisings A listing of all active clinical trials htips:/iclinicaltrials.gov ®

When adding Adverse Events, all AE Details pages for all patients in all
studies will have a clickable AE link.

P Current Page: Manage Patient >> Adverse Event Detais

Demographics  Patient Prafile Reports  Appendix  Specimens

FallD: 163455 P Sty I0: 163455 Ages 60 years Gender: Mok P Name: Bob Smith Oy WO - VELOS

Schedule Adverse ﬁvents

‘Adverse Event ID 4

- Sen y
& Screening/Enrollment

swaysrss B @

Aduarse Event Type * Advarse Event -

Select from Dictionary — Calculate

Catzgory

Adverse Event N

AE Logged Date

Entered By * Susan Training Select User

Reparted By Select User

Aftribution Select 30 Option W

Linked To Select Adverse Event:

) Clinical Trial Listings

‘Ouicome Information

Outcome Type O Death  Date Alisting of all active clinical

mials
O Life-threatening

O Hosgitalization

[ Disabiity

Note: Section headings organize your links by grouping them together under the same
description. If you would like multiple URLs to display under the same section heading,
enter the same section heading text for each entry. Ensure that any links you add to an

existing heading uses the same spelling and punctuation that was used in the existing
section heading.

Warning: When entering a URL, it must contain either http:// or https:// for the links to work
properly. Failing to do so will result in broken, unusable links.
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4. To save the new links, enter your e-Signature and click Submit to confirm.

\ZI [0 RS, e-Signature * | m

The new links have been added and now display within the Quick Links section of your

Homepage and on the Account Links page.

5.6.2 Modify Quick Links

To modify existing links:
1. Navigate to the Account Links page by clicking the Manage menu in the upper-left hand corner

of the screen and selecting Links under the “Application” heading.

Manage v Libraries ¥ Reporting v

Application

New Organizations
Search Groups

name H
New Links

{b Link.cq

Search Forms
Enrolled Portals

Fage
Schedule Networks
New Search

Search

2. Click the link within the Link Description column of the entry that you would like to modify.

A listing of all active clinical trials
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The Enter Link Details page displays:

) Currens Page: Link Dutais
Organizaiors  Growps | Users m FormManagerant  Neteoris
Enler Link Detais

- To inchude this link under an existing section heading, enter its name here. If you provide a new name, the kink will be placed under the new Section Heading

- Enter complede URL eg. hitp Mfwww. myLink com’ or ‘fip #Mip myLink com’ (255 char max )

Secton Headng Cainicaal Triad Listings

vARL® haps ienentrals gov

Link Type * General v

Description * Alisting of 2 active cinical trisls

3. Update the required information, enter your e-Signature and click Submit to confirm.

Valid e-Sign [CESIeUEITICI N m

5.6.3 Delete Links

1. Navigate to the Account Links page by selecting Manage in the navigation menu and Links under

the “Application” heading.

Manage ~ Libraries ¥ Reporting >

New

Organizations

Search Groups

name
Mew Links

{b Link.cd

Search Forms
Enrolled Portals

Page
Schedule Metworks
MNew Search
Search
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2. Click the Delete button in the Delete column next to the link you would like to delete

Delete

3. After clicking OK in the pop-up, to confirm the deletion, enter your e-Signature in the field on the

new page that opens, and click Submit to confirm.

veltraining.veloseresearch.com says

Delete https://clinicaltrials.gov from Account Links?

“ cancel

Please enter e-Sig top d with

e-Signature * Enter e-Signature

After clicking Submit, the link is permanently removed from the system.
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5.7 Manage Account - Form Management

Within Velos eResearch, permissioned users can associate forms from the library using the Form
Management page or can copy existing forms. For more information, refer to Add a Form. The Form
Management page allows for deletion of forms, if not actively used, saving linked forms back to the
library, and changing a linked forms status. Linking forms here provides associated forms to be
accessed in various areas of the system, for other purposes. When a form is linked to a specific

study, the study number will appear in the Study column.

Ly —

gz | Gowps | Users | Acoount Laks m Sl Adre  Netoks

Saarch By

R o select ke Selectan aption v

- [E— . P P — . =n
Serkedend Fillees e Fon Mo AN Shaly  Dinkend o A gganicafion. AF Geoup AN

Currently associated forms are: COFY AN EXISTING FORM B SPLAY AND SEQUENGING OPTIINS SELECT A FORM FROM YOUR LIBRARY

Lescnption Linked o orm Status o Save 12 Library

A Form Display Once - A8 Patiants At = & (] a
A Fams Tast B Fatents (A1l Studias| My Fans - Patiant (&)l Studias] Active = & @ a
A Farm Test G2 Patients|All Studies) - Schecls L Accoun activa 5 =] & @ 5]
A_Asminsirache for FhagePharm Arminisiralt for PhagePham Sty DEMCR00D actve $5 =] [ @ B
Adminstrativs for FhagaPharm ARSI, for Phageharm Fatlant/Spacic Szudy| EMO Wark In Progress ©2) = ® @ a
A+ Assooiation Form Study Network Level ntive D =] @ @ a
A DAILY DIGEST DEMT A8 Patients szt 5 =] @ @ Gl
A DEMG Dy Dasage Analysis Metwork Level hetive = [i3] @ il
4 DEMO Drug Dosage Analyzes - User Form vser Lewel active <2 = ] @ a
ADEMO 02 Evaluation Patiant Resirictad et active 2 =) @ @ a
A DEMD Study Admin Checklist - DRGS WIEHHS & Clusstonman: - Lung Heath Haig Soes Organzation Level actve £ = ] @ a

=

Navigation Bar Links:

= A Name of the form may be clicked to view the form details. For more information on changing
details in a linked form, refer to Modify a Form and Form Statuses.

= A Linked To link may be clicked to view the option selected as well as Characteristics and Filters
selected. Refer to Add a Form for more information. Refer to Linked Forms in Account
Management for more information on the different Linked To selections.

= A Form Status may be changed. For more details, refer to Modify a Form and Form Statuses.

= Preview can be clicked to see a preview of a form

» Delete may clicked if a form is to be deleted. For more information, refer to Delete a Form.

= Info can be hovered over to view creation and modified by information for a form

= Save to Library can be clicked to save the form to the library, if desired, by assigning a Form
Category in the pop-up, then e-Sign and Submit

Refer to Display and Sequencing Options for more information on the functions of this page.
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5.7.1 Display and Sequencing Options

Utilizing the Display and Sequencing Options page allows for forms in active status to be hidden
from view in a dropdown list, to be organized in a dropdown list by sequencing, to display applicable
linked types in patient profiles, and to display applicable linked types in specimen management for

use in eSample. Refer to the eSample User Guide for more information about this module.

Manage Account == Form Management == Form Display and Sequencing

Active / Lockdown Display in Specimen

Hide Display Sequence Display in Patient Profile

Forms Management
g Srjlclf‘( DIGEST 0 0 0

Patient Lab Form O 0
ClendTs O o 0
ZRERTS 0 D 0
AQZEEET O o 0
Questonsare - Limited 2

Study Startup Form O 1

Forms Linked to Account

Adminstrative for
hagePham 0 0

P
Forms Linked to Networks

A DEMO Drug Dosage

Analysis o 0

Forms Linked to Organizations

A DEMO Study Admin 0 0
Checklist - ORGs

Forms Linked to Users

A DEMO Drug Dosage 0O 0
Analysis - User Form

e-Signature * Submit Close
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To manage display and sequencing options, from the Form Management page:
1. Click DISPLAY AND SEQUENCING OPTIONS.

P Current Page: Manage Account »> Form Management

Organizations ~ Groups =~ Users  Account Links [gvinllEl=bEy =0 Portal Admin - Networks

Search By
Form Name: Study Select
Group: Select an option v Organization: | Select an option ~

Selected Filters are: Form Name: All Study: Linked to: ANOrganization: AN Group: Al

Currently associated forms are: COPY AN EXISTING FORM DISFLAY AND SEQUENCING OFﬂONSE

2. If aformis to be hidden from selection in a dropdown, click the applicable Hide checkbox.

Manage Account => Form Management == Form Display and Sequencing

Active / Lockdown . o . . Display in Specimen

Eeire Hide Display Sequence Display in Patient Profile Management
Forms Linked to £l Pati¢ nts

ADAILY DIGEST

DEMO o 0

Patient Lab Form O 0

Forms Linked to F atient: on All Studies

Confirmation of Test

Resuils Form o 0 a
DEMOQ Tissue-Breast

Review Form D 0 D

3. If there is more than one form in a Forms Linked In category, enter numbers into the Display

Sequence fields to re-order in chronological order in the system dropdowns, as desired.

Manage Account == Form Management == Form Display and Sequencing

Active / Lockdown Hide Display in Specimen

ot Display Sequence Display in Patient Profile Management

Forms Linked to All Patients
ADAILY DIGEST
DEMO o

Patient Lab Form O 0

Forms Linked to Patients or All Studies

Confirmation of Test

Results Form o 0 u
DEMO Tissue-Breast

Review Form D 0 D
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forms in Patient Profiles for all patients on all studies, as needed.

Manage Account => Farm Management == Form Display and Sequencing

Active / Lockdown

Display in Specimen
Forms

Management

Hide Display Sequence Display in Patient Profile

Forms Linked to All Patients

ADAILY DIGEST
DEMO D 0 a
Patient Lab Form O 0

Forms Linked to Patients on All Studies

Confirmation of Test

Results Form o 0
DEMO Tissue-Breast
Review Form o 0 o

Forms Linked to Patients on All Studies - Restricied

ADEMO 02 Evaluation 0
Patient Restricted

wcg

4. For Forms Linked to Patients on All Studies and -Restricted, check checkboxes to display the

= For more information on where these selected forms appear, refer to Linked Forms in

Account Management

5. eSample Only: For those forms that are required for eSample, check the checkboxes in the

Display in Specimen Management Area and the forms will appear in all Specimens Forms pages.

Manage Account >> Form Management == Form Display and Sequencing

Active / Lockdown
Forms

Display in Specimen
Management

Hide Display Sequence Display in Patient Profile

Forms Linked to All Patients

ADAILY DIGEST 0
DEMO

0 O
Patient Lab Form O 0

Forms Linked to Patients on All Studies

Confirmation of Test

Results Form o 0 o
DEMO Tissue-Breast

Review Form o 0 o

= For more information on where these selected forms appear, refer to Linked Forms in

Account Management

6. When the form is complete, enter your e-Signature and click Submit.

Manage Account == Form Management => Form Display and Sequencing

chdown Display in Specimen

Managemenl

Forms Linked to All Patients
A DALY DIGEST
. - - n — el - n

A DEMO Drug Daosage
Analysis - User Form

Hide Display Sequence Display in Patient Profile

m} 0

B M
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5.7.2 Linked Forms in Account Management

Account Form Management allows an administrator to link forms using many options. Depending on

the Linked To option selected, the form will appear in specific system locations for use.

The table below shows where the forms will initially appear when linked in the Form Management

page. View additional details on the following pages, for more information.

Linked To Selection
Patient Level (all)
Account Level

Study Level (all)

Patient Level (All Studies)

Patient Level (All Studies -
Restricted)

User Level
Organization Level
Network Level

Study Network Level

Specific Study Level
Specific Study Patient Level

Velos General eResearch User Guide

Where the Form Appears in the System When Initially Linked
All Patient Profile tabs

Account Forms on Homepage

All Studies’ Study Management > Forms tabs

All Study Patient > Protocols tab > Forms pages

[This kind of form response for Patients will be displayed only in
the study where they are created not in all studies]

All User Details > Forms pages
All Organization Details > Forms pages
All Network > Forms pages for each Organization

All Studies with Networks added in the Study Management >
Study Network tab > Forms pages for each Organization

Only the specific study selected- Study Management > Forms tab

For all patients on a specific study only — Study Patient >
Protocols tab > Forms link

6 December 2022 Page 100 of 624



ADDITIONAL DETAILS FOR LINKED FORMS:

Patient Level (all)

Appears in the Form Management table as Linked To: All Patients

wcg

When a form is linked in the Form Management page using this selection, all patients will have

the form appear in their Patient Profile tabs

P Current Page: Manage Patient >> Form Response Browser

Demographics m Prolocols Reports Appendix  Speameons

PatID 000044484 Age 43years Gender Female Pat Name Jessica Biger  Org WCG - VELOS

Form Neme ADAILY DIGEST DEMO .

A DAILY DIGEST DEMO

A Form Dispiay Once
A Form Test A All Patients in My Forms

SEm AN rtyou M v

No Records Found Patient Lab Form

Previous entries

Participant Portal Only: Forms using this selection may also appear in the location above after

completion in the Participant Portal

eSample Only: The form selection may also be checked for selection in the Form Display and

Sequencing page in which it will appear in Specimen Forms under Patient Profile Forms

Manage Account == Form Management == Form Display and Sequencing

Patient Lab Form O

P Current Page: Spacimen Forms

m Storage Admin ~ Slorage Kit Library  Preparalion Area

Specimen ID: 152_01

w=eeeeeeeePatient Profile Forms-—----- v Previous Page Nexi Page

count Forms. |

——Patient Profile Forms——
Patient Lab Form |

Velos General eResearch User Guide 6 December 2022

Page 101 of 624



wcg

Account Level

= When a form is linked in the Form Management page using this selection, the form will appear in

the Account Forms page from the Homepage link

A @ 3] O SusanTraining2

# Account Forms ‘h

= eSample Only: The form selection may be checked for selection in the Form Display and

Sequencing page in which it will appear in Specimen Forms under Account Forms

Manage Account >> Form Management => Form Display and Sequencing

Adminstrative for PhagePharm O

P Current Page: Specimen Forms

Storage Admin Storage Kit Library ~ Preparation Area

H e

Specimen ID: 152_01

Patient Profile Forms-

Account Forms.

Adminstrative for PhagePharm
Study Forms.

Sludy Startup Form

b GO Prewious Page Next Page

Study Level (all)
= Appears in the Form Management table as Linked To: All Studies

= When a form is linked in the Form Management page using this selection, all studies will have

the form appear in the Forms tab

P Currentt Page. Study >> Fom Response Browser

You are working on study: P101
*  Study Initiation

Stdy Dotads  Vorsons  Admn Schoddo  Study Sotup  Budgot  Miestones  Notficsbons  Study Status Reports  Study Team m Study Network

Protocol Dol
CDAIn Revio 7]
"
COA Signe ] Foem Name Study Startup Form v t‘“
CA In Revew [ 1]
CA Signoft [ 1] " -
Previous entnes for foem “Study Startup Form' Filtor By Oato AN v Search

Budget in Re u

—
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= eSample Only: The form selection may also be checked for selection in the Form Display and

Sequencing page in which it will appear in the Specimen Forms under Study Forms

Manage Account >> Form Management »> Form Display and Sequencing

0 o e 3 e D

Study Startup Form O

P Curront Page: Spociman Forms

m Storage Admen  Storage Kit Library  Preparabion Area
B

Specimen ID: 152_01

weeeemean-Patient PrOfHE FOMMSereememeen “| s Page Next Page
e AGCOUNT F OIS e

Adminstrative for PhagePharm

e Sudly FOMS—— I%

Study Startup Form

Patient Level (All Studies)

= When a form is linked in the Form Management page using this selection, all patients for all

studies will have the form appear in their Protocols Forms pages

P Current Page Study Paseat >> Form Response Browser

Domogeaptecs i‘mnomm Reoports  Appendix  Spocmens.

PRID COO0-44444 P Sty O (CO046444 AQe &3 ynar  Gonder Female Mz Name. Jesaica Biger O WOG - VELOS
-~  ScreeningEncoliment Schedule Adverse Events  Attachments Forms. MERRS-6 Questionnaire
MERRS-6 Questionnaire
MERRS-6 Questionnaire - Long Version Il
2% B ® A Form Test B Patients (All Studies) My Forms.
ey o AForm Test D2 Patients (All Studies) CRF Link
Provious entres for form “MERRS-6 Questionnaire” Il Confirmation of Test Results Form
No Records Found DEMO Tissue-Breast Review Form

Drug Dosage Analysis

NCI - PhagePharm for Study

DEMO eSample Consent for Use of Specimens
ADEMO 02 Evaluation Patient Restricted
|Lab

= Display in Patient Profile Option: The form selection may also be checked for selection in the

Form Display and Sequencing page, under Display in Patient Profile, in which it will appear in the

same location as above

Manage Account => Form Management == Form Display and Sequencing

clive ockd 0 de Disp atient Profile pla pe e geme
Bl atie on A die

Confirmation of Test Results Form o o

B Gt Py Sty Dttt = Boem Bespenis My

Cemograhies r-.:m--m.mmam, #opencn | Specimers

e N e T

PR —— Sohadute R Jrm— Forms G Cromon Analyi - “

JS—— . 0]
A Rorm 13 M EEAGAR (A0 e My R
PUVEYIS, Y — A S e =n
o Rt ors Foun [ Tom
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Participant Portal Only: Forms using this selection may also appear in the location above after
completion in the Participant Portal

= CRF Event Tab: This selected form type may also be associated to an event or events in the CRF
Details tab. The form(s) would then appear for all patients for that study in the Study Patient’s
Protocols tab, after clicking the Schedule link, as Linked Forms
I Curmont Page: Study Patsent >» Schadule
Domogprphecs :-wu.a.mmu.m.\ Append Spucimens
stusyw 0001z D Conter Pt viset Schacisle Caloniar  Pat Stan e (252001 Sehaciuly Curest
Sebecs St Pasent VIS Schedule Calendar, 06252021+ Vet A1 v i B3 Eit Wdsls Eventa
o Z02Y Vst Suggested Date  Schaduled Date: Wit Window
- B Initial Visit 082672021 0BZE2021  OBZSR021-0827/2021
wwwn o p bt oa O | MEkAgusmns b o
L e -
= eSample Only: The form selection may also be checked for selection in the Form Display and
Sequencing page in which it will appear in Specimen Forms under Study Forms
Manage Account >> Form Management >> Form Deplay and Sequencing
DEMO Tosue-Breast Revew Form O [m]} ]
B Current Page Spocaman Forms
SwrageAdmn  Sorage Kit Library  Preparabon Asea
®
[Specimen ID: 152 01
Patient Profie Formseemm “
oo Pattient Study FOMSeses
DEMO Tissue-Breast Review Form
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Patient Level (All Studies — Restricted)

Display in Patient Profile Option: The form selection may also be checked for selection in the

Form Display and Sequencing page, under Display in Patient Profile, in which it will appear in all
patients’ Patient Profile pages

Manage Account == Form Management >> Form Display and Sequencing

Active [ Lockdown . o
Farms Hide Display Sequence

Display in Patient Profile

Forms Linked to Patients on All Studies - Restricted
A DEMO O2 Evaluation
Patient Restricied o 0

LTl e LW Falel - o FESr s DIEs

i Regorts  Agpeeds | Specsnens

o Hare

A
Previous enaries for tg A Form Deplay Gece
£ Form Tost AAN Patients i by Fors

M Racoreis Frasnel Corfmation of Test Rmsuts Form

eSample Only: The form selection may be checked for selection in the Form Display and

Sequencing page in which it will appear in Specimen Forms under Patient Study Forms

me Account >> Form Management >> Form Display and Sequencng

ADEMO 02 Evatustion Patient Restrctad

P Current Page. Specamen Forms.

Storage Admin | Storage Mt Libcary  Prepsration Area
3]

bpecimen 10: 152 01

A DEMO O2 Evaluaton Patient Restncted
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User Level

When a form is linked in the Form Management page using this selection, all users of the system
will have the form appear in the User Details Forms page

I Cument Page: Liser Dutists

Crparuraters. cmummnlm Form Mansgement | Portsl A | Hotwerks

Member Information

e rridclie rame Adarrn Salect an option

D Lo > Form Resgpone Browser - Gosghe Chezrme - a B3
@ veltraining velosevesearchucom/veon i ormilledaccountinvwsr ji Tiomen = idhnBar hem M Bicomensnlomllag - USRAmodpk.. &
Usar Mama: Jor Adaes.

User's Primary Orgasization OO - VELOS

e Mams Ixuwwwmumvwsmun

Fis By Crate
f| Proveos anines bor form A DEMO Drug Desage Analysis - User Form”™ 0 .
o Recorss Found

Organization Level
= When a form is linked in the Form Management page using this selection, the form will appear
for all organizations in their Organization Details Forms page

Network Level

Networks Only: When a form is linked in the Form Management page using this selection, the
form will appear for all organizations in the Network Forms page

@ et harm Ao s -

@ ot b e o e

ADEMO Netwarks Study Farm
Prosend A DEMO Pationt L Fomn

2o = ¥ _
e B Pt
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Study Network Level
= Networks Only: When a form is linked in the Form Management page using this selection, the
form will appear for all organizations in a study with associated networks in the Study Network

tab from the Forms button

B Currend Page: Saudy >> Nedworks.
You are working on stady: P10Y - &8
= Swdy tation D@
ShdyDotsts  Versions  Admin Schedse | Study St | Budget  Mdestones  Notfcobons  Study Stas  Repos | Study Jeem | Fomms m
Pretocot Ot
COAW Rove n
COA Sigrott a
ok Mok §5 A 0 tes. sharh
ane. (@ | SRS i oy QU ovsOpwinis |
CA Syt 0
et In Re a Partcipating Organzations Afdated Notwork Rolatorahip Type Forms Delote
Buadger S a ) oot o
RS et a
worom, B . o [ 7 © FNE
[— Hospes 2D g2 |®
@ Sty Networks + » Form Response Browser - Googe Creome. - 0O X
*  Study Actvation . Mrelow/io fiedacccuntbrowser Jiphmodpi = 120 studyld = 1 3048sit eName = Sarmer i 20boalthé . &
ActrewEreat
Abartiies You are working on shudy: P01
Participating Organizations: Barver Hewn
Form trw | A - Association Form ~ I
*  Swdy Closure
Fitor By Do
Prwicus srtren for form A - Association Form™ “ Py oot
Sty Comphe a = .

Specific Study Level

= Appear in the Form Management table as Linked To: Study; Study: Study #

= When a form is linked in the Form Management page using this selection, the form will appear
only for the specific study selected in the Forms tab

eSample ¥ Reporting Study #, Tiso or Keyword Q - woG TvalnAan

You are working on study: 00012

P Curteet Page Study >> Form Response Browser

* Study Initiation
Soudy Detads  Versons  Admin Schedule  Study Setup Budget  Milestones  Noticabors  Study Status  Reports  Study Team m Study Notwork

Form Name quOosagcAm!yslsv n

Provious entnes for form “Drug Dosage Analysis™ Fiter By Date  All e

Protocot Dot
CDA In Revie
COA Signatt

CAIn Reverw

CA Signoft

B.nr:& In Re

sEESEn

= NOTE: When a study form is associated in the Study Setup tab for a study, it will appear in the

Form Management page

You are working on study: 00012

Study Delails  Versions  Admin Schedule m Budget Milestones  Notificatons = Study Status ~ Reports

T B S N S R S R

Associated Forms

Forms currently associaled with this study are: COPY AN EXISTING FORM DISPLAY AND SEQUEN

Form Name Description

Drug Dosage Analysis - Sludy I Aclive £
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Specific Study Patient Level
= Appear in the Form Management table as Linked To: Patient (Specific Study); Study: Study #
= When a form is linked in the Form Management page using this selection, the form will appear

for all patients on a specific study only in their Study Patient’ Protocols tab Forms page

T i et o T R [insmsii]

This patient has been sesocieted te the fellowing studies

= CRF Event Tab: This selected form type may also be associated to an event or events in the CRF
Details tab. The form(s) would then appear for patients for that study in the Study Patient’s

Protocols tab after clicking the Schedule link, as Linked Forms

= NOTE: When a patient form is associated in the Study Setup tab for a study, it will appear in the

Form Management page

You are working an study: 00012

Study Details  Versions M‘m&ulmhum Budget  Miesiones  Nolificalions  Shudy Stalus  Reports  S)

ot T it e B et O ot b il s, it

Associated Forms

Forms currenly arssocisbed wih this sludy ane COPY AN EXISTING FORM DISPLAY LIEN

To learn more about creating forms and library management, see Forms Management within the

Library Management section of this user guide.
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Permissioned users may add a form using one of two options: Copy an existing form and Select a

form from your Library.

To add a new form, from the Form Management page:
1. Click COPY AN EXISITING FORM.

P Current Page: Manage Account >> Form Management

Organizations  Groups = Users  Account Links Form Management Portal Admin Networks

Search By
Form Name: Study: Select
Group: Select an option e Organization: | Select an option v

Selected Filters are: Form Name: All Study: Linked to: AlfOrganization: All Group: All

Currently associated forms are: | COPY AN EXISTING FORM M DISPLAY AND SEQUENCING OPTIONS

Linked To: | Select an option ~ |

SELECTA FORM FROM YOUR LIBRARY

a. Use search fields, if needed to narrow options, then click Search.

Copy Form: Enter the following details for your new form

Form Mame =

Search Form(s) to be Copled, By

Mame Descrplion Selacted

[m]
A DEWMS Drug Dosage Analysis [m]
Study Admin Checkiist MERRS & Questionnaire - Lung Healtn Rating Scale O
Study Adrmin Checklist for PhagePharm IMERRS-S Questionnaine - Lung Heallh Raling Scale [m]
Study Setup Form Administrative for PhagePnarm O
Study Startup Form Study Startup Form (]

Form Narme Study. Sedect an option - Linked To. Select an opbon

Group: Select an aption w | Cganization: Sedect an apfion -

-

b. Enter a new form name into the Form Name field, check a checkbox in the Selected column

for the form to be copied, then enter your e-Signature and click Submit.

The form will now appear in the Form Management table in Work in Progress status and will

require modificaton to update information. All copied forms start Linked To: Account Level.

For more information on modifying, refer to Modify a Form and Form Statuses.

-OR-
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Click SELECT A FORM FROM YOUR LIBRARY.

B Curment Page: Manans Account =2 Fom Mansgamert
Organzations  Groups | Users Aocount Links W Pl Amin | Networkes
Ssarch By
Faoien heane Sunly Salct Lirkei o | Selest an option el
Groug: Selact an option ~| Cnganization: | Select an option - m
Selecied Filters are. Form Name. A Study.  Linked lo. AROrganization. Al Group. A
Currently associated forms are;  COFY AN EXISTING FORM DISFLAY AND SEQUENCING OFTIONS hSELECTAFDRM FROM YOUR LISRARY

a. Use Search fields, if needed to narrow options, then click Search.

Saarch 2 Form
oo ame: o Cansgoy sy
Select an apbon ~ Setect an optien -

The following are the Forms currsntly lised in your Library. Ssie<t the Fom that you wish to associate with your Account or go
1 the Form Library bo create a new Form.

MO Bceperimen Patest

DM Tisums T Rsve o

Desscription Display Form Link Charackust

b. Check a checkbox in the Select column to select a form to copy, then click the down arrow.

The form selected will appear in the Forms to be Linked area of the page.

v r
Forms to be Linked

Deselect Name Description Display Form Link Characteristic  Filters

® Account Level

O Study Level (ally

O patent Level (Al Studies)
O Patient Level (Al Studies -

Restricted) Organizatian
O Patient Level (all) .
= " 5
— h O specmc Study Level ® MuRiple Entry - Select
[m] 02 Evaluation O User Leve: ) Only onee &
(Editable) 2FUp

O Organization Level

O Nework Level

) study Network Level

(] Specific Sludy Patient Level
Stuchy

Select

Select an option w

» The up arrow may be clicked, after checking the checkbox in the Deselect column, to
remove a form from selection

= Revise the Name and / or Description, as needed

= Select the appropriate Display Form Link option. For Specific Study Level and Specific
Study Patient Level selections only, select a Study from the options after clicking Select

an option. For more information, refer to Linked Forms in Account Management.
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= For Characteristic radio button options, select either Multiple Entry (to allow for creation
of multiple form entries) or Only Once (Editable) (to allow for the form to be completed
only once but may be edited by permissioned users)

= For Filters, to limit who can view the form, click Select and then select only the
organization(s) and / or group(s) that will be permitted to view the form for completion in
the system

c. When the field entries are completed, enter your e-Signature and click Submit.
The form will appear in the Form Management table in Work in Progress status and will
require modificaton to update information. For more information, refer to Modify a Form and

Form Statuses.

5.7.4 Modify a Form and Form Statuses

Permissioned users may be permitted to modify the title of a form, change its Linked To selection,
and change the form’s status. When modifying a form at the account level, only the account-level

instance of the form is being modified and not the original study-level or library versions of the form.

To change a form’s status, from the Form Management Page:

1. Click the Form Status for a form.

B Sument Mg Marage ACnint o Sam Managament

Crgerizalions | Groups  Lsers .'.-.\.uuuwm Puital Adinin | Nelwoiks

Search By

Fonm Name: Sy "
Group: Salact an ophon - Coganization | Select an ogtion w m

Sederlest Fillens ane Foom Narne: AN Stady Linked 1o AMOganizalion. AN Groug AR

Currently assoctated forms are: COPY AN EXISTING FORM DISPLAY AND SEGUENCING OFTIONS SELECT A FORM FROM YOUR LIBRARY

Gffling for Edting 2!

0 pctve D

B @ @ e
® &6
i) -
Qoo
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2. The Form Status Details page will appear.

B Current Page: Form Status Detalls
Manage Account == Form Managemant == Form Stalus

Form Name : Z Form
Please enter status detalls:

Foim Stalus* Wark In Progress,»

Form Stan Date *

Changed By = Select User

Moles

3 —

»  Forms in Work in Progress (WIP) may only be changed to Active or Deactivated
= Forms in Active status may only be changed to Offline for Editing, Deactivated or Lockdown
= Forms in Offline for Editing may only be changed to Active or Work in Progress
= Forms in Lockdown may only be changed to Active
= Forms in Deactivated status cannot be changed
= Deactivated may be is used in place of deleting when there are associated completed
forms
3. After changing the form’s status, select a Form Start Date, use Select User to change the

Changed By field, if needed, optionally enter notes, then enter your e-Signature and click Submit.

Form Name . DEMO Trssue-Breasl Review Form

Please enter status details:

Form Status” Active ~

Form Stan Date * 02022022

Changed By * Sursan Training2 Select User

NA
MNoles
#
=y BT e )

a. If changing the status from Offline for Editing to Active or WIP, an additional checkbox will

appear. Check if applicable before submitting. [Refer to image below for details.]

([ Migrate the existing form responses to the latest version (applicable when you change status to "Active’)
If you changed 'Data Value(s)' in any Multiple Choice field, please migrate the existing form responses to the latest version

m e-Signature *

w
s

The Form Status will update in the Form Management page as selected.
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Form information updates, in the Name or Linked To fields, are restricted by form status. See the

table below for details.

Form Field What May Be Changed
Status

Work in Name All fields

Progress

Linked To  Any Linked To selection, unless was added at the study level in Study
Setup
= If added as Linked To: Study in Study Setup, the Linked To option
will allow for changing to a Patient option

All Characteristic and Filters Fields
Active Name Only the checkbox for Mandatory e-Signature

Linked To Only response private checkbox and Select options in Characteristic
and Filters Fields Only

Lockdown Name Only the checkbox for Mandatory e-Signature

Linked To  Only response private checkbox and Select options in Characteristic
and Filters Fields Only

Offline for = Name The checkbox for Mandatory e-Signature
Editing A new checkbox for changed data values (see details in steps below)

Linked To  Only response private checkbox and Select options in Characteristic
and Filters Fields Only

Note: For Deactivated form status, changes are not permitted.

To update the Name field information, from the Form Management page:

1. Click a name in the Name column.

Currently associated forms are: COPY AN EXISTING FORM DISFLAY AND SEQUENCING OFTIONS
Description Linked To

A - Association Form - Study Network Level

A DAILY DIGEST DEMO - All Patients
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2. For all but WIP status, there will be a new check box to check to include a mandatory e-Signature

when completing a form. Check the checkboyx, if needed.

Some changes made In an "Offline for Editing’ form may be applicable only to new forms and not to previously answered forms.

Name * AForm Tes! G Al Patiens - Scl

Fiorm Description
4000 characlers lefl

Form Status ™ Cffline for Editing ~

[m] Migrate the exisiing form responses to the lates: version (applicable when you change status 1o 'Active')
If you changed "Data Value(s] in any Multiple Choice field, please migrate the existing form responses to the latest version

e-Signature i Mandatory for his fomm's responses,

3. For Offline for Editing status only, the red sentences in the image above will appear along with a
new check box to allow for migrating existing form responses to the latest version of the form,
after changing to Active status. Check this checkbox if applicable.

4. For WIP status only, the Form Name and Form Description may be changed prior to submitting.

5. After making any changes to the form Name area, enter your e-Signature and click Submit.
Changes have been saved.

To update the Linked To information, from the Form Management page:

1. Click a selection in the Linked To column.

Currently associated forms are: COPY AN EXISTING FORM DISPLAY AND SEQUENCING OFTIONS

Description Linked To

A - Association Form Study Network Level

A DAILY DIGEST DEMQ All Patients
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2. For all statuses, the Filters area for selecting organizations and groups may be updated by

clicking Select and selecting applicable options, as needed.

Edit Forms == Manage Account => Form Management

Form Name: Z Form

O patient Level (all)

@ Account Level

O study Level (ally

O Patient Level (All Studies)
O Patient Level (All Studies - Restricted)
Quser Level

@] Organization Level

O Network Level

O study Network Level

O specific Study Level

O specific Study Patient Level

Display Form
Link

Study Select an option v

@ Multiple Entry
O Only once (Editable)

Keep response private to author

Characternistic (If 'Keep response private o author' option is selected, specify user/group with access to all responses)
User | Jan Adams:Stan Adams Training Admin;Corina Bell;Sclomen Bt Select
Group  Admin,Admin without eSample Administrators for PhagePharm, Select
Organization ADEMO 1,ADEMO 1A A DEMO 1B.DEMO Lora Hospital. DEM  Select
Filters

Group Admin,Admin without eSample, Budget Manager - Financial Mg Select

cor =

3. For all statuses, in the Characteristic area, new fields appear. These are used for keeping the

response private to author and then allowing selection of users and groups. To allow this new
characteristic, first check the checkbox for Keep responses private to author, then click Select
and select the applicable option(s) for User(s) and / or Group(s).
a. For WIP Status, the option of Multiple Entry or Only once (Editable) may also be updated.

4. For WIP status, for Linked To options, the Linked To selection may be changed, unless the form
was initially added in the Study Startup tab for a study.
a. For Linked To: Study, added in the Study Startup tab, a new radio button selection will allow

for changing Display Form Link from Study to Patient.

Edit Forms == Manage Account >> Form Management

Form Name: MERRS-6 Questionnaire

Study Number: P100

Display Form @ Study N
Link O patient

5. After the Linked To information is updated, enter your e-Signature and click Submit.

Changes have been saved.
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5.7.5 Delete a Form

Permissioned users may wish to delete a form. If deleting an account form that was pulled from the
forms library, it does not delete the form in the library, only the account form. For more information

about the forms library, see Forms Management.

Warning: If using Participant Portals, use caution when deleting a patient linked form as
participants will no longer be able to view the form linked in a portal after deletion.

Note: Forms may be deleted regardless of the Form Status, however, a form cannot be deleted if
it has from response(s) added.

To delete a form, from the Form Management page:

1. Click Delete for a form to be deleted.

®

2. A warning notification will display. Click OK to delete the account form.

veltraining.veloseresearch.com says

Delete Form "Administrative for Johns Hosptial' T

“ Caneel

After clicking OK, the account form is deleted.
-OR-

If the form has been used and contains answers, a warning will appear and deleting will not be

permitted.

veltraining.veloseresearch.com says

Form has been answered and cannot be removed.

OKk

a. Click OK to close the pop-up.
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5.8 Networks

Velos eResearch Enterprise offers an add-on module that allows organizations to be tied together by
larger associations, known in eResearch as “Networks”. The Network tool allows permissioned
users, with the Network module enabled, to create networks of organizations that have a shared
relationship, for informational purposes only. This can be used to improve system organization and
can specifically be used to associate a network to a study instead of individually adding organization
associations. Additionally, study network forms may be completed.

For example, the organizations “General Hospital”, “Evangelical Hospital” and “Central Hospital” may
be part of a larger, common association known as “Mercy Healthcare”. In this example, “Mercy
Healthcare” would be entered into Velos as a Network, and “General Hospital”, “Evangelical Hospital”
and “Central Hospital” would all be entered as Organizations, tied together by the Network “Mercy
Healthcare”. For more information about Organizations, see Organizations. Using the Network tool,

permissioned users can create, view, and edit network associations.
Enterprise Only:  Networks are an optional add-on module for the Enterprise version.

Warning: Networks only apply to organizations with “Active” status. If you would like to remove
a network or network association, the organization network status must be set to
“Pending”and must not be associated to any study networks. Only permissioned
Administrators may delete organizations and their networks.
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To access networks:

1. Click the Manage menu and select Networks.

Manage > Libraries ¥ Reporting ~

New Organizations
Search Groups

name
New Links

Link.cq
Search Forms
Enrolled Portals

Page
Schedule Networks
Budget
New Search
Search

The Networks page displays:

P Current Page: Manage Account >> Networks

Ovganizations  Groups  Users  AccountLinks  Form Management  Portal Admin w

I Click here to view the list of organizations

Select Network to be displayed  Display Network

Organization Name Relationship Type Status CTEPID Users Documents Forms Delete

5.8.1 Create Networks

Permissioned users can create network associations using the Network tool in Velos eResearch

Enterprise.

Note: Organizations must be added prior to creating a network. To learn more about
organizations, see Organizations.

Warning: Networks only apply to organizations with “Active” status. If you would like to remove
a network or network association, the organization network status must be set to
“Pending”and must not be associated to any study networks. Only permissioned
Administrators may delete organizations and their networks.
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To create a new network:

1. Navigate to the network page and click Show/Hide next to the “Click here to view the list of
organizations” text.

P Current Page: Manage Account == Networks

Organizations  Groups Users Accountlinks Form Management  Portal Admin m
1 ick here to view the list of organizations
Show/Hide Organizations List L

Qrganization Name Relationship Type Status CTEPID Users Documents Forms Delete

A list of all configured organizations displays on the left side of the screen:

p Current Page: Manage Account >> Networks

Organizations Groups Users Account Links Form Management Portal Admin m

-

s Select Network to be displayed
Type to search Organization Create Network

Organization Name »  Organization Type CTEPID

Organizal
) Europe Site -
] freshers Department -
L) Hospital ABC Hospital - ‘
(L) Main Hospital Hospital -
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2. Select the organization that you would like to be the Network (parent) by clicking the checkbox

next to its name.

p Current Page: Manage Account >> Networks

Organizations Groups Users Account Links Form Management Portal Admin m

Select Network to be displaye:
Type to search Organization
Organization Name ~ Organization Type CTEPID Organiza

) Europe Site

() freshers Department
Hospital ABC Hospital
() Main Hospital Hospital

3. After the organization has been selected, click Create Network.

p Current Page: Manage Account >> Networks

Organizations Groups Users Account Links Form Management Portal Admin m

Select Network to be displayed
Type to search Organization Create Network
Organization Name ~ Organization Type CTEPID Organiza

) Europe Site

() freshers Department
Hospital ABC Hospital
(L) Main Hospital Hospital

Note: The network (parent) must be created as an organization first, and then designated as a
network. An organization can only be a parent network one time.
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The new network has been created and displays on the right side of the screen:

Organization Name Relationship Type Status CTEP ID Users Documents Forms Delete

Hospital ABC @  Select an option 4 Pending og - - B ®

5.8.1.1 Add Child Organizations

After networks are created, the organizations that comprise the network must be added.

To add a child organization to a network:

1. Navigate to the Networks tab and click Browse Network.

P Current Page: Manage Account >> Networks

Organizations  Groups  Users  AccountLinks  Form Management  Portal Admin m

I Ciick hare to view the fist of organizations

Select Network to be displayed  Display Network Browse Network

Organization Name Relationship Type Status CTEPID Users Documents Forms Delete

Note: Networks may also be selected by typing the name of the network into the Select
Network to be displayed field and selecting the appropriate network option from the
search results.

2. The list of available networks display. Select a network by clicking Select on the right side of the

entry.

Select Network to be displayed

Organization Name Relationship Type

freshers - Select

Hospital ABC .

Main Hospital Program Select
The network displays:

Organization Name Relationship Type Status CTEPID Users Documents Forms Delete

Hospital ABC @ Select an option 4 Pending {_:)/‘

be
=]
i)
®
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3. If not already done, click Show/Hide next to the “Click here to view the list of organizations” text

to view all available organizations.

P Current Page: Manage Account > Networks

Organizations Groups Users Accountlinks Form Management  Portal Admin m
| lick here to view the list of organizations
Show/Hide Organizations List
Sel lay Network Browse Network Collapse All Level

Organization Name Relationship Type Status CTEPID Users Documents Forms Delete

4. Select the organization(s) to be added to the network by clicking the checkboxes next to their

name.
Organization Name v  Organization Type CTEPID
L) Mv1 Hospital -
MV-2 Hospital .
MV-3 Laboratory -

5. Next, click Add Child to the Site next to the network name.

Organization Name Relationship Type Status

Hospital ABC @ Select an option ¢ Pending Q/'

Add Child to this Site |

= Adding organizations in this way, child hierarchies of multiple levels can be created

The child organizations are added to the network:

Organization Name Relationship Type CTEPID

¥ Hospital ABC @ Select an option /‘ Pending D) /‘
MV-2 @ Select an option /‘ Pending D) /’
MV-3 @ Select an option /  Pending oV

Velos General eResearch User Guide 6 December 2022 Page 122 of 624



wcg

5.8.1.2 Adding Users along with their Documents and Links
After networks are created, users may be added with network roles for each organization. Each user
may have more than one network role assigned. Each user may have documents and links

associated here at either or both the network level and / or user level.

Note: Network user roles do not provide access to studies and are for informational purposes
only.

To add a network user with network user role(s) and role status(es), to an organization:

CTEPID
A e D7 0]
/ pendng o/ ®
o Jouche D7/ ®
/‘ Active @/‘
@ Organization >> Users - Google Chrome - o X

@ veltraining.veloseresearch.com/velos/jsp/usersnetworksites jgb?networkld=22038pageRight=7 &from=networkTabs&nLevel=0

Users Associated to Organization 'Mercy Healthcare'
In Network :'Mercy Healthcare'

Add Users:  Type and search to Add user to Organization e

Search: Search

User Name Network Role Documents

Annie Michel Select an option 3 /‘ Pending /‘ o) @ D ®
Study Coordinator /‘ Active /‘ o) @

Laura Palmer D
Correlative Science Leader J/ Pending IO ®

1. Click Users for a specific organization.

2. Search for a user's name in the Add Users field and click an option to select.

3. Use the role Edit to update or select a user’s network role, from the dropdown options.
a. Click the plus sign to add additional roles for a user, as needed.

4. Use the status Edit to select a status for the network user role, from the dropdown options.
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Users Associated to Organization 'Mercy Healthcare'
In Network :'Mercy Healthcare'

dd Users: | Type and search to Add user to Organization

Search: Search

User Name Network Role Documents
Annie Michel Select an option / Pending 20 @ o ®
s Network >> Network Appendix - Goagle Chrome / = O X

a veltraining.veloseresearch.com/velos/jsp/eventappendix.jsp?networkld:240w Id=2203&pageRight=78ws... &

-

UEETG VEUI Ll User Level Documents

Network Name: Mercy Healthcare

User Name: Annie Michel

CLICK HERE to upload a new file. CLICK HERE to add a new link.

Fie fame Descnptlon
Document A.pdf Document A https://centerwatch.com Centerwatch

4 P »

1. Click Documents for a specific user.
2. Click CLICK HERE in either My Files or My Links to upload a document or associate a link
and submit. File names and URLs will appear in the tables below for documents and links.
= Files and links associated in the default User Network Documents tab will only appear in
this location
3. Click User Level Documents and associate files and links, as needed, as above.
= Files and links associated in this tab will not only be located here but will also appear in

the Appendix page for the specific user identified in the User Details page.

Organizations ~ Groups m AccountLinks  Form Management  Portal Admin = Networks

Member Information ) -
-
User Details
Middle lob Tvne
First Name ™ Viddie Name Last Name”™ Job Type
Annie Enter middle name Michel Select an option v
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5.8.1.3 Adding Organizational Network Documents and Links

After networks are created, documents and links may be added to each organization in the network.

These documents and links may be associated at either or both the network level and / or the
organizational level.

To add documents and links:

Relationship Type Status CTEPID Users Documents Forms

@ Hospital Va Active op s 3
@ Hospital Vi Pending oVa 2 @
@ Laboratory V4 Inactive oV 4 3
@  site of Service & Active o4 ) B
w Network >> Netwerk Appendix - Google Chrome

@ veltraining.veloseresearch.com/velos/jsp/eventappendixj-cmenu=ledFrom=NetWork&modes r09=x etwork8iselectedTabrentmode=8&networkFlag=C0rg_

WIIEERTA e PO Level Documents

2 ©

Organization Name: Mercy Healthcare

Type: Hospital

CLICK HERE 10 upload a new file. CLICK HERE to add a new link

File Name Description Version Edit Delete | URL Description Edit Delete

SUB-4906 odf DEMC-ADAM 1 &S ® i
Genome Link & ®

Click Documents for an organization.
2. Click CLICK HERE for My Files or My Links and upload a document or associate a link, as

needed, and submit. File names and URLs will appear in the tables below for documents and
links.

3. Click Level Documents to add files and links in the same manner as the default Organization
Documents tab.

= Files and links associated in the Level Documents tab will only appear in this location
4. Files and links associated in the default Organization Documents tab will not only appear

here but will also appear in the Appendix page accessed from the Organization Details page.

Groups  Users Accountlinks FormManagement Porial Admin  Networks

(Organization Details

Appendix

Organization Name * Mercy Healthcare
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5.8.1.4 Adding Organizational Network Forms
After networks are created, organization associated forms may be completed, reviewed, printed, and

edited. These forms must be assigned as Linked to Network Level in the Manage > Forms area.

To complete or access a completed form for an organization in a network:

CTEP ID Documents Forms

P - B
oV a 0] ®
D7 - ]
D7 - B
@ Network »> Form Response Browser - Google Chrome = o

# veltraining.veloseresearch.com/velos/jsp/formfilledaccountbrowser,jsp?calledFromForm=&srcmenu=tdMenuBaritem1&formFill Dt=AL

Network Name:Mercy Healthcare
Organization Name:Mercy Healthcare
Relationship Type:Hospital

fom | ADEMO Drug Dosage Analysis v | “ 9 |

Previous entries for form: "A DEMO Drug Dosage Analysis™

Filter By Date "
Al - Search

Data Entry Date Form Status

06/02/2022 3 Work In Progress 2% ® @

1. Click Forms for a specific Organization.
2. Click New to complete and submit a new form.
= For aform to appear in the Form Name dropdown, the form must be Linked to Network

Level in the Form Management page

P Current F‘agi Manage Account >> Form Management

Organizations Groups Users  Account Links EEZVIIYEIENER SN Portal Admin - Networks

Search By
Form Name Study Select
Group Select an option b Organization: | Select an option 24

Selected Filters are: Form Name: All Study: Linked to: AlfOrganization: All Group: All

Currently associated forms are: COPY AN EXISTING FORM DISPLAY AND SEQUENCING OPTIONS

Linked To

A DEMO Drug Dosage Analysis - Network Level

3. Click the Data Entry Date link to review a completed form. Additionally, there are links to

print, view history, or delete the form, if needed, as permissioned.
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Permissioned users can modify relationships, edit documents and forms, and generally edit the

organization-network relationships.

To modify network details:

1. Navigate to the Networks tab and click Browse Network.
B Current Page: Manage Account == Networks
Organizafions  Groups Users  AccountLinks  Form Management  Porial Admin m
| lick here to view the list of organizations
Show/Hide Organizations List
Sels lay Network Collapse All Level
Crganization Name Relationship Type Status CTEPID Users Documents Fomms Delete

entry.

The list of available networks display. Select a network by clicking Select on the right side of the

Select Network to be displayed

Organization Name

Relationship Type

freshers
Hospital ABC

Main Hospital Program

Select

Select

The network displays along with any child organizations:

Organization Name

Relationship Type

Status CTEPID

¥ Hospital ABC

®

Select an option

.

Vi Pending @ /‘
MV-2 @ Select an option /’ Pending @/‘ &
MV-3 @ Select an option /  Pending oV

3. Click on the Organization Name link to modify details a

Organization Name

bout the organization, including CTEP ID.

Relationship Type

Status CTEPID
¥ Hospital ABC @ Select an option /' Pending OV
MV-Z{TJ @ Select an option /‘ Pending D) /‘
MV-3 @ Select an option /‘ Pending D) /‘ R
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Note: Clicking the Network Organization name will also allow for editing details.

4. Anew window displays, allowing you to modify organization details. Apply your changes and

click Submit to confirm.

CTEP ID 4370-MDR

(O Hide this Organization in Organization and User selection Lookups

viore Organization Details

vlore Organization Network Details Level 2

bokup Org Data2 Select

ate Org Data2 Enter date

adio Org Data2

@) MDACC/Regional Centers

[0 Non-MDACC Hospital/Clinic Healthcare Facility/Harris County Hospital District Facility
@) Community Center/Shopping Mall (e.g. religious facility)

Network Site Status

Pending v

The organization information is updated. If the organization name or CTEP ID is changed, that

information will automatically update in the network association table:

Organization Name Relationship Type Status CTEPID Users

I
Documents Forms Delete

Hospital ABC @ Select an option / Pending oV

- B 8 ®
MV-2 @ selectanopton 4t Pending oV _‘. D B8 ®
MV.3 @ Select an option /' Pending oV & D B ®

5. To modify the relationship type, click Edit in the Relationship Type column.

Organization Name Relationship Type Status CTEPID
Hospital ABC @ Select an option /' Pending DS -
MV-2 @ Select an option /| Pending DL -
MV-3 @ Select an option /‘ Pending D /’
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6. A dropdown menu displays. (1) Select the appropriate relationship option, and then (2) click the
checkmark to confirm.

Relationship Type

Laboratory

Select an option v]
Hospital 1
/0

Laboratory

Program

CEBU Storage Location

Site of Service

CBEU Collection Site 2

Transplant Center

Cord Blood Bank k
elect an option

The relationship type is updated in the network association table:

Organization Name Relationship Type

¥ Hospital ABC @ Select an option /7
MV-2 @ Cord Blood Bank /7

MV-3 @ Select an option /7

7. To modify the network status, click Edit in the Status column.

Active ') ",_;:-‘ 123

Pending @ 1“

Note: By default, all network organizations, including the parent in the Network will be in a

status of “Pending” when created. Network organizations with a status of “Pending” can
be deleted from the Network, by permissioned Administrators only. In order to delete an

organization, it must be changed to Pending status and all study network associations
must no longer exist.
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8. The status details page opens in a new window. Set the Status and the status Date. Enter your e-

Signature and click Submit to confirm.

Network => Status Details

Status * Active -

Date * 051572022

Motes
P

e-Signature * m

The updated status displays:

Organization Name Relationship Type Status CTEPID

Hospital ABC @ Select an option /  Pending oV
MV-2 @  CordBiood Bank Va 0/ 4370-MOR
MV-3 @ Select an option /'  Pending oV

Note: You can also view network status history for an organization by clicking the History
button in the status column.

5.8.3 Study Network Association

One of the key benefits to using the Network tool in Velos eResearch Enterprise, is creating study
network associations. Study network associations provide an informational way for study team
members to view networks associated to a study. Study network forms may be completed for

associated network organizations.

Note: To see the Study Network tab, the “View” access permission for Manage Organization
must be enabled within the user’s Group rights.
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To create a study network association, after accessing the study:

You are working o ‘S'.Ud\' DEMO 961 I

Study Details ~ Versions  Admin Schedule  Study Setup  Budgel  Milestones  Not

Participating Organizations
@ Select Netwarks - Google Chrome

Lookup Metworks 1o Add to this study B

ifications

Study Status

h.com/velos/jsp/networkLookup.jsp?studyld= 15448 pageRight=7

Repors

Study Team  Forms

Select Network to be displa

I [IJ splay Network a

|

4

Organization Name

¥ Mercy Healthcare
Central Hospital
Evangelical Hospital

General Hospital

i NS

Organization Name

Mercy Heallhcare
Central Hospital
Ewvangelical Hospital
General Hospital

Hospital
Hospital
Laboratory
Sile of Service

Relationship Type

Hospital
Hospital
Laboratory
Site of Service

Relationship Type

Network Status
Active

Pending

Inactive

Active

Network Status

Active ®
Pending ®
Inactive ®

®

Active

1. Click the Study Network tab.

2. Click Browse Organizations.

Search for the parent organization / network name in the Display Network field and click the

appropriate name from the options provided.

4. Click the down arrow to the left of the parent Organization Name, to view the additional

organizations associated to the Network, and check all checkboxes for the organizations

which will be associated to the study.
5. Click Submit.
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To manage study network associations and add forms for a specific organization:

You are working on study: DEMO 961 EMOW

Study Details  Versions = Admin Schedule  Study Selup Budgel Miestones  Nolifications  Study Stalus  Reports  Study Team  Forms [l NS

|Lookup Metworks to Add to this study B Browse Organizations

Participating Organizations Affiliated Network Relationship Type e
A
[Fitter ] [Fll]er ] [Fll]er ] [Fll'.er ] 3 I 2 /
Central Hospital Mercy Healthcare Hospital Pending ﬂ‘ o ®
Evangelical Hospital Mercy Healthcare Laboratory Pending 7 9 ®
General Ho Mercy Healthcare Site of Service Pending /‘ D ®
Mercy Healthcare - [ Hospital Pending 4RO [ @

1. Click Edit to change the status of an Organization’s association, from the dropdown, as
needed.

2. Permissioned Administrators may click Delete, to delete an organization from the study
association, when the organization is in Pending status only.

3. Click Forms to access forms for an organization in the study associated network.

You are working on study: DEMO 961
Participating Organizations: Central Hospital

Form [ P
Name I; A - Association Form v n]

Filter By Date
Previous entries for form: “A - Association Form™ earc!
All v,
Data Date 0 A Delete
061022022 Completed 2% ® ®

1 to 1 of 1 Record(s)

Select a form from the Form Name dropdown and click New to create a new form.

b. Click the Data Entry Date to review a completed form, or use additional links to print, view
a history for the form, or delete the form, as needed, and as permissioned.

= For aform to appear in the Form Name dropdown, the form must be Linked to Study

Network Level in the Form Management page

P Current Page] Manage Account >> Form Management
Otganizations Groups Users  Account Links JEEZNURYFERERELENEE Portal Admin -~ Networks
e [ c—

Form Name: Study Select
Group Select an option v Organzation Select an option v
Selected Filters are: Form Name: All Study: Linked to: Al/Organization: All Group: All
Currently associated forms are: COPY AN EXISTING FORM DISPLAY AND SEQUENCING OPTIONS

Linked To

Study Network Level

Form Status

Active Q

Description

A - Association Form
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6 Library Management

The Library within Velos eResearch is a central repository for saved templates of Calendars, Events,
Forms and Fields. The Library is therefore a powerful tool that provides permissioned users the
ability to reuse standard items that are deployed across studies. This section of the Velos eResearch
user guide addresses the creation and management of the four types of Libraries available within

Velos eResearch:

Library Description

Events  This library is used to create events, which are specific, billable or actionable items
that are used to build/define calendars, and then are stored as templates. See
Charge Masters for more information.

Calendars This library is used to create calendars, which are a time-defined set of events that
can be applied to various functions within Velos eResearch, and then are stored as
templates.

Fields This library is used to house fields commonly used in forms. By creating and storing
fields in the field library, it allows users to select fields to build a form.

Forms This library is used to create form templates and store them. Form templates can be
associated to an account, study, study patient, or patient level, and other levels
depending on your configuration. After a template has been associated, it can be
modified, if needed.

= See Calendar Management to learn how to work with events and calendars

= See Forms Management to learn how to work with fields and forms

Note: 1. Charge Masters may be provided to WCG Velos for populating the library with
existing library items. A default / blank charge master will be available if one is not
provided.

2. When a library element, such as a calendar, event, form, or field is used, the system
creates a separate copy of that item, leaving the original template intact, regardless
of any changes made to the applied copy.

3. Inorder to maintain consistency and control of library templates, it is highly
recommended to define the processes for user responsibility regarding library
management.

4. Charge Masters may be provided to WCG Velos for populating the library with
existing library items. A default / blank charge master will be available if one is not
provided.
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6.1 Calendar Management

Calendars are a time-defined set of events that can be applied to various functions within Velos
eResearch. Before a calendar can be completed, the corresponding events must be drawn from the
event library and visits must be created. For more information on events, see the Event Library.
Permissioned users can create calendars, calendar categories, add events, manage visits, customize
the event-visit grid, and assign coverage codes to each event type. Please see the diagram below,

illustrating a simple example of the Calendar/Event/Visit relationship.

Calendar

1 year time-period

Visit 1

Event
Event

(Basefine (Patient Lab)

Evaluation)

Visit 2
+182 days from initial visit

Event
Event

(Follow-up (Patient Lab)

Evaluation)

Visit 3
+182 days from visit 2

Event
Event

(Foliow-up (Patient Lab)

Evaluation)

6.1.1 Event Library

Events are billable or actionable activities that act as the building blocks for Calendars. Events can

range from anything that is actionable or has a cost implication, such as procedures, evaluations,

labs, or questionnaires. Permissioned users can create new events and event categories, customize

event notifications, add costs and expected resource hours, link files and URLs, and add CRF

information to each event in Velos eResearch. When you create an event in the Event Library, you are

creating a template for use and modification across calendars. Once a calendar has been created

and the event fields are updated with relevant information, the templates stored in the event library

remain unchanged.
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6.1.1.1 Charge Masters
Many customers provide Velos with their institution’s charge masters. These charge masters are
then uploaded to the Event Library by the WCG Velos team. Each charge master represents an Event

Library, and each item in the charge master becomes a unique event in the library.

6.1.1.2 Search the Events Library

Before adding a new event, you should search the Event Library to see if there is a similar event or if
the event already exists. If there is a similar event, you could save time by copying that event and
making minor modifications instead of building one from the start. To learn more about copying an

event, see Copy an Event.

Note: Ensure you have selected the correct event library when searching for a specific event.

To search the events library:
1. Click the Libraries menu in the upper-left hand corner of the screen and select Search under the

heading “Events”.

Libraries ¥ Reporting ¥

CETR N

Search Search
Add Category Add Category
Add Calendar Add Form
Copy
o
Search
Add Category
Add Event Add Edit Box

Add Multiple Choice

Copy
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» Current Page: Event Library

Calendar Library W Form Library  Field Library

Search By

Event Library-| Select an option v Cost Type: [ Al v Event Category: | Al! v/
CPT code: Additional Codes: Event Name, Description or Notes:
- g =
Library Events Ir]

Please enter a search criteria and click on "Search” button.

2. Enter your search criteria in the available fields within the Search By section of the page and

click Search.

Note: At a minimum, you must select an option from a charge master from the Event Library
dropdown field before clicking Search. If you attempt to search with the Event Library
field in the default “Select an Option” state, the search attempt will fail.

The search results display at the bottom of the page in the Library Events section:

Library Events 3]
Category = CPT code Event Description Notes Cost Additional Codes Facility Delete
Clinical Visits e Clinical Visits ®

. . . . [ Billable to Insurance - 250.00 US Dollars ], [
Baseline Evaluation  Baseline Evaluation - Research Cost - 100.00 US Dallars | - ®
[ Research Cost - 350.00 US Daollars ], [
Follow Up Follow Up - Resource - 450.00 US Dollars | ®

6.1.1.3 Add an Event Category
Within each charge master, events can be organized by category. For example, you may organize

your events by “patient questionnaires”, “patient labs or tests”, and “evaluations”. Before creating an

event, at least one event category must first be established.
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To add an event category:

1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Category
under the heading Events.

Libraries ¥ Reporting ¥

]

Search Search
Add Category Add Category
Add Calendar Add Form
Copy Copy
E (S
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
Copy

The Event Category screen displays:

I Curreet Page: Event Library>> Event Category

Please enter Event Category details

Event Library Select an Option vl
Event Category Naene *

Event Category Description

Budget Cabagory Sedect an Option |

2. Enter the required information in the available fields.

B Currenil Page:. Event Libeary>> Event Category

Please enter Event Category details

Event Library * Detault |
Event Category Name * BPD Evaluations

Event Category Description BPD avaluations used for
B Select an Option vl

3. After filling in the required information, enter your e-Signature and click Submit to confirm.

Valid e-Sign [CESICHETTICRN N
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6.1.1.4 Add and Manage Events

In Velos eResearch, events are fundamental to the creation of study and administrative calendars.
Events also drive financial elements such as visit and event milestones, and budgets. Depending on
your organization’s initial setup, events may already be pre-populated in one or more Charge Masters
as provided by your organization. For more information on charge masters, see Charge Masters.
Regardless if your organization has provided events in a charge master or not, permissioned users

will have the ability to add and manage events in Velos eResearch.

Note: Itis recommended that some event settings be left undefined until they are associated
with a study. These steps are marked with a warning information box throughout this
section and include the Message, Resource, and CRF Details tabs, as well as the
following fields in the Event Details screen: Event Duration, Event Window, Site of
Service, Facility, and Coverage Type.

6.1.1.4.1Add an Event
If a required study event does not already exist in the Event Library, permissioned users can add new

events using the Libraries menu.

To add a new event:
1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Event under

the heading “Events”.

Libraries * Reporting ~

BE= ke ]
Search Search
Add Category Add Category
Add Calendar Add Form
Copy Copy
B = ]
Search Search
Add Category Add Category
Add Event Add Edit Box

@ Add Multiple Choice

Copy
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Event Library *

Select Event Category *

Event Name *

Description

CPT code

Event Duration

Event Window

Site of Service

Facility

Coverage Type

Notes

Select an option v
Select an option v
7~
~
Y
Days
Days
Days
Select an option v
Select an option v
Select an option v
Vi

¥  Before

¥ | After

wcg

Event Details

2. Enter category and description information into the available fields at the top of the page.

Ewvent Library = Default -
Select Event Category * Procedures v
Event Name * Baseline Eval. P
Description .Easellne evaluation for| //.l
CPT code y
Event Duration Days v
Event Window Days ¥  Before
Days v After
Site of Service Select an cption v
Facility Select an oplion v
Coverage Type Select an cption v
Notes p
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3. Continuing down the page, enter event timing, Site of Service, Facility, and Coverage Type

information into the remaining fields if required*. See the table below for a short description of

the event timing fields.

Category

Event Duration

Event Window (Before)

Event Window (After)

Event Duration 25 Days
Event Window 3 Days

5 Days
Site of Service Broad Axe Medicine v
Facility Select an option v
Coverage Type Research procedure paid by ¥
Notes

Description

The amount of time in days or weeks that the event takes to complete.

The amount of time in hours, days, weeks or months before the
scheduled event that this event can be completed.

The amount of time in hours, days, weeks or months after the
scheduled event that this event can be completed.

Warning: For events in the library, it is highly recommended to skip step 3, leaving the fields as
open fields. These details are typically study-specific and can be defined when a
calendar with this event is associated to a study. See Study Management for more

information about adding events to a study.

4. After filling in the required information, enter your e-Signature and click Submit to confirm.

Valid e-Sign [EESICUEITIR il

Note: Before proceeding to the other event configuration tabs, you must first enter the required
information on the Event Details page and create the new event by clicking Submit. If you
proceed to other tabs before saving the information on the Event Details page, the other
tabs will be disabled, and your progress on the Event Details page will be lost.
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Velos eResearch provides the ability to generate event auto-notifications for patients and system

users using the Message tab within an event.

Warning: For events in the library, it is highly recommended to leave Messages undefined. These
details are typically study-specific and can be defined when a calendar with this event
is associated to a study. See Study Management for more information about adding

events to a study.

To add an event message:

1. Navigate to a specific event through the Event Library and click the Message tab.

Personalize ¥ Manage ¥ Libraries ¥ Reporting ¥

p Current Page: Event Library >> Event Message

Event Detad Message Cost Appendix Resource CRF Details

Event Name :Baseli

The Event Message page displays:

Event Name :Baseline Evaluation
Plaase remembar 10 cick Submt at the Battom of the Page 10 3ave dati in case of Cakndars wih sas AcvaFraeze  Click 00 the Refiesh Messages’ icon on the Calnda: biowser 10 3oply Changas 10 previcusly generied schecuins.
Send Message 1o Patient

Days Betore

Days After

Send Message to User Select User(s)

Remove User(s)

e-Signature * Enler e-Sgnature
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2. If you want to send a notification to patients, enter the number of days before and/or after the

scheduled event that you would like a notification to be sent to the patient within the Send

Message to Patient section. For each field that is used, enter the notification text in the available

field to the right.
This is a reminder that you have a =
3 Days Before scheduled appointment in 3 days. M
Please let us know as soon as possible
Days After
Yz
Note: Patient messages are sent using the patient email address established under the patient

profile in Demographics. A message will only be sent if the patient has the specific event
in their calendar.

3. If you want to send a notification to system users, first, select the target users by clicking Select

Users.

Send Message to User Select User(s)

Remove User(s)

The Select Users for Mail page displays in a new window:

Ewvent Library >> Event Message >> Select Users for Mail

First Name

W select ANl

]
]
O
(]
]
]
]
O
(]
]
o1

Training
Salomen
Heather
Deanna
Susan
Annie
Diane
Laura
Jen

veladmin

0 of 12 Record(s)

Last Name

SHSHeNSHSHSHSNOHONS

First Nama Last Nama Job Type:
User Search Select an option ~
Group Name Study Team
Search
Select an option ~ Select an option ~

The Selected Filters are: User First Name: A/ User Last Name: A/ Job Type: Al Organization Name: WCG - VELOS Group Name:Al  Study Team: Al

Organization

WCG - VELOS

Benlon Medical

WCG - VELOS

WCG - VELOS

WCG - VELOS

WCG - VELOS

WCG - VELOS

Benton Medical

WCG - VELOS

WCG - VELOS

Organization Name:
WCG - VELOS -

User Type
Blocked User
Active Account User
Active Account User
Active Account User
Active Account User
Active Account User
Active Account User
Active Account User
Active Account User

Active Account User
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4. Search for target users using the User Search menu fields and click Search.

Event Library => Event Message >=> Select Users for Mail

First Name: Last Name: Job Type: Organization Name
User Search Select an option v WCG - VELDS «

Group Name: Study Team:
. - Search
Select an opticn v Selectan option v

5. Then click on the checkbox next to the individual(s) you would like to receive your notification(s).

Event Library => Event Message >> Select Users for Mail

First Name: Last Mame: Job Type: Organization Name:
User Search Select an option v WCG - VELOS w

Group Name: Study Team:
Select an option w  Select an option A4 m

The Selected Filters are: User First Name: Al User Last Name: Al Job Type: Al Organization Name: WCG -
VELOS Group Name:All Study Team:Al

B Select Al First Name Last Name Organization User Type

Stan Adams () wcG-VELOS Non System User

Solomon Bevin () Benton Medical Active Account User

-OR-

Click on the checkbox next to Select All to select all displayed users.

#

*'k Select All

(< N < T < I <
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6. Click Submit to add the selected users to the notification.

The selected user(s) display in the Select User(s) field. Click Remove User(s) to remove users

from this field as needed.

Send Message to User Select User(s)

Remove User(s)

7. Enter the number of days before and/or after the scheduled event that you would like a
notification to be sent to the system user within the Send Message to User section. For each

field that is used, enter the notification text in the available field to the right.

patient evaluation scheduled in three +4
3 Days Before days. Please have all PANSS-6 Y.
materials prepared prior to that date. 4

all PANSS-6 evaluation scores into the +
1 Days After patient's record from your evaluation ~
1 day a Vi

Note: Some special characters are not allowed to be used in the message fields. The system
will warn you when you try to submit your changes if your message contains an invalid
character. Refer to Appendix D — Special Character Behaviors / Reserved Words.

8. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [SEIeUETTTR ‘ m

The event messages have been saved.

6.1.1.4.3 Event Cost

Velos eResearch provides the ability to allocate event costs using the Cost tab within an event.
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To access the Event Cost page:

1. Navigate to a specific event through the Event Library and click the Cost tab.

p Current Page: Event Libcary >> Event Cost

Event Detail Message Appendix Resource CRF Details

Event Name :Baseline Evaluati

The Event Cost page displays:

I Cumast Page: Event Librasy =» Evers Gast

Event Detad mssmmw. Fsouce | CAF Dstats
Eventl Narme Biaseans Eyasation

Associated Costs are

U Distars 25000

@
@

U Dstars 100,00

6.1.1.4.3.1 Add an Event Cost

Permissioned users can add cost line items to an event using the Cost tab of an event.

Warning: Enter static costs during Library management that will be carried across all studies,
otherwise add the costs at the study level as outlined in Financial Management.

To add an event cost:
1. Navigate to the Event Cost page of an event and click Specify Cost to add a cost line item to this

event.

Event Name :Baseline Evaluation

Specify Cos
Associ Costs are

The Cost Details page displays:

¥ Cument Fage: Event Liary »» Eveet Cost >> Specty Cast
EventDotat | Message H Aepend | Reseurcs | CRF Detls

Event Name Baseine Evahuation

Selctanoption W US Doley v
Salect an optien ks US Dolan
Salect an optien - U5 Dolary v
Salect an optien B3 U5 Dolaes v
Salect an optien ke U5 Dollars v
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2. Select a Cost Type, the currency unit, and then enter the amount (numerical value) in the Cost

column.

' Cument Page: Event Linary »» Evant Caot »» Specky Cont
EvertDetnl | Masttage ﬂ Apwsa | Ressce | CRF Detais

Evess Mame ‘Baseing Evaluason

Select an option US Dollars v
Salect an optien
Salact an optien
Selact an opton
Select an optin

US Dallass v
US Dty
US Dolany v
US Dolary v

L L K A 4

eXpress Only:  Cost line items entered in eXpress must use US Dollars as the unit type.

Note: It is recommended that you add one cost at a time to ensure accurate line-item
descriptions and costs pull through when a calendar budget is created.

3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [SESIeRETTIERN i m

6.1.1.4.3.2 Edit an Event Cost

Permissioned users can edit cost line items to an event using the Cost tab of an event.

To edit an event cost:
1. Navigate to the Event Cost page and click directly on the Cost Type for the line item you would
like to edit.

Event Name :Baseline Evaluation

Specify Cost
Associated Costs are
Cost Type

Billable to Insurance

Research Cost
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2. The Cost Details page displays. Make required changes as needed, to the cost type, currency, or

amount.

Event Name :Genetic Assay

Cost Type: * Research Cost v

Cost: * US Dollars » 1,500.00

3. Enter your e-Signature and click Submit to confirm.

2\ RS0 e-Signature * sons

The event cost(s) have been updated, and now display on the Event Cost page.

6.1.1.4.3.3 Delete an Event Cost

Permissioned users can delete cost line items to an event using the Cost tab of an event.

To delete an event cost:

1. Navigate to a specific event through the Event Library and click the Cost tab.

p Current Page: Event Library >> Event Cost

Event Detail Message m Appendix Resource CRF Details

Event Name :Baseline Evaluation

2. Click on the Delete button located at the right side of the page for the line item that you would
like to delete.

®®
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3. Anotification displays asking you to confirm if you would like to delete the cost line item. Click

OK to delete the line item.

veltraining.veloseresearch.com says

Delete Research Cost from Events?

“ Coneel

4. Enter your e-Signature and click Submit to confirm

Please enter e-Signature to proceed with Cost Delete.
VUL NS e-Signature * [---- l

The line that was deleted has been removed from the Event Cost page.

6.1.14.4 Event Appendix
Velos eResearch provides the ability to add reference materials to an event using the Appendix tab

within an event. Permissioned users can add, delete and edit files and links within the appendix.

To access the Event Appendix:

1. Navigate to a specific event through the Event Library and click the Appendix tab.

p Current Page: Event Library >> Event Appendix

EventDetai  Message Cost EFRSLTEN Resource  CRF Details

[Event Name :Baseline Evaluation A

The Event Appendix page displays:

Event Name :Baseline Evaluation

My Links

CLICK HERE to upload a new file. CLICK HERE to add a new link.

File Name Description EditDelete] URL Description EditDelete
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6.1.144.1 Add a File to the Event Appendix

Permissioned users can add a file or link to an event using the Appendix tab of an event.

To add event reference materials to the event appendix:
1. From the Event Appendix page, click CLICK HERE within the My Files section to add a file to this

event.

CLICK HERE

The Event File Details page displays:

Event Detail Message Cost Resource  CRF Details

Event Name :Baseline Evaluation

Add documents/forms to your Protocol's Event.

File * | Choose File | No file chosen

Specify full path of the file.
Short Description * y
Give a short description of your file (500 char max.)

—

2. Click Choose File to select a file to attach to the event.

Select the file using the file picker and click Open.
4. The filename displays next to Choose File. Enter a short description of the file in the description

field below.

| Choose File | Protocol_for...ission.docx

Specify full path of the file.
[Protocol Process Data Documents| I
Z

Give a short description of your file (500 char max.)

Note: The description you enter is the value that will be displayed on the event for end-users.
Please ensure you use a description that properly describes the file.

5. Enter your e-Signature and click Submit to confirm.

2 RS e-Signature * [ |
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6.1.1.4.4.2 Add a Link to the Event Appendix

Permissioned users can add a file or link to an event using the Appendix tab of an event.

To add a link to the Event Appendix:
1. Click CLICK HERE within the My Links section.

CLICK HERE to add a new link.

The Event Link Details page displays:

Event Name :Genetic Assay
Add Links to your Calendar’s Event.
URL ~

Enter complete URL eg. 'http://www.centerwatch.com' or 'ftp://ftp.centerwatch.com' ( 255 char max.)
Short Description *

4
Give a friendly name to your link. (500 char max.)

2. Enter the link URL and a description into the available fields.

http:www.centerwatch.com

Enter complete URL eg. "http://www.centerwatch.com’ or "ftp://ftp.centerwatch.com’ ( 255 char max.)
[Home Page to CenterWatch ]
4

Give a friendly name to your link. (500 char max.)

Warning: When entering a URL, it must contain either http:// or https:// for the links to work
properly. Failing to do so will result in broken, unusable links.

3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [CRSIe LTI i m

6.1.1.4.4.3 Edit a File or Link

Permissioned users can edit a file or link associated with an event using the Appendix tab of an
event.
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To edit a file or link:

1.

Appendix page.

My Links

My Files

CLICK HERE to upload a new file. CLICK HERE 1o add a new link.

Description

File Name Description

Process for Adding hitp./Aweew. contenwatch.co
Data.docx Process for Adding Data Document @ " Home Page for CenterWatch

2. If you are editing a file, the Event File Details page displays. Make changes to the file or the

description, enter your e-Signature, and click Submit to confirm.

e-Signature * Enter e-Signature m

-OR-

If you are editing a link, the Event Link Details page displays. Make changes to the link or the

description, enter your e-Signature and click Submit to confirm

e-Signature * Enter e-Signature m

The event file or event link changes are saved.

6.11.4.4.4 Delete a File or Link

Permissioned users can remove a file or link from an event using the Appendix tab of an event.

To delete a file or link:

Click the Edit button in the Edit column of either the My Files or My Links sections on the Event

1. Click the Delete button under the Delete column with either the My files or My Links sections on

the Event Appendix page.

My Links
CLICK HERE to add a new link.

My Files

CLICK HERE to upload a new file.

Description Delete

File Name Description Delete

Process for Adding . http:wnw centerwatch co ) " -
Data.docx Process for Adding Data Document ra ® " Home Page for CenterWatch i @
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2. A notification displays asking you to confirm if you would like to delete the file or link. Click OK to

delete the file.

veltraining.veloseresearch.com says

Delete Process for Adding Data.doox from Events?

QK Cancel
L

veltraining.veloseresearch.com says

Delete https://centerwatch.com from Events?

m Cancel

3. Enter e-Signature in next page and click Submit to confirm.

e-Signature = Enter e-Signature m

The file or link that was deleted has been removed from the Event Appendix page.

6.1.145 Event Resources

Velos eResearch allows permissioned users to add personnel resource information for study roles
and/or specific system users to an event. Personnel resource information can be notes about each

user role’s participation in this event and expected resource time investment to complete an event.

Warning: For events in the library, it is highly recommended to leave Resources undefined. These
details are typically study-specific and can be defined when a calendar with this event
is associated to a study. See Study Management for more information about adding

events to a study.
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To access the Event Resources page:

1. Navigate to a specific event through the Event Library and click the Resource tab.

p Current Page: Event Library >> Event Resource
EventDetal  Message Cost  Appendix Resource CRF Details
Event Name :Baseline Evaluation k

The Event Resources page displays:

Rescurces inked wih the Event ‘SelectEd Roks typs

6.1.1.45.1 Add resource information or system users to an event

Permissioned users can add resource information to an event using the Resource tab of an event.

To add resource or user information to an event:

1. To add resource information, click Select/Edit Role Type on the Event Resources page.

Select/Edit Role type

-OR-

To add a specific user to the event, click Select User on the Event Resources page.

Select User

Velos General eResearch User Guide 6 December 2022 Page 153 of 624



wcg

2. If you are adding resource information, the resource information page displays. Select each
study role you would like to add by clicking on the checkbox next to the role name. For each role,
add in estimated time that each role will need to perform their duties in the Duration column, in

days, hours, minutes, and seconds. Finally, add a description, as needed, in the Notes column.

I Gurment Page- Event Library > Evenl Rtsousce > Event Rk

EveriDetad | Message | Cost | Appendc m CRF Detans

Event Name Baselin Evalsation

Cinical Research Coorinaor

[ree

Nuse
Pencipal Investgato

Reputatory

8 88888888
28288288288
8 88 888 8RB 8
8 888¢828¢88E8

‘Shudy Asastan '

-OR-
If you are adding a specific user to the event by clicking Select User, the Event User selection
page opens in a new window. Search for target users using the User Search fields and click

Search.

Event Library >> Event Resource >> Event User

First Name: Last Name: Job Type: Organization Name:
Select an option v WCG - VELOS v

Group Name Study Team:
Select an option v Select an option v

User Search

The Selected Filters are: User First Name: All User Last Name: All Job Type: All Organization Name: WCG - VELOS Group
Name:All Study Team:All

B Select All First Name Last Name Organization User Type
Solomon Bevin @ Benton Medical Active Account User

R N mrww...r

L. alie Jyes oy e
O Laura Palmer @ Benton Medical Active Account User

1to 10 of 13 Record(s)
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a. Then click on the checkbox next to the individual(s) you would like to receive your

notification(s).

Event Library >> Event Resource >> Event User

First Name:
User Search
Group Name:
Select an option

~

Last Name: Job Type:

Select an option

Study Team:
e

The Selected Filters are: User First Name: All User Last Name: Al Job Type: Al Organization Name: WCG - VELOS  Group Name: Al
Study Team:All

Organization Name:

~ WCG - VELOS -

W Select All First Name Last Name Organization User Type

] Training (@ wcG-vELOS Blocked User

O Solomon (D Benton Medical Active Account User
O Heather @ WCG - VELOS Active Account User
a Deanna (@ wce-vELDS Active Account User
O Susan ® wcG-VELOS Active Account User
O Annie @ wee-vELOS Active Account User
O Diane @ WCG - VELOS Active Account User
a Laura (@ Benton Medical Active Account User
O Jen @ wce-vELOS Active Account User .

-OR-

Click on the checkbox next to Select All to select all displayed users.

Training
Solomon
Heather
Deanna
Susan
Annie
Diane

Laura

0O 0O000o0ooooao

Jen

B Select All First Name

Note: Note that the default roles available vary between the Velos eResearch Enterprise and
eXpress versions. See the table below for more information.
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Enterprise Study Roles eXpress Study Roles
Clinical Research Coordinator Coordinator
Data Manager Data Manager
Principal Investigator Principal Investigator
Study Assistant Study Assistant
Co-investigator Sub Investigator
Nurse N/A
Finance N/A
Regulatory N/A
Monitor N/A

3. Once you have entered resource information to be added to the event, click Submit to confirm.

Laura

] Robert
M \"““‘

(] - Adam

11 to 20 of 20 Record(s)

6.1.1.4.5.2 Remove a resource
Permissioned users can remove resource information or system users from an event using the

Resource tab of an event.
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To remove a resource:
1. Click on the Delete button located at the right side of the Event Resources page for the line item

that you would like to delete.

Cameron Harrison ®

Laura Palmer @

2. A notification displays asking you to confirm if you would like to delete the resource line item.
Click OK to delete the line item.

m Cancel

3. Enter your e-Signature and click Submit to confirm.

VI CEST LY e-Signature * l"“ m

IDelete Cameron Harrison from Events?

The line item has been removed from the Event Resource page.

6.1.14.6 Event CRF Details
Velos eResearch provides the ability to add Case Report Form (CRF) information to an event.

Permissioned users can add, edit, and delete CRF reference information and forms on the Event CRF

page.

Warning: For events in the library, it is highly recommended to leave CRF Details undefined.
These details are typically study-specific and can be defined when a calendar with this
event is associated to a study. See Study Management for more information about
adding events to a study.
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To load the Event CRF page:

1. Navigate to a specific event through the Event Library, and click the CRF Details tab.

p Current Page: Event Library >> Event Crf

Event Detail Message Cost Appendix Resource CRF Details

Event Name :Baseline Evaluation

The Event CRF page displays:

P Current Page: Event Library == Event Crf

Event Detail Message Cost Appendix  Resource CRF Details

Event Mame :Baseline Evaluation

Associated CRFs are Add CRF Link Forms
CRF Number CRF Name Delete
12345 Sample CRF ®

Associated Forms

Form Mame

Forms Linked to Patients of this Study

Forms Linked to Patient {(All Studies)

Forms Linked to Patient (All Studies - Restricted)

Patient Links

Demographics ‘

Adverse Events ‘

Back

6.1.1.4.6.1 Add CRF reference information

Permissioned users can add a CRF number and name to an event on the Event CRF tab of an event.

To add CRF information:

1.

From the Event CRF page, click Add CRF.

Add CRF

CRF Name
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The CRF Information entry page displays in a new window:

CRF Number CRF Name

e-Signature * Enter e-Signature m

2. Enter the CRF Number and CRF Name in the available fields.

CRF Number CRF Name

TRM-99373 Patient Safety

Note: This page provides up to five rows for adding CRF entries at one time. If you need to add
more than five line items to this event, add your first five line items, then repeat the
process above by clicking on the Add CRF link on the Event CRF page to add more line
items.

3. Enter your e-Signature and click Submit to confirm.

VEUL RSN Y e-Signature * |"" | m

6.1.1.4.6.2 Link Forms and Patient Links

Permissioned users can link forms or labs to an event on the Event CRF tab of an event. Linking a
form or lab to an event creates an easy link and reminder to the user completing the event in the
system to fill out a form, or the results of a patient lab. The forms need not be only CRFs, any pre-
visit/post-visit or general questionnaires for the participant may be linked. To learn more about

forms in Velos eResearch, see Forms Management.
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eXpress Only:  Labs are not available in Velos eResearch eXpress.

Warning: If using Participant Portals, use caution when unchecking a linked form in the CRF tab
for a calendar as the participants will no longer be able to view the linked formin a
portal.

To link form, adverse event, or lab pages:

1. From the Event CRF page, click Link Forms.

Add CRF Link Forms

The Link Forms page displays in a new window:

Event: Genetic Assay

Active / Lockdown Forms Select

Forms Linked to Patients of this Study
=+ Not Applicable **=**
Forms Linked to Patient (All Studies)

DEMO Tissue-Breast Review Form

Forms Linked to Patient (All Studies - Restricted)

Patient Links
Labs

<]

Demographics

<]

Adverse Events

<]

Patient Status

<]

:

2. Check checkboxes in the forms area(s), as applicable, for the available form(s) you would like

associated to this event. For the Patient Links section, in order to access Adverse Events or Labs
from a patient’s schedule, ensure these checkboxes are checked, as needed.
3. Click Submit.
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The patient form(s) selected will display on the Event CRF page within one of four patient form

categories:

Note:

6.1.1.4.6.3

At times, it may be necessary to edit or delete the CRF information or forms linked to an event. The

Forms Linked to Patients of this Study
Forms Linked to Patient (All Studies)

Forms Linked to Patient (All Studies — Restricted)

Patient Links — includes linking to Adverse Events

4" Event Library >> Event Crf - Google Chrome

= (m]

& veltraining. .com, fjsp/crflibbrowser,jsprevent

rration=1508srcmenu=tdm...

X
Q

Study Calendar [ DEMO2 Patient Visit Calendar ] => Event CRF

Event Detail Message Cost Appendix Resource EReZIEETS

Event Name -Baseline Evaluation

= (m]

& Link Forms - Google Chrome

& veltraining.veloseresearch.com/velos/jsp/linkforms jsp?eventld=10372&protocolld=...

Link Forms
Study Number: DEMO 0187
Study Calendars: DEMO2 Patient Visit Calendar
Event: Baseline Evaluation
Active / Lockdown Forms Select
Forms Linked to Patients of this Study

MERRS-6 Questionnaire 0

Forms Linked to Patient (All Studies)
Confirmation of Test Results Form

DEMO Tissue-Breast Review Form (]

Forms Linked to Patient (All Studies - Restricted)

m]

ADEMO 02 Evaluation Patient Restricted
Patient Links
Labs

Demaographics

Adverse Events

0000

Patient Status

O Apply to all Events in this Visit
O Apply to All Baseline Evaluation Events in this Calendar

X

The category that a patient form falls into depends on the way the form was configured

in the library. In Enterprise, labs will always be listed as patient links. To learn more about
form configuration see Forms Management.

Event CRF page.

Velos General eResearch User Guide

Edit and Deleting CRF Information or Forms

6 December 2022

ability to edit or delete both CRF information and forms is provided to permissioned users on the

Page 161 of 624



wcg

To edit CRF information or forms:
1. Navigate to the Event CRF page, and directly click the name of the CRF in the CRF Name column

to edit CRF Information on an event.

CRF Name

Patient Safety

1)

The CRF Details page displays:

Event Mame :Genetic Assay

CRF Number * TRM-99578
CRF Mame * Patient Safety
-OR-

Click Link Forms to edit the linked forms for this event.

Add CRF Link Forms

The Link Forms page opens in a new window.

Patient Links

Labs
Demographics
Adverse Events

Patient Status

Velos General eResearch User Guide 6 December 2022 Page 162 of 624



wcg

2. If you are editing CRF information, update the CRF Number and/or CRF Name in the available

fields as needed, enter your e-Signature and click Submit to confirm.

Event Name -Genetic Assay

CRF Number * TRM-99878
CRF Name * Patient Safety
-OR-

If you are editing Linked Forms, check the checkbox next to the forms you would like to add or

remove from this event and click Submit.

Patient Links
Labs

Demographics
Adverse Events

Patient Status

The CRF information is updated.
_OR_
To delete CRF information:
1. From the Event CRF page (CRF Details tab). Click on the Delete button located at the right side of

the page for the line item that you would like to delete.

2. A notification displays asking you to confirm deletion. Click OK to delete.

veltraining.veloseresearch.com says

Delete Patient Safety from CRF List?

q Cance'
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3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [ERSIsnEITI- m

The selected line item has been removed from the Event CRF page.

6.1.15 Copy an Event
Velos eResearch offers a means to copy an existing event and make modifications to the copy using

the Copy This Event link on the Event Details page of an event.

To copy an existing event:

1. Navigate to an event and click on the Event Detail tab (default tab).

p Current Page: Event Details Page

Message Cost Appendix Resource CRF Details

COPY THIS EVENT

2. Click Copy This Event in the upper-left hand corner of the screen.

P Current Page: Event Details Page

(27 a=ET Message Cost Appendix  Resource  CRF Details

COPY THIS EVENT

The Copy Details page displays:

P Current Page: Event Library >> Event Details >> Copy Event

w Message Cost Appendix Resource CRF Details

Please select the Event Library to which Event '‘Baseline Evaluation' is to be copied*

Default v
Please select the Event Category to which Event 'Baseline Evaluation' is to be copied®
Clinical Visits ~

Please enter a name to be given to the New Event *

Baseline Evaluation
e
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3. Make edits to the Event Library (Charge Master), Event Category, and/or Event Name as needed.

P Current Page: Event Library >> Event Details >> Copy Event

m Message Cost Appendix Resource CRF Details

Please select the Event Library to which Event 'Baseline Evaluation’ is to be copied®

Default ~
Please select the Event Category to which Event 'Baseline Evaluation’ is to be copied*
Clinical Visits w

Please enter a name to be given to the New Event *

Baseline Evaluation
4

4. Enter your e-Signature and click Submit to confirm.

ZL RSN e-Signature * | ‘ m

The selected event has been copied to the Event Library and category that was selected in step

3.

6.11.6 Remove an Event
Permissioned users can remove events from the Event Library as needed. Before removing an event

from a calendar that has been associated with a study, ensure that it is not being actively used.

Note: Events cannot be removed from calendars associated with a study with an Active status.
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To remove an event:

1. Navigate to the Events Library, and search for the target event. For more information about

searching the Event Library, see Search the Events Library.

P Current Page: Event Library
Calendar Library m Form Library ~ Field Library
Search By
Event Library: | Default v:‘
CPT code: Additi
Faciity: | All ":‘
Library Events
Category v CPT code Event Description
Clinical Visits E) Clinical Visits
Baseline Evaluation Baseline Evaluation
Follow Up Follow Up
Lab Reports Processing fa
Lab Report Processing Processing the Lab Reports for Archival

2. Click on the Delete button located at the right side of the page for the event that you would like
to delete.

Facility ¢ Delete

3. A notification displays asking you to confirm if you would like to delete the event. Click OK to

delete the event.

Delete Baseline Evaluation from Library?
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4. Enter your e-Signature and click Submit to confirm.

\ZI [0 RS, e-Signature * | m

The event is deleted from the Event Library.

6.1.2 Calendar Library

Calendars are a time-defined set of visits and events that can be applied to various functions within
Velos eResearch. Calendars establish patient visit and administrative action timing, costs,
event/visit matrices, and other important information related to the study calendar. As with the Event
Library, when you create a Calendar in the Calendar Library, you are creating a template to use and
modify across studies. Altering the copy of the Calendar added directly to a study will not affect the

template stored in the library.

6.1.2.1 Add a Calendar Category

Within Velos eResearch, calendars can be organized by category. Before creating a calendar, at least
one calendar category must first be established. For example, you may organize your calendars by
specific study patient visit schedules, by indication category, or any way that makes the most sense

for your processes.
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Click the Libraries menu in the upper-left hand corner of the screen and select Add Category

1.

under the heading “Calendars”.

Libraries ¥ Reporting ¥

Search Search

Add Category Add Category

Add Calenda Add Form
Copy Copy

Search Search

Add Category Add Category
Add Event Add Edit Box

Add Multiple Choice

Copy

A new window opens, displaying the Calendar Category page:

wcg

Calendar Library >> Calendar Category

Calendar Category *

Category Description

e-Signature *

Enter e-Signature

Please enter the following Calendar Category details
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2. Enter the category name and description in the available fields.

Calendar Library >> Calendar Category

Please enter the following Calendar Category details

Calendar Category *

Category Description

e-Signature * Enter e-Signature m

3. After filling in the required information, enter your e-Signature and click Submit to confirm.

Valid e-Sign [ERSICUEITICRN m

The calendar category has been saved.

6.1.2.2 Search the Calendar Library

Before adding a new calendar, you should search the calendar library to see if there is a similar
calendar or the calendar already exists. If there is a similar calendar, you could save time by copying
a calendar and making minor modifications instead of building one from the start. To learn more

about copying a calendar, see Copy a Calendar.
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To search the calendar library:

1. Click the Libraries menu in the upper-left hand corner of the screen and select Search under the

heading Calendars.

Libraries * Reporting ~

Search

Add Category
Add Calendar Add Form
Copy Copy
e ]
Search Search
Add Category Add Category
Add Event Add Edit Box

Add Multiple Choice

Copy

The Calendar Library displays:

W Curerd Page: Caordar Lbrary

ml-«uwm Foom Uary Pt Libeary

Catendar Hame Catmgory | 5041 an opton - =3

COPY AN EUSTING CALENDAR  CREATE A NEW CALENDAR

i

Export

Study Phiasa 1l Adesin Calendar Work I Prograsa AR Acsout Users

Phagsiham Stuckes Only Work i Progress

FEA®EEREE D

e D D DD ww D W

1.0 10 of 6 Recossdis
——

2. Enter your search criteria in the available fields within the Search By section of the page, and

click Search.

I Cument Fage: Calendar LErary

ms.«uum Form Lieary | Fiekd Lirary

sesren by

Camnar Name

consy SORtncpien =a

Library Calendars. ] COPY AN EXISTING CALENDAR  CREATE A NEW CALENGAR
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The search results display at the bottom of the page in the Library Calendars section:

et Page: Cabardar Library

ml-«uwm Foom Uary Pt Libeary

1.0 10 of 6 Recossdis
——

m:m:m:m:mmm:m:m:ma‘._-
PEREEORE® ®

6.1.2.3 Add and Manage Calendars

In this section, there are instructions on how to manage and add calendars. Calendars are a time-

defined set of events that can be applied to studies to drive study requirements. Before creating

calendars, events should be established in the Event Library. See Event Library for more information

about adding events.

Note:

It is recommended that some calendar settings be left undefined until they are
associated with a study. These steps are marked with a warning information box
throughout this section. It is also recommended to use Calendar Library to design
reusable calendar templates. Always build Study specific calendars while working on a
study in the Study Set up tab.
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6.1.2.3.1 Add a Calendar
To add a calendar:

1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Calendar

under the heading “Calendars”.

Libraries v H(pm(m,v -

Search Search
Add Category Add Category
Add Form
Copy
T
Search Search
Add Category Add Category
Add Event Add Edit Box

Add Multiple Choice
Copy

-OR-
Navigate to the Calendar Library page and click Create a New Calendar on the left side of the

page.

CREATE A NEW CALENDAR

The Calendar Definition page displays:

I Curment Page: Calorvdar > Deliriion

mmm«; Manage Vit Event-ViskGrd  Coverage Anslysis  Paient Cost hems

ek 40 Cnbonciar
Cabora Name
Discription
Calonclar Categery * Select an option |
Calend Stahs” Work i Progeess B Wt doos e maas?
o Curation * Days >
S Fibvate
2 Accourd User
Al Ustes 0 8 Grensy w e e
AUsesnsudymas  SekaSuk
AN Users s a0 Dngarization v
o+ Sgpatrn * m
You are currently creating a new calendar. B will be created by clicking on the Submit button. Any subsequent clicks on the Submit button will create another calendar. In case any g Submit, of the calendar
library instead of the Back button.
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2. Start defining the calendar by entering the name, description, category, status, and duration in

the available fields.

See the table below for more information about Calendar Statuses:

Status Description

Work in Progress  The calendar is being created or can undergo modifications. Patient
schedules cannot be generated while the calendar is in this mode.

Freeze Once the calendar is set to Freeze no further modifications can be made.
To make modifications, the protocol calendar will need to be copied and
saved under another name. Modifications can then be made to that
protocol calendar as long as it is in Work in Progress mode.

Active* Once the calendar is made Active, patient schedules can be generated.
However, no further modifications can be made to the calendar unless the
status is changed to Offline for Editing.

Deactivated* If a calendar is no longer in use, it can be deactivated. It will still show up in
the calendar browser as a Deactivated calendar but will not be available to
generate patient schedules. Once deactivated, it cannot be reactivated
again.

Offline for Editing* Once the calendar is made Active, the calendar can only undergo certain
modifications if its status is changed to Offline for Editing.

Note: *These statuses are only available after a calendar has been associated with a study.
They can be set from the Admin Schedule or Study Setup tabs within a study. For more
information about using calendars in studies, see Study Management.

Warning: It is highly recommended to leave the status set to “Work in Progress” for all library
calendars. If a calendar is changed to the status “Freeze”, the calendar is permanently
locked down, and no further changes can be made (including status).
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3. Define how the calendar should be shared.

Shared with O Private
® AN Acceunt Wsers

O Al Users in a Group SalAct Group Viaw List

C Al Usens in study team Select Slue View List

) a0 Usars in an Organization Salact Qrganzston Vigw List

See the table below for definitions of each share category:

Category Definition
Private Hidden from all users in the system.
All Account Users Available to all system users.

All Users in a Group  Available to all system users in a group. For more information about
groups, see Groups.

All Usersina Study  Available to all system users in a study. For more information about

Team studies, see Study Management,
All Users in an Available to all system users in an organization. For more information
Organization about organizations, see Organizations.

4. If you select the option All Users in a Group, click Select Group, and select a group or multiple

groups using the selection window that displays. Click Submit.

Form Library => Select Group

Remove Already Selected Group

Admin
Admin without eSample

Financial Management

O 0 0o

Patient_Management

-OR-
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If you select the options All Users in a Study Team or All Users in an Organization, follow the

same steps above by clicking either the Select Study or Select Organization links.

The groups, studies or organizations you selected will display in the corresponding field:

Admin, Admin without eSample

5. Click View List to view all users who will have access to the calendar based on your group, study,

or organization selections.

Seloct Group Admin,Admin without eSample e I !H:’

The list of users, organized by group, study, or organization display in a new window:

Warning: If you share this calendar with a group, user, or organization to which you do not
belong, you will not be able to see the calendar in the calendar library after you have
saved it and leave the calendar creation page.

6. After filling in the required information, enter your e-Signature and click Submit to confirm.

2\ RSB LY e-Signature * | m

The calendar has been saved. See the Manage Calendar Events section to continue the calendar

configuration process.
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Note: When making changes to each tab during calendar configuration, it is important to note
that changes made in subsequent tabs will not change previously configured tabs in a
right-to-left sequence. Configuring tabs in a left-to-right sequence will cascade changes
made to the next tab. For example, if you make a change to the Event-Visit Grid, those
changes will flow into the Coverage Analysis tab, but changing the Coverage Analysis tab
will not affect the Event-Visit Grid.

6.1.2.3.2 Manage Calendar Events

Events are foundational elements of calendars. Permissioned users can add, sequence, or delete

events added to a calendar.

To access the Calendar Events page:

1. Navigate to a specific calendar in the calendar library, and click the Select Events tab.

p Current Page: Calendar >> Events
Define the Calendar Manage Visits Event-Visit Grid = Coverage Analysis  Patient Cost ltems

Calendar: Structured Patient Visit Ca...

= = . Lo Dl = su -

The Calendar Events page displays:

6.1.2.3.21 Add Calendar Events

Permissioned users can add events to a calendar using the Select Events tab of a calendar.

To add calendar events:

1. Navigate to the Calendar Events page and search the events library for the event you would like
to add to this calendar and click Search.

Calendar” structured Patient Visit Ca...

Select Events from your Library to include in this Calendar Default ~ Al ~

Sequence Events Remove Selected Event(s)
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Note: If you do not select an event library (charge master) before searching, your search
results will fail. To learn more about charge masters see Charge Masters.

The search results display in a new window:

Select Events

Event Library Default

Event Name,
Description or Notes

CPT

1 to 10 of 111 Record(s)123456789101112

B Category CPT Event Description

O Clinical R Baseline Baseline
Visits Evaluation Evaluation
Clinical

O Visits Follow Up Follow Up

Patient Visits  Patient visits -

~ Event Category All
Additional Codes

Cost Type All

Additional - _

Notes Facility

Codes

[ Billable to
Insurance -
250.00 US
Dollars ], [
Research
Cost -
100.00 US
Dollars ]

[ Research
Cost -
350.00 US
Dollars ], [
Resource -
450.00 US
Dollars |

Patient to
be

svaluatad [

e-Signature *

v

> Cost Types to include

-

>

Facity |y

Selected Event(s):
Clear Unselected

Event

Select Cost Type

checkbox next to the event.

B Category CPT Event Description Notes Cost

O Clinical . Baseline Baseline
Visits Evaluation Evaluation

Clinical

Visits Follow Up Follow Up

Additional

Codes

[ Billable to
Insurance -
250.00 US
Dollars ], [
Research
Cost -
100.00 US
Dollars ]

[ Research
Cost -
350.00 US
Dollars ], [
Resource -
450.00 US
Dollars ]

Faci

il

Select the individual events that you would like to add to the calendar by clicking on the

-OR-
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Select all events displayed by clicking the checkbox at the top of the search results section in the

column Select.

v, Category
L

Clinical Visits

Clinical Visits

Click the Transfer button to add these events to the calendar.

Selected Event(s):
Clear Unselected

Select Event

g Cost Types to include:

Cost Type

The event(s) display in the Selected Event(s) section of the search results page:

1 to 10 of 111 Record{s)123456789101112 - Selected Eventis): 1
Clear Unselected
Addit . Select Event
B Category CPT Event Description MNotes ._' e ] Faci
- Codes : Follow Up

[ Billable to
Insurance -
250.00 US

O Clinical Baseline Baseline Dollars ], [

Visits : Evaluation Evaluation ) Research
Cost - >
100.00 US ) )
Dollars | Cost Types to include: 2
[Research Select Cost Type
Cost -
Research Cost
g Clnieal FollowUp  Follow Up - Dolanll - .
visis Resource - Resource
450.00 US
Dollars ]
Patient to
Patient Visits  Patient visits - _:nh.,‘,d [ -

a. If all costs are to be included, leave the checkmarks checked in the Cost Types to include

area, otherwise, uncheck the checkboxes in the Select column which do not apply.
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4. Enter your e-Signature and click Submit to confirm.

\Z GRG0 e-Signature * |

6.1.2.3.2.2 Sequence Events

Permissioned users have the ability to change the order of events on the Select Events tab by using

the Sequence Events link.

Note: The sequencing function only works if events have already been added to the calendar.
See Add Calendar Events for more information about adding events.

To change the sequence of events:

1. Navigate to the Calendar Events page and click Sequence Events.

Calendar. structured Patient Visit Ca...

Select Events from your Library to include in this Calendar  Default w Al 4
E_e.-quqJ_e — Remove Selected Event(s)

Sequence ¢ Event Library ¢ Event Category ¢ Event ¢ Description ¢

The sequencing panel opens in a new window:

Sequence Events %]

Drag Events up/down to change the sequence
Sequence ¢  Event Category ¢ Event Name ¢
3 Evalations - 02 Study Patient Pre-Evaluation
- Clinical Visits Baseline Evaluation
5 Procedures Genetic Assay
] Lab Reporis Processing Lab Report Processing
T Clinical Visits Follow Up
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2. Left click on the event you would like to reorder and hold the mouse button while moving it to the

position you would like it to be. Release the mouse button to place the event in the new position.

Sequence Events %]

Drag Events up/down to change the sequence

Sequence ¢  Event Category ¢ Event Name ¢
1 Fualafinne - Y2 Shrdw Patiant Pra.Fuwalhafinn
vete up P
4 Clinical Visits Baseline Evaluation
5 FProcedures Genetic Assay
] Lab Reports Processing Lab Report Processing

The event sequence now reflects the changes you have made:

Sequence Events %]

Drag Events up/down to change the sequence

Sequence ¢  Ewvent Category ¢
3 Evalafions - 02 Study
| 7 Clinical Visits
| 4 Clinical Visits
| 5 Procedures
| 6 Lab Reports Processing

Event Name ¢

Patient Pre-Evaluation

Follow Up

Baseline Evaluation |
Genetic Assay |

Lab Report Processing

3. Click Save to confirm the changes.

=N

6.1.2.3.2.3

Permissioned users have the ability to

Remove Calendar Events

remove events from the calendar from the Select Events tab

by using the Remove Selected Event(s) link.
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To remove events:
1. Navigate to the Calendar Events page and select the event(s) you would like to remove by

clicking on the checkbox in the Select column.

Back to Calendars

Description ¢ Notes ¢ Facility ¢

[ Billable to Insurance - 250.00
Bazeline Evaluation - US Dollars ], [ Research Cost- -
100.00 US Dollars [

2. Click Remove Selected Event(s).

Calendar: structured Patient Visit Ca...

Select Events from your Library to include in this Calendar Default

Sequence
Events

Remove Selected Event(s)
9

3. A notification displays, asking you to confirm that you would like to remove the event. Click OK

to confirm.

veltraining.veloseresearch.com says

Are you sure you would like to delete the Selected Events

4. Enter your e-Signature and click Submit to confirm.

2\ [ RS L] e-Signature * |°*°

The event is removed from the calendar.
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6.1.2.3.3 Manage Visits

In parallel to events, visits are also foundational elements of calendars. Visits create a schedule for

when events should take place within the time parameters established by the calendar.

Permissioned users can add, modify, or delete visits.

Warning: For events in the library, it is highly recommended to leave Manage Visits undefined.

These details are typically study-specific and can be defined when a calendar is
associated to a study. See Study Management for more information about adding
calendars to a study.

To access the Manage Visits page:

1.

Navigate to a specific calendar in the calendar library, and click the Manage Visits tab.

p Current Page: Calendar >> Manage Visits

Define the Calendar Select Events Manage Visits Event-Visit Grid Coverage Analysis Patient Cost Items

Calendar: Structured Patient Visit Ca...

The Manage Visits page displays:

I Cunent Fage: Calendar »> Manage Vists
Detne e Canasr | Sesect Events w EvertVisnGna | CovernpeAnalysss  Patient Cost hems
Calendar: Structured Patient Visit Ca. Bask to Calendars

Calendar Status; Work in

6.1.2.3.3.1 Add New Visits

Permissioned users can add visits to a calendar using the Manage Visits tab of a calendar.

To add visits:

1.

Navigate to the Manage Visits page and enter the number of new visits you would like to add to

this calendar.

Back to Calendars

Add 0 New Visit(s) @
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2. Click the Add Visits button.

Add 0 New Visit(s) @

6.1.2.3.3.2 Configure Visits
Permissioned users can configure the timing of visits associated with a calendar using the Manage

Visits tab of a calendar.

Visits can be configured as per the following type of time points Using each type of time point has a

different implication when assigning visits to a calendar:

Time Point Type Description

No Time Point Defined  No Time Point Defined would be selected for visits with no specific
dates or dependencies. This may be used when a visit is not
mandatory for all patients or when only some patients have certain
visits due to treatments.

Fixed Time Point A fixed time point is a fixed time period in which the visit will occur
based on the date on which the calendar starts.
For example, a visit needs to occur exactly 25 days after the date in
which the calendar starts, or 2 months after the date in which the
calendar starts.

Dependent Time Point A dependent time point visit is a visit that occurs at a determined
period of time. These visits are calculated based on a previous
selected time point.

For example, a dependent visit could be assigned to occur one week
after the Baseline Visit. The specific date for this dependent visit will
not be finalized until the Baseline visit is completed.
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To configure a visit:
1. Navigate to the Manage Visits page.

2. Click the field under the Visit Name column header to add or edit a visit name.

Calendar: structured Patient Visit Ca...

Calendar Status: Work

Serial Copy Delete visit Name Description Visit Window
#

Before

1 B ® iavisit [y nidal visit 1 Days

3. Click the field under the Description column header to add or edit a visit description.

Calendar: structured Patient Visit Ca...

Calendar Status: Work

Serial Copy Delete visit Name Description Visit Window
#

Before

1 B &  initialvist Initial Visit Q 1 Days

4. Click the fields under the Before and After column headers within the Visit Window section to
add or edit the acceptable time before or after a visit is scheduled to conduct the associated

event procedures. See Event-Visit Grid to learn more about setting up the Event Visit Grid.

Visit Window

Before

2 Days 2 Days

5. Click the field under the Time Point Type column header to define this visit as being at a fixed

time point (Fixed Time Point), or dependent on another visit (Dependent Time Point).

L No Time Point Defined v
No Time Point Defined

Dependent Time Po

L
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Note: If you need to select Dependent Time Point for any visits, click the Preview and Save
button before proceeding to the next step. If the first visit (row) is set as Fixed Time
Point, the Dependent Time Point can be specified for subsequent visits and “Previous
Visit” should be selected for the Visit Name. These selections can be done before
saving.

If you selected Fixed Time Point in step 5, click the fields under the Month, Day and Week

column headers as needed to add or edit the visit timing.

Fixed Time Point

Month Week Day

[N |

-OR-

If you selected Dependent Time Point in step 5, click the fields under the Interval (the number of
days, weeks, or months), M/W/D (define if the interval is in days, weeks or months), and Visit
Name columns to add or edit the visit timing and the visit that this visit is dependent upon for
scheduling. Within the Visit Name column, select one of the options:

= Initial Visit — Visit date calculated based on the initial visit.

= Visit Not Listed — Visit date based on an unlisted visit.

=  First Visit — Visit date calculated based on the first visit in the list.

= Previous Visit — Visit date calculated based on the previous visit in the list.

Dependent Time Point
(Please save visits before specifying)
Interval M/W/D Visit Name
After
Weeks After Initial Visit
Days After Follow-up
and Labs
After
Days After Foliow-up
Visit 1
Days After Follow-up
Visit 2
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Warning: You must have established your initial visit before you can conditionally link visits to
previous visit, initial visit, or first visit.

7. Click Preview and Save.

Calendar: structured Patient Visit Ca...

Calendar Status: Work
in Progress (Click row to edit)

8. A notification displays in a new window with all recent changes being saved displayed. Enter

your e-Signature and click Save to save the changes to the calendar.

Confirm Visit Changes »

For Manage Visits:
Visits Updated
Follow-up and Labs
Follow-up Visit 1
Follow-up Visit 2
Follow-up Visit 3
Follow-up Visit 4

Total added/updated/deleted row(s): 5

Save Cancel

6.1.2.3.3.3 Copy and Delete Visits

Permissioned users can copy and remove visits from a calendar using the Manage Visits tab of a
calendar.

To copy visits:

1. Navigate to the Manage Visits page and click the Copy button next to the visit you would like to
duplicate.

Copy Delel  vjsit Name

! D

®
2 &) ® Follow-up and
®

Initial Visit

Labs

3 I—D Follow-up Visit
1
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2. A notification displays asking you to confirm that you would like to copy the visit. Click OK to
proceed.

veltraining.veloseresearch.com says

Do you want to copy visit ' Initial Visit '?
Copying visit ' Initial Visit * will also copy the Event(s) in it.

To make the changes permanent, please click on 'Preview & Save'"

Warning: If you navigate away from this page before clicking Preview and Save, all changes to
the duplicated visit will be lost.

To delete visits:
1. Navigate to the Manage Visits page and click the Delete button next to the visit you would like to

delete.

Serial  Copy Delett \jsit Name

#
1 B @ Initial Visit
2 [} ® Eggcs)w-up and
3 [} @ I:ollow-up Visit
4 [‘D ® Lab Follow Up

2. A notification panel displays, asking you to confirm that you would like to remove the visit. Click

OK to confirm.

Are you sure you want to delete Visit 'Lab Tests'?

To delete this Item permanently, please click on 'Preview and Save'.

0K k Cancel
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6.1.2.3.4 Event-Visit Grid

The Event-Visit Grid combines events and visits into a matrix to create a detailed schedule that
explains both when a visit should occur, but also which events should take place during those visits.
For more information about events, see Event Library. For more information about adding events and

visits to calendars, see Manage Calendar Events, and Manage Visits.

Warning: For calendars in the library, it is highly recommended to leave Event-Visit Grid
undefined. These details are typically study-specific and can be defined when a
calendar is associated to a study. See Study Management for more information about
adding calendars to a study.

To access the Event-Visit Grid page: Navigate to a specific calendar in the calendar library, and click

the Event-Visit Grid tab.

P Current Page: Calendar >> Event-Visit Grid

Define the Calendar ~ Select Events =~ Manage Visits W Coverage Analysis ~ Patient Cost Items

Calendar: Structured Patient Visit Ca...

The Event-Visit Grid page displays:

Calendar: Structured Patient Visit Ca...

Calendar Status: Work in Progress

Note: The Event-Visit Grid page should display events in the Event column and Visits across
the top of the table. If the page is missing events, please see Manage Calendar Events. If
the page is missing visits, please see Manage Visits for more information.

612341 Configure the Event-Visit Grid
Permissioned users have the ability to define which events occur during each calendar visit on the

Event-Visit Grid by using the checkboxes in the grid.
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To configure the event-visit grid:

1. Navigate to the Event-Visit Grid of a calendar.

P Current Page: Calendar >> Event-Visit Grid

Define the Calendar ~ Select Events  Manage Visits m Coverage Analysis ~ Patient Cost llems

Calendar. structured Patient Visit Ca...

Calendar Status: Work in Progress

2. Click on the checkbox at the convergence point in the grid to indicate which visits you would like

each event to take place.

P Cument Page: Calendar >> Event-Visit Grid

Define the Calendar ~ Select Events =~ Manage Visits WSUSIRUETEetIN Coverage Analysis  Patient Costltems  Milestones Setup

Calendar: Structured Patient Visit Ca.

Calendar Status: Work in Progress

Initial Visit I'cnllov.:-up and... Follow-up Vi... Lab Follow Up.. Follow-up V. Follow-up V. Follow-up V...

4 0 & 4 | 4 n & L4 4
() Baseline Evaluation & ] o ] ] O ] h
(O Genetic Assay ] & o ] ] O ]
O Follow Up m] v v u] 7 7 7

-OR-

Click the checkbox to the left of the event in the Event column to apply this event to all visits.

(O Baseline Evaluation
(0 Genetic Assay
(J Lab Report Processing

O Follow Up

-OR-
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Click the checkbox to the left of the pencil symbol in the header of a visit if you would like to

apply all events to one visit.

Calendar: structured Patient Visit Ca...

Calendar Status: Work in Progress

4. A notification displays asking you to confirm the changes you made. Enter your e-Signature and

click Save to proceed.

Confirm Visit/Event Changes x

Ini... / Genetic Assay => Selected

Fo... / Genetic Assay => Selected
Lab... / Genetic Assay => Selected

F... / Genetic Assay == Selected

F... / Genetic Assay => Selected

F... / Genetic Assay => Selected

Fol... / Baseline Evaluation => Selected
Total changes: 7

e-Signature * || l

Save Cancel

The changes have been saved.

6.1.2.34.2 Modify Sequence and Display
Permissioned users have the ability to change the order of events on the Event-Visit Grid tab by
using the Modify Sequence and Display button. This sequence of events will define the order and

sequencing of events in a visit when patient schedules are generated.
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To change the sequence:

1. Navigate to the Event-Visit Grid page and click Modify Sequence and Display.

Moadify Sequence and Display

The sequencing panel opens in a new window:

Modify Sequence and Display X |

Calendar: Structured Patient Visit Calendar - Alternate  Calendar Status: Work in Progress -

Please expand a Visit Name panel below to change sequence and hide/unhide Events.
Drag Events up/down to change the sequence. Check box is used to hide/unhide an Event.

Please save your changes before selecting to a new visit to work on.

v Initial Visit

»  Follow-up and Labs

» Follow-up Visit 1

v Lab Follow Up

» Follow-up Visit 2

» Follow-up Visit 3

r Follow-un Visit 4
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Click on the visit that you would like to edit to expand the menu and make the events within

visible.
Modify Sequence and Display |
Calendar Status: Work in Progress -

Calendar: Structured Patient Visit Calendar - Alternate

Please expand a Visit Name panel below to change sequence and hide/unhide Events.
Drag Events up/down to change the sequence. Check box is used to hide/unhide an Event.

Please save your changes before selecting to a new visit to work on.

v Initial Visit

~ Follow-up and Labs

Sequence Event Name Hidden B
2 Follow Up
3 Genetic Assay

» Follow-up Visit 1

Left click on the event you would like to reorder and hold the mouse button while moving it to the

3.
position you would like it to be. Release the mouse button to place the event in the new position.

Modify Sequence and Display x|
Calendar Status: Work in Progress -

Calendar: Structured Patient Visit Calendar - Alternate

Please expand a Visit Name panel below to change sequence and hidefunhide Events.
Drag Evenis up/down to change the sequence. Check box is used to hide/unhide an Event.

Please save your changes before selecting to a new visit to work on.

» Initial Visit

~ Follow-up and Labs
Sequence Event Name Hidden B

3Genetic Assay ._},
2 Follo
Genetic Assay

r  Follow-up Visit 1
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The event sequence now reflects the changes you have made:

* Follow-up and Labs

SequenceEvent Name Hidden W

3 Genetic Assay O

12 Follow Up O I
Save

4. Click Save to confirm the changes.

5. Click the Close button to return focus to the Event-Visit Grid page.

6.1.2.3.4.3 Search Event
The Event-Visit Grid page provides permissioned users the ability to search the event-visit grid for
specific events. This is helpful if you have added a significant number of events to the calendar and

need to use the filter to find a specific event in a timely fashion.

To search the event-visit grid for a specific event:
1. Navigate to the Event-Visit Grid of a calendar.

2. Enter your search criteria in the search field at the top of the page and click Search Event.

Calendar. structured Patient Visit Ca...

Calendar Status: Work in Progress

Add Multiple Events to Visits Modify Sequence and Display %
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The Event-Visit Grid will filter the events displayed in the grid based on your search criteria:

Calendar: structured Patient Visit Ca...

Calendar Status: Work in Progress

Add Multiple Events to Visits Modify Sequence and Display genetic Search Event K

3. Click Clear Search to remove the filter and return to the default view.

Calendar: structured Patient Visit Ca...

Calendar Status: Work in Progress

Add Multiple Events to Visits Modify Sequence and Display genetic Search Event Clear Sear::n‘h

6.1.2.34.4 Display Schedule
After the calendar events, visits, and event-visit grid are configured, permissioned users have the

ability to pull a mock schedule, protocol calendar, and study calendar report on the Event-Visit Grid.

To display a schedule, protocol calendar, or study calendar report:
1. Navigate to the Event-Visit Grid page and select one of the options from the drop-down menu on

the right-hand side of the screen and click Display.

Back to Calendars

Mock Schedule

Mock Schedule
Protocol Calendar Preview
Study Calendar Report

The targeted report will display in a new window or tab.

Note: Please see examples and short descriptions of each report type below.
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Mock Schedule — Creates a mock patient schedule assuming study start on the 1st day of the

toariout e gt B[S :
‘Study Cabndar Kame: ‘Strecsares Pabent ¥isit Cabndas - Alemate

Desenpmon Hirctures Vish Casadir

st T30

Camndar $1am Caw: LIt

Eoam Derengoen Evera wingow Avvesunes Frems.

Note: The mock schedule is not a real schedule. Scheduled can be pulled from the study
calendar once a calendar is associated with a study. For more information about
associating calendars with a study, see Study Management.

Protocol Calendar Preview — Displays an overview of the visits, events, costs, and other

important study information about this calendar.

Domrisatasmons B [0 S

Stasty Cabandar Nam Structured Pabest Vins Calendar - Aarnats

fEvem Event Dastnpoon Event Window &P T code Associated Resources  Assocated FLURLS  Associated Forms (OSSR gy

Vina Wingaw: 1 DaylsNBEFOREI; 1 Dayis)
AFTER)

HIE it Vi inservat Menth 1, Week 1, Day 2

Genetc Assay

Wi Wingawr: 3 DaylsNBEFORE]: 3 Dayis)
AFTER) : -

[Visit: Foliow-sp aed Labs

Fosom Up Fosow Lip o

Sersete: Avaay

Study Calendar Report — Provides a report of the event-visit grid combined with coverage

analysis. For more information on coverage analysis, see Coverage Analysis.

Study Calendar Report: Patient Visit Calendar A 1]

Eveat CPT M’_ [PRS Code[Service Code 1 Days Boh::r:l ; lls)l:,ﬂ After [0 Days :ﬁd:,r:;pﬂ:rs After 0 Days BI":I::: ;pD:p's After [Coverage Nom.
Baseline Evaluation | | | X |
PANSS-6 Evaluation TRNSS75 | N XR XR xR
Follow Up | x X

X=Event-Visut selected

Q1=0Q1=Rounne cost of a quahifymng CT

Q0=Q0=Billable object of investigation (drug device) of a qualifying CT
NB=NB=Not separately billable

NA=NA=Not applicable

R=R=Research procedure paid by sponsor

S$=S=Billable 1o subject
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6.1.2.35 Coverage Analysis

The Coverage Analysis page provides permissioned users the ability to code coverage types to

events. The table below provides a description of the available coverage codes and their meaning:

Coverage Code Description
Q1 Routine cost of a qualifying clinical trial.
Qo Billable object of investigation (drug/device) of a qualifying clinical trial.
NB Not separately billable.
NA Not applicable.

Research procedure paid by sponsor

Billable to subject

Warning: For calendars in the library, it is highly recommended to leave Coverage Analysis
undefined. These details are typically study-specific and can be defined when a
calendar is associated to a study. See Study Management for more information about
adding calendars to a study.

To access the Coverage Analysis page:

1.

Navigate to a specific calendar in the calendar library, and click the Coverage Analysis tab.

P Current Page: Calendar >> Coverage Analysis

Define the Calendar Select Events Manage Visits Event-Visit Grid Coverage Analysis Patient Cost Items

Calendar: Structured Patient Visit Ca...

The Coverage Analysis page displays:

Calendar: Structured Patient Visit Ca...

Calendar Status. Work in Progress

Search Event Clear Search

Initial Visit Follow-up and Labs  Follow-up Visit 1 Lab Follow Up

Baseline Evaluation Q1
Genetic Assay v 44325 R

Follow Up v Qo Qo
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Note: If the page is missing events, please see Manage Calendar Events. If the page is missing
visits, please see Manage Visits for more information.

6.1.2.35.1 Configure the Coverage Analysis

Permissioned users can configure the Coverage Analysis page by applying coverage codes to each
event within an event-visit grid.

To configure the Coverage Analysis page:

1. Navigate to the Coverage Analysis page of a calendar.

Calendar: Structured Patient Visit Ca...

Calendar Stalus: Work in Progress

CPT code Initial Visit Follow-up and Labs  Follow-up Visit 1 Lab Follow Up

Baseline Evaluation
Genetic Assay v 44325 R

Follow Up v Qo Qo

2. Click directly on any grid square at the convergence of an event and a visit and select a coverage
code from the window that displays.

Edit Coverage Analysis for Event: Genetic Assay

Event: Genetic Assay

Folig
Event Coverage . Follow-up and Labs up

Visit|

Coverage|
Type

Coverage
Notes

-OR-
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Click on the drop-down menu to the right of the event in the Event column to apply this code to

each instance of this event across all visits.

Calendar: Structured Patient Visit Ca...

Calendar Status: Work in Progress

Search Event Clear Search

CPT code Initial Visit Follow-up and Labs Follow-up Visit 1

Baseline Evaluation

Genetic Assay

Follow Up Baseline Evaluation a0 e
Qo 4
NB
S
NA
-OR-

Click the drop-down menu to the right of the visit name if you would like to apply one code to all

events in one visit.

Calendar: Structured Patient Visit Ca...

Calendar Status: Work In Progress

Search Event Clear Search

CPT code Initial Visit Follow-up and Labs Follow-up Visit 1

Baseline Evaluation v Q1 |
Genetic Assay v 44325 R
Follow Up v Qo Qo

Enter your e-Signature and click Submit to confirm if you changed the coverage code by clicking

directly on any event-visit intersection.

UL RSt uY e-Signature * |

-OR-
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Click OK on the notification that displays if you used the visit or event drop-down menus to apply
a coverage code to multiple points.

veltraining.veloseresearch.com says

Do you want to apply this Coverage type for entire Event resultset of

this Visit?
0K k Cancel

The coverage codes have been updated.

Note: Ensure that any events that have an X next to a visit have been applied coverage codes.
This will make certain that the coverage type for each event is clear.

6.1.2.3.5.2 Export Coverage Analysis

Velos eResearch provides a means to export the coverage analysis for any calendar. Permissioned

users can export to either a printable page (for clearer printing), a Microsoft Word document, or a
Microsoft Excel spreadsheet.

To export the coverage analysis of a calendar:
1. Navigate to the Coverage Analysis page of a calendar.

2. Click directly on one of the Export to: buttons located on the right side of the Coverage Analysis
page.

Icon Name Description

8 Print Opens the page in a more printable version.

B Export to Excel Exports the coverage analysis to a Microsoft Excel spreadsheet.

Export to Word  Exports the coverage analysis to a Microsoft Word document.
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6.1.2.3.6 Patient Cost Items
The Velos eResearch Enterprise version provides a means to define patient costs for specific
calendar visits. This information will then cascade into the calendar budget template during financial

management setup.

Enterprise Only: The Patient Cost Items functionality is only available in the Velos eResearch
Enterprise platform.

Warning: For calendars in the library, it is highly recommended to leave Patient Cost Items tab
undefined. These details are typically study-specific and can be defined when a
calendar is associated to a study. See Study Management for more information about
adding calendars to a study.

To access the Patient Cost Items page:

1. Navigate to a specific calendar in the calendar library, and click the Patient Cost Items tab.

P Current Page: Calendar >> Patient Cost ltems

Define the Calendar ~ Select Events ~ Manage Visits =~ Event-Visit Grid ~ Coverage Analysis [=El SN

Calendar: Structured Patient Visit Ca...

The Patient Cost Items page displays:
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6.1.2.3.6.1 Add Patient Cost Items

To add patient cost items:
1. Navigate to the Patient Cost Items page and enter the number of new items you would like to

add to this calendar by entering a number in the rows field and clicking the Add button.

Back to Calendars

Add 0 Row(s) @

The new patient cost item entries are now displayed:

W CuTeet Pana Caandar == Paiant o s

Dufnethe Canngar | SakcEwests  ManageMists | Eventich Grd cwum.\raw:km

CalENdar Syructured Patent Visit Ca..,

Calencar Status: Work In Progress Pk rae 2 ] m P

Rark to Cakndars

UnitCost  Mumberaf Unils  InR Visit Follow-up and Labs  Follow-up Vist 1 Lab Follow U Follow-up Vise 2 Follnw-up Vist 3
- ] ] ]

Cost lhem Mame

® Eauement n Frocmszng Labs L 150 n n r r n

2. Configure each cost item by defining the cost category, entering a name, the unit cost, the
number of units, and to which visits the cost item should be associated.

3. Click Preview and Save.

Calendar: Structured Patient Visit Ca...

Calendar Status: Work in Progress (Click row to edit) -
Preview and Save

4. A notification displays in a new window with all recent changes being saved displayed. Enter

your e-Signature and click Save to save the changes to the cost item.

Confirm Visit/Item Changes »

Initial Visit / Genetic Testing Kits - Oral => Selected
Total changes: 1

e-Signature * || |
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6.1.2.3.6.2 Remove Patient Cost Items

To remove patient cost items:

wcg

1. Navigate to the Patient Cost Items page and click the Delete button next to the item you would

like to delete.

P Curent Page: Calendar >> Patient Cost Items

Define the Calendas Sedect Evenls Manage Vists Event-Visit Grid Coverage Analysts w

Calendar. Structured Patient Visit Ca,

Calendar Status: Work in Progress

Cost lem Name

Equipment Genetic Testing Kits - Oral

®

al

Unit C

250.00

2. A notification panel displays, asking you to confirm that you would like to remove the item. Click

OK to confirm.

veltraining.veloseresearch.com says

Are you sure you want to delete Item ‘Patient Cost'?

To delete this Item permanently, please click on 'Preview and Save’

3. Click Preview and Save.

Calendar: structured Patient Visit Ca...

(Click row to edit) Preview and Sa\re‘h

Calendar Status: Work in
Progress

4. Anotification displays in a new window with all recent changes being saved displayed. Enter

your e-Signature and click Save to permanently remove the cost item.

Total changes: 1

e-Signature * ‘l

=
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6.1.2.4 Copy a Calendar

Velos eResearch offers a means to copy an existing calendar and make modifications to the copy

using the Copy an Existing Calendar link on the Calendar Library page, or the Copy button within the

Libraries menu.

To copy an existing calendar:

1. Navigate to the calendar library and click Copy an Existing Calendar in the upper-left hand corner

of the screen.

COPY AN EXISTING CALENDAR CREATE A NEW CALENDAR

Shared with

-OR-
Click the Libraries menu in the upper-left hand corner of the screen, and select Copy under the

heading Calendars.

Libraries * Reporting =

E=T B
Search Search
Add Category Add Category
Add Calendar Add Form
Copy
B
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
Copy

The Copy Calendar page displays:

Personalize ¥ Manage v Libraries ¥ Reporting ¥ Study #, Title or Keyword

Current Page: Copy Calendar
Select Calendar to be copied® Select an option v
Select Calendar Type for the new Calendar* Select an option v

New Caiendar Name*
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2. Select the calendar to be copied and the calendar type for the new calendar, enter a unique

calendar name, and then click Submit to confirm.

Personalize ¥ Manage v Libraries ¥ Reporting v Study #, Title or Keyword

Current Page: Copy Calendar

Select Calendar to be copled® Structured Patient Visit C v

Select Calendar Type for the new Calendar* Patient Visits v

New Calendar Name+  Patient Visit Schedule Calenda

The selected calendar has been copied to the calendar library, and may need to be configured
further, as needed. For more information on how to manage calendars see Add and Manage

Calendars.

6.1.2.5 Remove a Calendar

Permissioned users can remove calendars from the Calendar Library as needed.

Note: Removing a calendar template from the library that has already been associated with
one or more studies will not affect the study calendars in use. It will only remove the
template from the library.

To remove a calendar:
1. Navigate to the Calendar Library, and search for the target calendar. For more information about

searching the Calendar Library, see Search the Calendar Library.

SR EoestLbeary  FormmLibeary | Fiskd Lbeay

Seanch Uy

Cabarstar Harma Catugery | Select an opion - m

FEEDEE DD D O

10 90 0f 98 Aeconnis)
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2. Click the Delete button located at the right side of the page for the calendar that you would like

to delete.

COPY AN EXISTING CALENDAR CREATE A NEW CALENDAR
Reports Export Deletel
Schedule & ®%
Schedule ®
Schedule & ®
Schedule & ®

3. A notification displays asking you to confirm if you would like to delete the calendar. Click OK to

delete the calendar.

veltraining.veloseresearch.com says

Delete Structured Patient Visit Calendar from Library?

OK ,h Cancel

4. Enter your e-Signature and click Submit to confirm.

26 RS LY e-Signature * |*** m

The calendar is deleted from the Calendar Library.
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6.2 Forms Management

Forms are data-entry points for key study, patient, and administrative functions. Additionally, forms
can be designed to capture extra information that is not already entered into the system in an
organized matter. Before creating forms, however, fields must be established. Forms are essentially
an organized collection of fields. Fields are the granular points of data entry, such as text fields and

multiple-choice fields.

See the diagram below for a visual representation of the basic relationship forms and fields share:

Form

FIELD FIELD
(Data entry field) (Data entry field)

FIELD
(Lookup field)

FIELD
(Multiple choice field)

In Velos eResearch Enterprise, study monitors and/or anyone with study monitoring responsibilities
can review and comment on form response findings using the Dashboard tool. This can be used to

ensure data integrity, and that procedures are being followed for form response on a study.

Enterprise Only: The Dashboard tool is only available in the Velos eResearch Enterprise
platform.
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6.2.1 Field Library

Fields are the granular points of data entry, such as text fields and multiple-choice fields that make
up forms. Before creating forms, it is necessary to first create fields. As with the other libraries in
Velos eResearch, when you create a field in the Field Library, you are creating a template for use and
modification across forms. Altering the copy of the field added directly to a form will not affect the

template stored in the library.

6.2.1.1 Add a Field Category
Within Velos eResearch, fields can be organized by category. Before creating a field, at least one
field category must first be established. For example, you may organize your fields by specific types

of data to be collected such as Date Fields, Demographics, or Medical History.

To add a field category:
1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Category

under the heading “Fields”.

Libraries ¥ Reporting «

BT e

Search Search

Add Category Add Category

Add Calendar Add Form

Copy Copy

CN—

Search Search

Add Category Add Category

Add Event Add Edit Box @
Add Multiple Choice
Copy

A new window opens, displaying the Field Category page:

Category Name *

Category Description

e-Signature * Enter e-Signature m
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2. Enter the Category Name and Description in the available fields.

Field Library >> Category

Please enter the following Categot

Category Name * Oncology Studies

Category Description For Oncology Studies

3. After filling in the required information, enter your e-Signature and click Submit to confirm.

ARSI e-Signature * | | m

The field category has been saved.

6.2.1.2 Search the Field Library

Before adding a new field, you should search the field library to see if there is a similar field or the
field already exists. If there is a similar field, you could save time by copying a field and making
minor modifications instead of building one from the start. To learn more about copying a field, see

Copy a Field.

To search the field library:

1. Click the Libraries menu in the upper-left hand corner of the screen and select Search under the

heading “Fields".

Libraries ¥ Reporting v

_

Search Search
Add Category Add Category
Add Calendar Add Form
Copy
[T
Search
Add Category B
| Add Event Add Edit Box

Add Multiple Choice

Copy
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I+ Curment Page: Fiekd Lixary Browser

Catertar Ubeay | Evet Lirary | Fom Lieary m

Search By
cuzy AL . p— ares =
Libenry Fisids. Copy an axinting held B Add Bem Fuid Add multiple choice fiskd

Arvswees (Yes) H parient is ecenving any form of SOT, inchusing
mechanical veatianors

©8A_12

15 the patient receiving supplemantal arygen
maragy?

HEI Sandares

Carvieal CIneer Amancan JEint Commmiee on

uenns ®
1 - Diffculty Speaking MERRS_QL_DS Dropdown ®

02 Physical Actvity Limitations MERRS_OL_PA ) P ®

03 - mFammaticn Blomarker Creactve protein (CAP) MERRS_IN_ Dropaown @

04 « Inflammasien Biomarker Fibrogen MERRS_18_FG Cropdown (]

08 - IsPammanon Blomasker Lashocytes MERRS_16_LE . Drepacen @

06 - Girygen Saturation Level (pulse ox) MERRS_8_05 ®

@

®

®

Cancar (AJCC) Bdition 7 Clinkcal Distant Metastasls 2842910610 3211 0
M Stage

Dropacwn

o Bol 8 Fiscardin)

2. Enter your search criteria in the available fields within the Search By section of the page and

click Search.

I Curment Page: Frekd Lixary Browser

Catendar Libxay | Event Lbrary | Form Libeary m

Saarch By

— AL . - =x

Libenry Fioids Copy an existing fiid B Add Edi Fieia A muttiph enice tiesa

The search results display at the bottom of the page in the Library Fields section:

P Current Fage: Fieid Library Browser

Calendas Library  Event Library Fum!nlzl\rm

Search By
Category ALL - Fiekd Name: Heyword
Library Fields Copy an existing field B Add Edit Field
Fied 1D {in Lit Dhrsi Fied Typ
MERRS
01 - Difficulty Speaking MERRS_QL_DS . Dropdown
02 - Physical Activity Limisations MERRS_QL_PAL - Dropdown
03 - Inflammation Biomarker C-reactive protein (CRP) MERRS_B1_IB Dropdown
04 - Inflammation Blomarker Fibrogen MERRS_IB_FG - Dropdown
08 - Inflammation Biomarker Leukocytes MERRS_IB_LC Dropdown
06 - Oxygen Saturation Level (pulse ox) MERRS_IB_0S - Dropdown
:‘:T:p;;.luom receiving supplemental cxygen 0SA_12 :n;;:;:c\:s‘u:‘mll:rs i recening any form of SOT, including Fomcio Bton
NC1 Standards
Corvenl Eancar Amanican do it Commis o0 s . Extent of the distant metastass for the cendcal cancer based on
Cancer (AJCC) Edition 7 Clinical Distant Metastasis  2442818v1 0:343127501 0 Dropdown

M Stage evidence oblained from chnical as.

1108 of 8 Record(s)
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6.2.1.3 Add and Manage Fields
Two types of fields can be created within the Field Library: Edit Fields and Multi Choice Fields. Each
field has sub-types that determines how data is entered. Two additional field types, Lookup and

Comment Fields, can only be created directly within a form, and not in the Field Library.

See the table below for detailed descriptions of each type of field and sub-type.

Field Type Sub-type Description
Edit Field Text Field that accepts alpha-numeric characters.
Number Field that accepts numbers only.
Date Field that only allows specific dates to be entered.

Multi Choice Drop-down Creates a drop-down menu with selection options.

Checkbox Creates a multiple-choice question that allows users to check
multiple answers using checkboxes.

Radio Button  Creates a multiple-choice question that allows users to select
one of a selection of responses using radio buttons.

6.2.1.3.1 Add an Edit Field

Edit fields are open fields that allow end-users to enter data into the form. Depending on the sub-
type of edit field, it may be text, numerical, or date data. See Add and Manage Fields for more
information on subtypes. If a required edit field does not already exist in the Field Library,

permissioned users can add new edit fields using the Libraries menu.
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To add a new edit field:
1. Click the Libraries menu in the upper-left hand corner of the screen and select the Add Edit Box

under the heading “Fields”.

Libraries ¥ Reporting ¥
R

Search Search

Add Category Add Category
Add Calendar Add Form
Copy Copy

Search Search
Add Category Add Category
Add Event

-OR-

From the Field Library page, click Add Edit Field on the right side of the screen.

Add Edit Field k Add multiple choice field

Field Type
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The Edit Box editor displays in a new window:

FIELD TYPE: EDIT BOX

Category * Select an option v

Fiald Name * #

Field ID *

Edit Box Type @ Text O nNumber O Date

Field Label Od Expand Field Label

Field Description

Search Keyword(s) @

Field Help (On Mouse Over) y

2000 characters left

For Text Box/Number Field
Field Length 20
Number of Lines

Max. Characters/Numbers 100

Dafault By

2. Select the field category, name, a unique ID, and Edit Box Type. See Add and Manage Fields for

more information about edit box types.

Note: Field ID values cannot contain any spaces and must be unique.

3. Continue down the page. Determine if the field label should expand automatically based on its

contents by selecting or skipping the Expand Field Label checkbox.

‘ Field Label (D Eexpand Field Label '

4. Continue down the page. Enter a Field Description, Search Keywords, and Field Help message.

The field help message displays a notification when the user hovers their mouse over the field.

Field Description
Search Keyword(s) @

Field Help (On Mouse Over)

Velos General eResearch User Guide 6 December 2022 Page 212 of 624



Note:

wcg

Search keywords aid user searches by associating these keywords with the field to
improve search results in the Field Library. Separate keywords by a comma.

5. For edit fields on forms, the next two fields will appear. They do not appear in edit fields added to

the library. For the Align field, select Left, Right, Center, or Top for the alignment of the field name

to be displayed. Check the checkbox if the field name should be on the same line as the previous

field.

FIELD VALIDATIONS Mandatory Override Mandatory Validation

Align (Field Display Name) ® Len O right O center O Top [J Same line as previous field

6. For FIELD VALIDATIONS: check the Mandatory checkboyx, if the field is mandatory to be
completed, or, check both the Mandatory and Override Mandatory Validation checkboxes if the

field is mandatory to be completed but may be initially skipped.

If the Override checkbox is checked, but the Mandatory checkbox is not checked, a warning
pop-up will appear not allowing for submission of the field entry

There are times when a user may not have the mandatory data when filling out the form. The
override box will allow the user to submit the form, but the user will be prompted for a reason
why the data is not entered in the mandatory field.

A field with both options checked will appear with both a red and a grey asterisk

Date of First
Incident**

If any validation has 'override' field checked, the system will generate a query for data

management activities
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7. Continue down the page. If required, enter field length, number of lines, max characters allowed

and a default response in the available fields. The default response auto-populates a value in the
field.

For Text Box/Number Field

Field Length 20
Number of Lines 1
Max. Characters/Numbers 100

Default Response

Note: Field length determines how wide the field is relative to characters that can fit in the
field. Number of lines determines how many lines the field occupies, and Max
Characters/Numbers determines the maximum number of characters that can be
entered into the field.

8. If the edit field is a date sub-type, make the appropriate selections in the For Date Field section.

For Date Field
Date cannot be a future date
Overide Date validation

Default date to current date

Note: The available options in For Date Field allow you to constrain the data to past dates
(Date cannot be a future date), allow custom date formats (Override Date Validation),
and to default the field value to the current date (Default date to current date).
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9. If the edit field is a number sub-type, make the appropriate selections in the For Number Field
section. This section allows you to constrain the format, override validation and number ranges

(this is best configured when adding a field to a form), and to set number range parameters.

For Number Field

Format @
Override Number Format Validation
Override Number Range Validation
Response Should Be Select an option v Select an option v
Select an option v

e-Signature *  Enter e-Signature m

Note: 1. The For Number Field section allows you to determine format by using “#" to
represent a number and “." to represent a decimal. This will constrain the format of
the number entered by users.

2. Check the checkbox next to Override Number Format Validation to allow the data
entry user to enter the number they need to, regardless of the format, and provide a
reason if the format is different than what was specified.

3. Check the checkbox next to Override Number Range Validation to allow the data entry
user to enter the number they need to, regardless of the range, and provide a reason
if the range is different than what was specified. A query will be generated for data
management activities

Enter your e-Signature and click Submit to confirm.

Valid e-Sign [CRSICUEIULCR N

The field is saved in the field library.

6.2.1.3.2 Add a Multi Choice Field

Multi Choice fields are multiple choice fields that allow end-users to enter data into the form by
selecting from a pre-determined set of responses. Depending on the sub-type of multi choice field,
the response(s) may be gathered using checkboxes, a drop-down menu, or radio buttons. See Add
and Manage Fields for more information on subtypes. If a required multi choice field does not

already exist in the Field Library, permissioned users can add new fields using the Libraries menu.
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To add a new multi choice field:

1. Click the Libraries menu in the upper-left hand corner of the screen and select the Add Multiple

Choice Box under the heading “Fields”.

Libraries ¥ Reporting ¥

I
Search Search
Add Category Add Category
Add Calendar Add Form
Copy Copy
=T =
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
Copy

-OR-
From the Field Library page, click Add multiple choice field on the right side of the screen.

Add Edit Field

Add multiple choice field

Field Type
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FIELD TYPE: MULTIPLE CHOICE BOX

Category * Select an option A
Field Mame *
Field ID *
Multiple Choice Type ® Drop Down O Checkbox O Radio Button
Field Label (JJ Expand Field Label

Field Description

Search Keyword(s) @

Field Help (On Mouse Over) “
2000 characters left

Check BEox/Radio Button Display 1 Columns

Multiple Choice: Responses

[ Auto Sequence (alphabetically) Remove Default

Sequence Display Value Data Value Score

Format

Default Delete

O

2. Select the field category, name, a unique ID, and Multi Choice type. See the Add and Manage

Fields section for more information about Multi Choice types.

FIELD TYPE: MULTIPLE CHOICE BOX

Category * Select an option
Field Name *

Field ID *

Format

Note: Velos eResearch provides a means to apply formatting to the field name. To do so, click
the Format link to the right of the Field Name field. The formatting options include bold,
italics, underline, change of font style, size and color, setting text alignment, and more.
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3. Continue down the page. Determine if the field label should be expanded by selecting or skipping

the Expand Field Label checkbox.

‘ ‘ Field Label O Expand Field Label .

4. Continue down the page. Enter a Field Description, Search Keywords, and Field Help message.

The field help message displays a notification when the user places their mouse over the field.

Field Description

Search Keyword(s) @

Field Help (On Mouse Over)

™

Check Boxw/Radio Button Display 1 Columns

Note: Search keywords aid user searches by associating these keywords with the field to
improve search results in the Field Library. Separate keywords by a comma.

5. Continue down the page. If required, modify the number of columns that checkboxes or radio

buttons occupy. This does not apply to the drop-down subtype of multiple-choice field.

Check Box/Radio Button Display 1 Columns

6. Continue down the page. If required, enable auto sequencing by response label.

Multiple Choice: Responses J Auto Sequence (alphabetically) Remove Default

Note: The auto sequence feature sequences the responses alphabetically.
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7. Continue down the page. Add the response values in the available fields. Edit Sequence (order)
of the responses using the Sequence column on the left. You can optionally select a default

value for the field by clicking the radio button on the right next to the target value.

Sequence Display Value Data Value Score Default Dedete

[F R R T A PR R
olo olo|o|o|o|o|o|o

Enter the desired number of new rows in the box 1o 1he lefl, your e-Signature below and thin

Note: 1. If you require more than 10 rows for responses in this field, enter the number of
additional rows in the Add More Response Rows field and click the Refresh link.
2. Display value text should not exceed 250 characters or have apostrophes.

8. Enter your e-Signature and click Submit to confirm.

26 RS LY e-Signature * |*** m

The field is saved in the field library.

6.2.1.3.3 Edit a field

Permissioned users have the ability to edit fields within the Field Library page.
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1. Navigate to the Field Library page and click directly on the Field Name link to modify a field.

Category ¢ Field Name ¢ Field 1D (in Library) ¢
MERRS

01 - Difficulty Speaking MERRS_QL_DS

02 - Physical Activity Limitations MERRS_QL_PAL

03 - inflammation Biomarker C-reactive protein (CRP) MERRS_BI_IB

o

04 - Inflammation Biomarker Fibrogen MERRS_IB_FG
05 - Inflammation Blomarker Leukocytes MERRS_IB_LC
06 - Oxygen Saturation Level (pulse ox) MERRS_IB_OS
Is the patient receiving supplemental oxygen

therapy? OsA 12

NCI Standards

The Field Type page displays in a new window:

FIELD TYPE: MULTIPLE CHOICE BOX

Select (Yes) or (No) by clicking on the available
Field Help (On Mouse Over) radio buttons. 4
1936 characters left

Enter the desired number of new rows in the box to the left, your e-
Signature below and then click Refresh

e-Signature * m

2. Make changes to the available fields as required.

Add More Response Rows

Velos General eResearch User Guide 6 December 2022

Category * MERRS v
Field Name * Is the patient receiving supplemental oxygen therapy? Format
Field ID * MERRS_OSA_12

Multiple Choice Type O Drop Down O Checkbox @ Radio Button

Field Label (J Expand Field Label

Field Description Answer (Yes) if patient is receiving any form of SOT, including mechanicz

Search Keyword(s) @ SOT, ventilator, MERRS, oxygen

Check Box/Radio Button Display 1 Columns

Multiple Choice: Responses (] Auto Sequence (alphabetically) Remove Default

Sequence Display Value Data Value Score Default Delete
1 Yes 5 @) ®

2 No 0 ® ®
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3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [EESieUEICRN N m

6.2.1.4 Copy a Field
Velos eResearch offers a means to copy an existing field and make modifications to the copy using
the Copy an Existing Field link on the Field Library page, or the Copy button within the Libraries

menu.

To copy an existing field:
1. Navigate to the field library and click on Copy an Existing Field in the upper-left hand corner of

the screen.

Field Name

Copy an existing field

Field ID (in Library) ¢

-OR-
Click the Libraries menu in the upper-left hand corner of the screen, and select Copy under the

heading “Fields”.

Libraries ¥ Reporting ¥ ‘

Search Search
Add Category Add Category
Add Calendar Add Form
Copy Copy
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
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Fiekt
Category  ALL v | pame Keyword

Category  ALL w z’::?ac Keyword m
MERRS
02 - Physical Activity
Limitations MERRS_QL_PAL - Dropdown ™
03 - Inflammation Biomarker C-
feaciive peotein (CRP) MERRS_BI_I5 - Dropdown B
04 - Inflammation Blomarker .
Fibeogen MERRS_IB_FG . Dropdown &)
05 - Inflammation Blomarker
Leukocytes MERRS_18_LC - Dropdown ['s)
06 - Cxygen Saturation Level B
poPtvyity MERRS_IB_OS Dropdown s
. Answer (Yes) if patient is
e orapy? 0SA_12 receiving any farm of SOT, Radio Button s}
op b Py including mechanical ventiatars
01 - Difficutty Speaking MERRS_0OL_DS Dropdown s}
NCI Standards
Cenvical Cancer Amencan Joint Extent of the distant metastasis
Commifiee on Cancer (AJCC) far the cervical cancer based on .
Edition 7 Clinical Distant 2UZNBAOMNITIND oigence obtained from clinical  DTOPIIWT B
Metastasis M Stage as
1108 of 8 Record(s)
1
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3. The Edit Field page displays. Configure the copied field as needed, enter your e-Signature, and

click Submit to confirm. For more information about configuring fields, see the Field Library.

FIELD TYPE: MULTIPLE CHOICE BCX

Category * MERRS -
Field Name * 02 - Physical Activity Limitations Format
Field ID * MERRS_QL_PAL

Multiple Choice Type @ Drop Down O Checkbox O Radio Button

Field Label [ Expand Field Label

Field Description

Search Keyword(s) @

Field Help (On Mouse Over) S
2000 characters left
Check Box/Radio Button Display 1 Columns
Multiple Choice: Responses [ Auto Sequence (alphabetically) Remove Default

Sequence Display Value Data Value Score Default Delete

1 {1) None - No Physical Limi 1 1 O ®

2 (2) Minimal - Difficulty enga 2 2 O @

3 (3) Moderate - Difficulty witr 3 3 0 ®

4 (4) Difficult - Difficulty engat 4 4 o @

5 (5) Severe Difficulty - Unabl 5 5 0 ®
|Add More Response Rows Enter the desired number of new rows in the box to the left, your e-Signature below and then click Refresh

6.2.1.5 Remove a Field

Permissioned users can remove fields from the Field Library as needed. Before removing a field,

ensure it is not currently being used in an active study form.

To remove a field:
1. Navigate to the Field Library, and search for the target field. For more information about

searching the Field Library, see the Search the Field Library section.

Category = Field Name Field ID (in Library)
MERRS

01 - Difficulty Speaking MERRS_QL_D3

02 - Physical Activity Limitations MERRS_QL_PAL
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2. Click on the Delete button located at the right side of the page for the field that you would like to

delete.
Delete

3. A notification displays asking you to confirm if you would like to delete the field. Click OK to
delete the field.

veltraining.veloseresearch.com says

Delete 01 - Difficulty Speaking from Library?

n Cancel

4. Enter your e-Signature and click Submit to confirm.

2\ RSB LY e-Signature * | m

The field is deleted from the Field Library.

6.2.2 Form Library

Forms are the fundamental data collection tool in Velos eResearch. In order to create a form, it is
necessary to first create fields. See the Field Library for more information on creating library fields.
As with the other libraries in Velos eResearch, when you create a form in the Form Library, you are
creating a template for use and modification across forms. Altering the copy of the field added

directly to a form will not affect the template stored in the library.

6.2.2.1 Add a Form Category
Within Velos eResearch, forms can be organized by category. Before creating a form, at least one
form category must first be established. For example, you may organize your forms by specific types

of data to be collected such as Patient Intake, Medical History, or Protocol-Specific forms.
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1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Category

under the heading “Forms”.

Libraries ¥ Reporting ¥

Copy

Search Search

Add Category Add Category

Add Calendar Add Form @
Copy Copy
C—
Search Search

Add Category Add Category

Add Event Add Edit Box

Add Multiple Choice

A new window opens, displaying the Form Category page:

Form Library >> Form Category

Form Category *

Category Description

e-Signature *

Please enter the following Form Category details

Enter e-Signature

2. Enter the Form Category name and Category Description in the available forms.

Form Category *

Category Description

Bardet-Biedl Syndrome

Bardet-Biedl Syndrome Forms

3. After filling in the required information, enter your e-Signature and click Submit to confirm.

senn

VELG RSN e-Signature *

The form category has been saved.
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6.2.2.2 Search the Form Library

Before adding a new form, you should search the form library to see if there is a similar form or if the
same form already exists. If there is a similar form, you could save time by copying a form and
making minor modifications instead of building one from the start. To learn more about copying a

form, see Copy a Form.

To search the form library:
1. Click the Libraries menu in the upper-left hand corner of the screen and select Search under the

heading Forms.

Libraries ¥ Reporting ¥

Search
Add Category
Add Calendar Add Form
Copy Copy
[E=N | == N
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
Copy

The Form Library displays:

PG

Cale

Saaren By

Library Forms. B Copy an existing form Create 3 raw form
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2. Enter your search criteria in the available forms within the Search By section of the page, and

click Search.

B Curment Page. T Livary

Cakendar Library | Event Librsry m Fiekd Linrsry

Search By

ALL
Administrative for Phagerharm) ] Copy an existing form Create a new farm
Fatient Laval

Library Foms

Form Category = Description | e Status Shared with Preview

Wark In Progress Al Account Usars = i) @

Adminizsirative for Phagefharm  Adminstrative for PhagePharm Admisiratve for FhagePham

Batient Level Drug Dosage Analysis Work In Frogress Al Ao Usens = ®

MERRSE Quastiannalrs MRS CUR00Rars - | Lg Heahn Hanng Seak: Wk In Fregrrss Al Arcont lsam = ® @

The search results display at the bottom of the page in the Library Forms section.

6.2.2.3 Add and Manage Forms

In Velos eResearch, forms are fundamental to the collection of study and patient information. Before
creating forms, fields and form categories must be established. For more information on fields and
form categories see the Field Library, and how to Add a Form Category. Permissioned users will

have the ability to add and manage forms in Velos eResearch.

Note: Itis recommended that some form settings be left undefined until they are associated
with a study. These steps are marked with a warning information box throughout this
section.

6.2.2.31 Add a Form

If a required study form does not already exist in the Form Library, permissioned users can add new

forms using the Libraries menu.
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To add a new form:
1. Click the Libraries menu in the upper-left hand corner of the screen and select Add Form under

the heading “Forms”.

Libraries =

Search Search

Add Category Add Category

Add Calendar Add Form

Copy Copy @

Search Search

Add Category Add Category

Add Event Add Edit Box
Add Multiple Choice
Copy

-OR-

From the Form Library page, click Create a New Form on the right side of the screen.

Create a new form

Deleis Info

The Define the Form screen displays:

Form Name *
Form Description &
4000 characters |aft
Form Category” Select an option -
Form Status " Work In Progress ¥
e-Signature is Mandatory for this form's responses
E he Forr T
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P Current Page: Forms >> Define the Form

w Add Fields | Form Settings

Form Name *

Form Description P
4000 characters left

wcg

3. Select the form category from the drop-down menu. See Add a Form Category for more

4.

Work in Progress

Warning:

Note:

information about categories.

Select an option v

Form Category*
Patient Level
Select an option
Work In Progress

Form Status *

Select the form status. See the table below for a short description of b

oth form statuses.

Work In Progress v

Freeze
Work In Progress
e-Signature is Mandatory Tor TS 101 S responses

Form Status *

Back to the Form Library

Category Description

Freeze Does not allow any changes to the form template.

Edits can be made to the fields under each of the form tabs.

It is highly recommended to leave the status set to “Work in Progress” for all library
forms. If a form is changed to the status “Freeze”, the form is permanently locked

down, and no further changes can be made (including status).

The option e-Signature is Mandatory for this form’s responses does not take effect

during previews in the form library. Address this option when the form has been

associated at the account, study, or patient level.
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Warning: Before proceeding to the other form configuration tabs, you must first enter the
required information on the Define the Form page and create the new form by clicking
Submit. If you proceed to other tabs before saving the information on the Define the
Form page, the other tabs will be disabled, and your progress on the Define the Form
page will be lost.

5. After filling in the required information, enter your e-Signature and click Submit to confirm.

Valid e-Sign [SESIeRETTIERN i m

The form has been created.

6.2.23.2 Add Fields
The second, and most crucial step in configuring a new form is to add fields. Fields are the building
blocks of your form; the specific data-collection points. Permissioned users have the ability to add,

edit, and delete fields from a form. For more information about creating fields see Add and Manage
Fields.

To access the Add Fields page:
1. Navigate to the Add Fields tab of a form.

p Current Page: Add Fields to Form

Define the Form Form Settings

Form Name:MERRS-6 Questionnaire
Current Data Capture Fields: 17  (You can add only 950 fields in a Form.)
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The Add Fields page displays:

B Cunenl g e Tk fo Porm

Dene e Fem m Fom Scitegs

Fomn Mame:MERRS-6 Questonnare

Currmnt Daka Capture Fislds: 42 {You can add oriy 950 fiskds in 2 Form )

Field ID

2. Add fields and formatting to your form using the available field and form controls. See the table

below for a detailed description of each button:

Icon Name

El Field Library
Z Edit Box
% Multi Choice
O Copy Field
] Comments
P Lookup
= Line Break
= New Section

- Edit Section

<

II' Form Metadata

Velos General eResearch User Guide

Description

Select a field from the field library.

Creates an Edit Box field.

Creates a multiple-choice field.

Copies a field already in your form.

Allows users to insert a statement, such as instructions for
completing the form. The comment should be specific to
the form and not study-specific.

Inserts a lookup link within the form. The lookup link allows
users to pull data from other pages or forms within Velos
eResearch, including selected fields from Ad-hoc Queries.

Inserts a horizontal line within the form.

Creates a new section of your form.

Allows a user to edit a description or the sequence of a
section.

Displays the form fields and their field characteristics.
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Icon Name

Description
o Delete Multiple Allows users to delete multiple elements of a form at the
— same time.
Space Break Inserts a space break within the form.

Note: 1. Usingthe New Section field option, the Repeat Fields field is useful if the form is
capturing similar information, i.e. a medication log. If the Field should appear in the
form three times, the Field will repeat two times, so the number entered is a "2".
2. Using the New Section field option, in the Format field selecting “Tabular” will display
the fields within the section horizontally across the page. Keep the default "Non-
Tabular" to display the fields with the section in a column format.

Warning: Fields created directly within a form cannot be used in other forms. If a field could be

reused in the future in another form, it is recommended that all fields are created in the
Field Library.

6.2.2.3.2.1 Change the Order of a Form Element

Permissioned users have the ability to change the order of form elements on the Add Fields page by
using the Modify Sequence buttons.

To change the sequence:

1. Navigate to the Add Fields page and click the Modify Sequence button(s) to move elements up
and down within a section.
equence Field Name
Form Details
v (1) Data Entry Date
AV () Study Treatment ARM
AV (10) LOOKUP ID
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6.2.2.3.2.2 Edit a Form Element

Permissioned users have the ability to edit some form elements on the Add Fields page by using the
Edit button.

To edit a form element:

1. Navigate to the Add Fields page and click the Edit button to modify a form element.

° ~
I
®
P
& @
s @
4 ®

The element’s edit page displays in a new window:

Field type: Edit Box

Sections® Section 1
Sequence* 1
Field Name * Data Entry Date “
Field ID * er_def_date_01
Edit Box Type Text Mumber Date
Field Characteristics @ visible  Hide  Disabled CO'Read Only
Label Display Width % [ Expand Label (J Hide Label Jgold [ italics

Field Description

Search Keyword(s) @

Field Help {On Mouse Over)

“
2000 characters left

Align (Field Display Name) O et O right O center O Top [J Same line as previous field
FIELD VALIDATIONS Mandatory QOverride Mandatery Validation
For Text BoxMumber Field Field Length

Number of Lines

Maximum Characters/Numbers

-OR-
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Click the Edit Section button to edit a section.

= L7 o v :

Edit Section

Fdit Nelate

The Section opens for editing.

Form >> Sections

Sequence  Section Name Repeat Fields Format

1 Section 1 0 Non-Tabular v |

Note: The specific edit page will vary, depending on the element you are editing. For example,
the edit page varies greatly between a field and a structural element like a line break.

2. Make the necessary changes in the available fields and click Submit to confirm.

6.2.2.32.3 Delete a Form Element
Permissioned users have the ability to delete form elements and sections on the Add Fields page by

using the Delete button.

To delete a form element or section:

1. Navigate to the Add Fields page and click the Delete button to remove elements or sections.

. —_
et —

Delete
)
T

2. A notification displays asking you to confirm the deletion. Click OK to proceed.

veltraining.veloseresearch.com says

Delete Section Section 1

m Cancel
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6.2.2.3.3 Form Settings

The third step in creating a new form is to configure the form settings. Form settings allows you to
share the form with the whole account, an organization, a group, or specific users. In addition, field

settings and calculations can be setup on this page.

To configure the form settings:

1. Navigate to the Form Settings tab of a specific form.

p Current Page: Form >> Form Settings

Define the Form  Add Fields Form Seftings

Form Name:MERRS-6 Questionnaire

The Form Settings page displays:

B Camtend Pags. P = P Sulings

DatnetheFam | AdaFliss W

Farm Kame Drug Dosage Analysic 5

“urrant Nata Captura Fisids: 1 [¥ou can add caly 350 fialds in a Farm.|

Srard win T Frivas

) 4 Arcunt Users

4 Users n a Greup

VAN s i shuy boem Bl
3 AN Uswes i1 an Oganzatien Saleet rgaetzaton i Lt
Fisits 10 0 Disglayad in Renwsae &
Ut Erry Ui #
eer-Fickd Actions #4542 New Acion T type: CHANGE STATE CALCULATION

Source Flekd(s) Target Flekd(z)

Assoriated Mossages

Usée i Hing First Tima [

2. Define how the form should be shared.

Shared with O private
@ Al Account Users

O AllUsersin a Group

O all Users in study team

O All Users in an Organization
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See the table below for definitions of each share category:

Category Definition
Private Hidden from all users in the system.
All Account Users Available to all system users.
All Users in a Group Available to all system users in a group. For more information

about groups, see Groups.

All Users in a Study Team Available to all system users in a study. For more information
about studies, see Study Management.

All Users in an Organization  Available to all system users in an organization. For more
information about organizations, see Organizations.

3. If you select the option All Users in a Group, click the Select Group link, and select a group or

multiple groups using the selection window that displays. Click Submit.

Remove Already Selected Group

Admin ]
Admin without eSample U
Financial Management U

Patient_Management (]

-OR-
If you select the options All Users in a Study Team or All Users in an Organization, follow the

same steps above by clicking either the Select Study or Select Organization links.
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The groups, studies or organizations you selected will display in the corresponding field:

Patient Management Research Coordinator

4. Click View List to view all users who will have access to the calendar based on your group, study

or organization selections.

The list of users, organized by group, study, or organization display in a new window:
Admin without eSample Laura Paimer
Heather Bronner
Cameron Harrison

Solomon Bevin

Warning: If you share this form with a group, user, or organization to which you do not belong,
you will not be able to see the form in the form library after you have saved it and leave
the form creation page.

6.2.2.33.1 Fields to be Displayed in Browser

The Fields to be Displayed in Browser feature applies to the Form Response Browser pages and

allows permissioned users to determine which fields are displayed in the browser to the end user.
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To define which fields are displayed in the browser:
1. Navigate to the Form Settings tab of a form and continue down the page to the Fields to be

Displayed in Browser section. Click the Edit button.

Fields to be Displayed in Browser &

Note: The Data Entry Date, Form Status, and Study Number (only for study patient linked
forms) are default fields displayed in the browser.

The Fields to be Displayed in Browser editor opens in a new window:

Section Name Field Name Field 1D(n form) Field Type Desplay in Browser

Form Details Stuey Treatment ARM ARM_Study_ID Eait 1]
Evaluation Dale: MERRS_DT Eat O

Qusalty of Life 01 - Dificulty Speaking MERRS_GL_DS Muiple Choice o
02 - Physical Activiy Limiations MERRS_OL_PAL Muliple Choice
15 the patient recerving supplemental cxygen therapy? OSA_1Z Muiple Choice O

Bie-Indicators 03 - Inflammaticn Blomarker C-reactive protein (CRP) MERRS_BI_IB MuRiple Choice o
04 - Inflammation Biomarker Fibeogen MERRS_IB_FG Muliple Chaice |
0% - Inflammation Blomarker Leukocyles MERRS_1B_LC Muiple Choice O
05 - Oxygen Saturation Level (pulse ox) MERRS_IB_OS Mufigle Choice O

Total (Cakcutation) MERRS Score MERRS_TL_MS Edt

11010 of 10 Recoed(s)
Pleass Submit the current page before moving to any other page else data will be lost !

2. Select the fields you would like to display in the browser by clicking the checkbox next to the

field(s) in the Display in Browser column.

Display in Browser

3. Click Submit to close the window after the changes are saved.

The new fields that will display in the browser are listed in the field directly below the Fields to be

Displayed in Browser section:

Fields to be Displayed in Browser &
Data Entry Date. Study Treatment ARMMERRS Score
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6.2.2.3.3.2 Inter-Field Actions
Velos eResearch allows permissioned users to configure more advanced form functionality using
the Inter-Field Actions section of the Form Settings page. Within this section, you can create field

dependencies and calculations.

To configure inter-field actions:
1. Navigate to the Form Settings tab of a form and continue down the page to the Inter-Field
Actions section. Click CHANGE STATE.

Add a New Action for type: CHANGE STATE CALCULATION

The Define Field Action page displays in a new window:

Define Field Action

Select Source Field” Select an option w
Select Action Condition™ Select an option ~
Select Responses * Sehect
Select Target Fields * Select
Select Action® Select an option v
Submit

Do not enter any ‘Responses’ for ‘Is Null’ and ‘Is not null’ conditions

2. Select a Source Field, Action Condition, Responses, Target Field and Action.

Select Source Field* P1-Delusions [P1] v
Select Action Condition* Equal to v

Select Responses * [3] Select
Select Target Fields * [P2-Conceptual disorganizati Select
Select Action* Disable v

= Using the example in the image above, the field action logic will function as described by the
conditional statement below:
= If the value of field P1-Delusions is Equal to 3, then the field P2-Conceptual

Disorganization will be disabled.

Velos General eResearch User Guide 6 December 2022 Page 239 of 624



3. Click Submit to confirm.

4. Click CALCULATION.

Add a New Action for type: CHANGE STATE CALCULATION

The Define Field Calculation page displays in a new window:

Define Field Calculation

Select Source Fields* Select
Select Calculation Type* |Select an option ~ |
Select Target Fields * Select

5. Select the Source Fields, Calculation Type, and Target Fields.
6. Click Submit to confirm.

6.2.2.3.3.3 Associated Messages
Velos eResearch allows permissioned users to configure customized messages that are linked to

forms.

Note: Itis advised to only associate a message after the form has been associated to a patient
or study so the form may be used as a more generic template.

Velos General eResearch User Guide 6 December 2022 Page 240 of 624



wcg

To link messages to forms:
1. Navigate to the Form Settings tab of a form and continue down the page to the Associated

Messages section. Click the New Messages button.

@

Delete

The Form Notification page displays in a new window.

2. Select the Message Type, and frequency.

Form Settings >> Form Nofification

T v
Messsge Typs ® Pop-up Message when user submits form First Time

)
" Notification Email sent to specified users
Users to receive notification are

Message Text * 4

3. If you select the option to send a Notification Email in step 2, select the users to receive

notifications by clicking Select/Deselect User(s).

Select'Deselect User(s)
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4. Add users by clicking the checkbox next to their name.

..... + Searen User Fiest ame uer

senType Selectanopton v Cganizancn Hams: WEG - VELOS -

Goup Marme. | Select 80 GpBON - Sty Team 5451 8N 0pU0N -
The Selected Filters are: User First Name: AJ User Last Name: Al Job Type: Al Organization Name: WUG - VELDS Group Name:All Study Team:Al

Last Hame Organization User Type

Beston Medical

:
PEPEROOEOEO

G- VELOS Active Accoust Uises

10 10 o 12 Rineces)

5. Click Submit.

6. Finally, enter your message text in the available field and click Submit to confirm.

Users to receive notification are SolomonBevin Select/Deselect User(s)

Please note that the form has been completed
and is ready for your review.
Message Text *

6.2.2.33.4 Preview the Form
At any point during the configuration of a form, permissioned users can preview the result of the
form as end-users would see it by clicking the preview button at the top of any of the form

configuration tabs.

To preview a form:
1. Navigate to any configuration tab of a form (Define the Form, Add Fields, or Form Settings).

2. Click the preview button located at the top of the page.

Form Name:MERRS-6 Questionnaire (&
Current Data Capture Fields: 12 (You can add Ids in a Form.)
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The form preview displays in a new window.

Form Name: MERRS-6 Questionnaire

Form Details
Data Entry Date* 052872020 Study Treatment ARM® Looxwe 1@
Evaluation Date” @

Quality of Life
Flease rafe this according to the rating level descriptions in the MERRS-6 Handbook

01 - Difficulty Speaking [Se[ect an Option v
02 - Physical Activity .

Limitations [ Select an Option v J
Is the patent receiving o Ye

supplemental oxygen —

therapy? ® o

Bio-Indicators

02 - Inflammation

Biomarker C-reactive [Select an Option v l

protein (CRP)

04 - Inflammation

Biomarker Fibrogen [seled an Option v ]

05 - Inflammation

Biomarker Leukocytes [Select an Option v ‘

06 - Oxygen Saturation

Level (pulse ox) [Sdect an Option v l

Total (Calculation)

MERRS Score 1]

Form Status® |Work In Progress v | e-Signature *

Note: This is only a preview of the form. Permissioned users can interact with the elements of
the form to test its functionality and construction, but responses will not be stored in the
system.

6.2.2.4 Copy a Form
Velos eResearch offers a means to copy existing forms and make modifications to the copy using
the Copy an Existing Form link on the Form Library page, or the Copy button within the Libraries

menu.
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To copy an existing form:

1. Navigate to the form library and click Copy an existing form in the upper-left hand corner of the

screen.
Copy an existing_form Create a new form

Shared with Preview Delete Info

-OR-
Click the Libraries menu in the upper-left hand corner of the screen, and select Copy under the

heading “Forms”.

Libraries * Reporting =

s Jroms
Search Search
Add Category Add Category
Add Calendar Add Form
Copy Copy I
N
Search Search
Add Category Add Category
Add Event Add Edit Box
Add Multiple Choice
Copy

The Copy Form page displays:

W Curnenl Page. Foems > Cogy

Calendan Ly Event Library W Foetd Librare

Enter the following detalls for your new form

Form Mame *
Foim Categery* | Sabact an optian |
Select one or more forms from your library that you wish to copy. then click on Submit.
Search By Farm Name By Form Category Select an oplicn hd m
MFRRS-6 Quastionnaire MERRS-& Quastinnnaire - Lung Haslth Rating Scala
Study Startup Form Study Startup Form o

Drug Dosage Analysis

PANSS &
NI - Cervical Cancer Evaluation NEI - Cervical Cancer Evaluation ]
Adminsisutive for FriagePham Audmisiskalive o PhagePraim ]
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2. Enter the form name and select a form category at the top of the Copy Form page, then click

Search. For more information about form categories, see how to Add a Form Category.

Form Name *
Form Category* |Selecl an option A ‘

Select one or more forms from your library that you wish to copy, then click on Submit.

Search By Form Name By Form Category Select an option ~

3. Select the existing form that you would like to copy by clicking the checkbox on the right side of
the Copy Form page next to the corresponding form, enter your e-Signature and click Submit to

confirm. For more information about configuring forms, see Forms Management.

Selected

00575

6.2.2.5 Remove a Form

Permissioned users can remove forms from the Form Library as needed.

To remove a form:

1. Navigate to the Form Library, and search for the target form. For more information about
searching the Form Library, see Search the Form Library.

P Current Page: Form Library

Calendar Library Ewvent Library m Field Library

Search By

Form Name:

Library Forms
Administrative for PhagePharm Adminstrative for PhagePharm
Patient Level Drug Dosage Analysis

MERRS-6 Questionnaire
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2. Click the Delete button located at the right side of the page for the form that you would like to

delete.
Preview Delete Info
(Z%J @
® @

3. A notification displays asking you to confirm if you would like to delete the form. Click OK to

delete the form.

veltraining veloseresearch.com says

Delete Adminstrative for PhagePharm from Library?

@ Cancel

The form is deleted from the Form Library.

Velos General eResearch User Guide 6 December 2022 Page 246 of 624



wcg

7 Study Management

Users with duties of study administration should be permissioned with the abilities and
functionalities associated with Study Management. (See Appendix E — Permission Types and/or
Appendix F — Study Role Permissions, for more information.) These include, but are not limited to,
adding new studies, editing information for existing studies, adding study documents, editing
versions, generating Study Patient IDs, creating and managing Milestones. Study Management
additionally includes defining the study status, managing associated reports, managing Study Team
Members, and, associating and managing forms. These features are integral to Study Management.
The following section describes how to utilize the Study Management functions within eResearch

Enterprise and eResearch eXpress.

Note: If Networks is an option in your version of eResearch, please refer to Networks, for more
information.

Velos General eResearch User Guide 6 December 2022 Page 247 of 624



7.1 Process Overview

Create New Study

Login to Velos eResearch

Create New Study or
Manage Existing Study

Manage Existing Study

L———» Study Details -

Study Documents

Admin Schedule —
Study Setup -—|

Milestones

-—
Study Status -

Study Team

Forms
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7.2 Studies

In this section, users will learn how to create new studies and manage an existing study. Once a
study is selected, users may then proceed to view and edit Study Details, manage Study Documents
associated with a specific study, manage the admin schedule for a study, set up study specific
information such as settings for patient information, manage study Milestones, change Study

Statuses, manage Study Reports, edit Study Teams, and associate or edit Forms.

Recently modified studies will appear on the user's Homepage or users may search, using the

search bars, for a specific study based on various fields.

Stealy 8, T o Kyword

B Currart Page Velos sResasrch 5 Homegaga
Search A Study Search 2 Sty En Advanced Search
Last Moddhed Studes 0}
Quick Access
a P13 Mg s Traatreont Fhiasa 1
a ] Phageiharm Siudy on Virad Reduction AeE 3
(] a7 Migraiens Sy Pharss 1 ;
BiD0 s Shacky fox Hypothysokdins Phasa | g
B 4 a 23 Biood ot Tharapy Phase | Aot Eranding
Clsieal Trial Lisings. A a .

T muUresodl] @Readl] B Acknowledgements(l] | LAREAD s |

= Click Advanced Search in the image above or click Search under “Studies” in the Manage

dropdown, to access a detailed Search page for a study.

Organizations
Groups

Users

Links.
Forms

Portals

HNetworks

New Search

P Curvent Page: Manage Protocols »> Search

Search By

Study &, Ttk of Kayweed Studys 21 Study Team

Therapeutic Area Division Study Type: Research Type

Study Drganizations Sponsar Type Select an opticn - AgertDevicn Study Phase Select an opton -
Maew Study Detads Diseasa Stn Sections Appendix

Status Type Crrant Status Select an option - NCT Humber B Exchude Snaty Complated Refied Status

Kyword Status Disglaysd. | Select an opton - ) Exclude Stady Comleted Retied Studies

Search
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The appearance of the homepage may be changed by a user. The image above is the
default homepage. For information on how to customize or change the homepage, see
Settings.

7.2.1 Add a New Study

Users who have the approved access to perform the duties of Study Administration, will be able to

add and manage studies in the system.

Application Rights
Manage Protocols

This section will show how to manually add a new study.

In the Enterprise version only, in the Study Details Tab, the following additional fields are supplied:

= The Study Summary Section:

Principal Investigator was a major author/initiator of this study?
FDA Regulated Study

Disease Site

Specific Sites

Sample Size

Estimated Begin Date

Study Scope

Study Type

Linked to (A Study in Enterprise)

Blinding Randomization

Contact

Keywords (allows permissioned users to associate keywords for study searches)
NIH Grant Information

CTRP Reportable

= The entire More Study Details Section including fields:

IRB Number
Other Number
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= Short Protocol Name

= Specify Name for Other Number

Note: The More Study Details Section is where any custom requested fields would be added.

Additional information/rules for completing the fields in the Study Details Tab:
= Fields marked with a red asterisk (*) are mandatory fields for entry
= NCT must be listed before the 8-digit number

= The Division field is required in order to select the correct Therapeutic Area

To add a new study:
1. From the homepage, go to the menu tabs at the top of the page. Select Manage and under the

“Studies” heading, click New.

anage v Libraries ¥ Reporting ~

New{b Organizations
Search Groups

name [
New Links

Link.cq
Search Forms.
Enrolled Portals

Page
Schedule Networks

Search

Search

The Study Details page displays:

P Current Page: Protocol Details

Versions  Admin Schedule  Study Setup  Budget Milestones  Nofifications  Study Status  Reports = Study Team  Forms
=
0
} Study Summary
b More Study Details

b IND Section

Save
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= Only the Enterprise version will view a More Study Details dropdown section

2. Click the Expand All button to view all sections.

You are working on study. P98

EUE N EETEN Versions  Admin Schedule  Study Setup  Budget  Miestones

~  Study Summary

Copy an Existing Study

Study Entered By Susan Training
Principal Investigator was a major authorfinitiator of this study? O

Principal Investigator Laura Palmer
I Other

FDA Regulated Study O

Study Contact Jen Training
Study Number * Pos

Study Title *

Objective

Summary

NCT Number

AgentDavice

Division Medicine
CCSG Data Table 4 Reportable O

Therapeutic Area * Thoracic (Lung)

Motifications =~ Study Status = Reports  Study Team  Forms = Study Network

Collapse All

Select User

Study for Hypothyroidism Phase I

3. Enter the required and necessary information into the available fields.

Note: 1.

Fields marked with a red asterisk (*) are mandatory fields for entry.

It is recommended to leave the radio button for “Do you want information in this
section to be available to the public?” as No, until it is confirmed it can be made

available for public viewing.
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4. Scroll down to the bottom of the page and click Save.

*  More Study Details

IRE Number Y/N
Other Number
Short Protocol Name

Specify Name for Other Number

The page refreshes and the study is saved.

7.2.2 Copy an Existing Study

Users with Study Management duties will have the ability to copy an existing study. Users may want
to copy a study to use as a template for another study. Copying an existing study allows users to
additionally copy all templates associated to a study, such as Patient Calendars, Admin Calendars,
Study Treatment Arms, Associated Forms, Study Status, Study Team, and Study

Dictionaries/Settings.

To copy an existing study:

1. From the Study Details tab of a selected study, or after navigating to a New Study page, Copy an
Existing Study” beneath the Study Summary dropdown.

¥  Study Summary

Copy_an Existing_Study

Study Entered By
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2. Select the Study from the Select a Study dropdown menu.

P Current Page: Copy an Existing Study

Copy an Existing study

Select a Study *

Study Number *

Study Data Manager *

Title

Please enter the following information for f 09122019-A

Select an option  +
Select an option

0986776

09877

1026

484744

5643

961
HHG1-998761123
HHG1-998761124
HHG1-998761125
HHG9-6678995
P101

P33

P55

P97

P98

3. Add the new Study Number.

wcg

Copy an Existing study

Select a Study *

Study NMumber *

Study Data Manager *

Title

P99

Please enter the following information for the new study:

F'1U-U{h_1}

Susan Training2

P100 Study

Select User

e

= The Study Data Manager field auto-populates but may be changed by clicking the Select

User link and selecting a different user

4. Enter your e-Signature and click Submit to confirm.

VEUL RS e-Signature *

A copy of the Study is created.
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7.2.3 Manage an Existing Study

This section will explain the multiple features associated with how to manage an existing Study such
as Study Details, Documents, Schedules, Milestones, Notifications, Study Status, Reports, Study
Team Members associated with a Study, and Forms. Users can view an existing study from the

Velos eResearch default homepage, or search for an existing study in any of the search pages.

To manage an existing study:
1. Select a study from the Homepage using the appropriate clipboard Study Administration button,

as shown below:

Personalize ¥ Manage ~ Libraries ¥ eSample ¥ Reporting ~

Study #, Title or Keyward Q - WCG Training # (@ B O Susan Training?
P Current Page: Velos eResearch == Homepage

Search A Study  Search a Study Advanced Search
E

Last Modified Studies

Quick Access Study Number Study Title Study Status

- B ﬂ [} DEMO 0197 DEMO Investigative Study on Lung Hyperin ®® # Active/Enrolling
- B M0 ¥ DEMO 0195 DEMO Lung Hyperinflation in patients with OSA Active/Enrolling
- B M0 ¥ 09877 Anemia in Patients with RA Active/Enrolling
- L. 00012 Assessment of Early-detection Basedon L®® ® Active/Enrolling
- B 0 ¥ DEMO 0193 DEMO Active/Enrolling

Quick Links

WCG Clinicals Home Page  DEMO MY link Clinical Trial Links DEMQ link

= Unread(0) @Read(0) B Acknowledgements(D) [ UNRED VESSAGES] Whatis 2 Snapshot? @ click on B to view the current study snapshot
Name Study Text Request Permission Snapshot I

No Records Found

-OR-

Search for a specific study by using the search field and click Search.

Personalize ¥ Manage ¥ Libraries ¥ eSample ¥ Reporting ~

P Current Page: Velos eResearch == Homepage

Search A Study Search a Study m
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Studies that meet the search criteria and that are viewable to the logged in user will display

within the Search page:

P Current Page: Manage Studies == Search

Searcha | Pss Advanced Search

Study

The following Studies match your search criteria: "P99"

Studies (Click column headers to sort) E
Quick Access Study Number Study Title Therapeutic Area Study Status Delete
@ ; ﬂ %] P99 PhagePharm Study on Viral Reduction Non-Cancer Active/Enrolling ®

1 to 1 of 1 Record(s)
1

Studies with View access

Study Number Study Title
No Records Found

2. From the Search results, click the clipboard Study Administration button for the study that you

wish to view.

Quick Access

Users are taken to the Study Summary / Study Details page.

b Curment Page: Frotocol Detalls
‘You are working on study: P9 - B
= Study Initiation PN R
w Versions  Admin Schedule  Study Setup  Budget  Miestones  Notifications  Study Status  Reports  Study Team  Forms  Study Network
Protocel Def
e =
COM Signoft a
CAln Review a ~  Study Summary
CA Signett a
Budget In Ra a
Budget Signe. a Study Ertered By Susan
IRB: Init
Rl kil a Principal Investigator was a major authoefinitiator of this sudy? [
IRB. Approve
Principal Investigator
i Other
*  Study Activation “
FOA Regulated Study n]
AchewEnnel Study Contact
ActveiClase ]
Study Number ™ Fag
Wiral
»  Study Closure Study Title * Snady on Wi .
Study Comple [ 1] Otjecthon
Summary
p
NCT Number
AgeneDesice
Division Medicine -
CCSG Data Table 4 Reportable O
Therapautic Area * HNon-Cancer A

Velos General eResearch User Guide 6 December 2022 Page 256 of 624



wcg
7.3 Versions/ Attachments Tab

Study documents are located under the Versions or Attachments tab. Here permissioned users may
add a new version of an existing document through the Add New Version/Document link, for
example, if a protocol is updated but you wish to keep records of previous versions. Documents will
display on the tab and users may narrow the document list displayed by using the Search

functionality. This section will cover how to add and edit Study Documents for an existing study.

P Current Page: Study >> Versions

You are working on study. 484744 > B
~  Study Intiation o Y - B B L

Study Details AcmnScheduio Study Setup Budget Milestones  Notifications Study Status Reports  Study Team Forms  Study Network

Protocol Def
CDA In Revie [ 1] D
CDA Signoff a ——y
CA In Review [ 1] Version # Category:  Select an option v Type Select an option v Staws  Select an option v
CA Signoff (1]
Budgel ki R, a Associated Versions/Documents Listed Below ADD NEW VERSION ADD NEW VERSIONDOCUMENT
Budget Signo. 12 )
IRB: Initial
R o Version # ¢ Version Date ¢ Category ¢ Section ¢ Appendix ¢ Status ¢ Delete Copy
IRB: Approve

0210272020 Protocol Sections (2 Approved & D ® B
Misceltanoous Sections Attachments (0 NG Proaes 20 @ U8
* S $ =
hady Activation 110 2 of 2 Record(s)
1

Active/Enrol
Active/Close igi]
* Study Closure

Study Comple n

Note: Depending on your configuration, the name of the Version tab may be titled the
Attachments tab.

7.3.1 Add New Version or New Study Documents

This section will cover how permissioned users may add a new version of an existing document type

or add a new study document type to an existing study.

Note: 1. The following special characters are allowed when uploading an attachment: @ # $
%*&()_=+1}{0,. ~,however, if trying to use a single quote, ', the system will
provide a warning message that single quotes are not allowed.

2. Only PDF, Word, Excel, PowerPoint, .zip files, and text formats are accepted in the
system as Documents.
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To Add a New Study Document or a New Version of an existing document Type:

1. From the Versions tab, select Add New Version/Document (Enterprise version) or Add New

Document (eXpress version).

Search By

xgrsmr Category. | Select an option v Type:  Select an option w  Status:  Select an option v

Associated Versions/Documents Listed Below

ADD NEW VERSION ADD NEW ‘JERSIOﬁDOCUI‘.-IENT

The Add New Version/Document window opens:

Version Number Version Date Category Type File Description
Select an option v Select an option v | Choose File | No file chosen
Select an option v Selectan option v | Choose File |No file chosen
Select an option v Select an option v No file chosen

Select an option

<

Select an option v | Choose File | No file chosen
Select an option v Selectan option v | Choose File | No file chosen

e-Signature * Submit

Note: 1. If the document type being uploaded is a new version of an existing document type,
enter the next subsequent Version Number for the selected document Type.
Version Numbers may be alpha-numeric.

Multiple documents can be uploaded at once by adding each new document as a line
item.

wn

2. Enter e-Signature and click Submit to confirm.

Valid e-Sign ERslsRENTER D m

7.3.2 Manage Existing Documents

The Versions tab lists all available versions of uploaded documents. From this tab, there are several
options for managing versions and documents including: Editing a Version, Updating Attachments,

Updating the Status, and Deleting a Document.
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7.3.2.1 Editing a Version

To edit a version:

1. Select the Version number link for the desired document to modify.

v112 %

The Document Details window opens:

Version Number * v.1.1.2
Version Date 11/26/2019
Category* Protocol v
Type Initial v
Notes
y;

2. Modify or enter information as needed and Submit changes with your e-Signature to confirm.

Valid e-Sign CRSISUETTCRE el m

7.3.2.2 Adding, Downloading, Editing or Deleting an Attachment

To add, download, edit, or delete and Attachment:

1. Select Attachments for the desired document under the Appendix column.

Attachments (1)
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The Study Document Appendix page appears.

You are working on study- 484744 ~EMmu

Study Details m Admin Schedule  Siudy Setup  Budget Milestones  Nofificafions = Study Status = Reporis = Study Team Forms = Study Network

Version Number: 1.00

My Files My Links
CLICK HERE o upload a new file. ( CLICK HERE to add a new link.

File Name Description EditDeletell URL Description Edit Delete

Protacol_for_Submission.d ° , ;
. Version 1 | ° 4 I@ ol

a. To add a new attachment, click the Click Here link.

Upload documents to your study's appendix

File" | Choose File | No file chosen

Specify full path of the file.

Short Description” p

Give a short description of your file (500 char max.)

Do you want information in this section to be available to the public?

O Yes ® No What s Public vs Not Public Information?

S m

i. Enter required information, select the appropriate radio button regarding making the
attachment public information, then enter e-Signature and click Submit to confirm.
b. To download an existing attachment, click the File Name and the attachment will appear at
the bottom of the screen to download. Close the new File Download window when done

viewing the document.

@ Study >> Appendix ¥ | @ File Download X

(& 8 veltraining.veloseresearch.com/velos/jsp/postFileDownl

@ PReplicon 40 JRA @ ComplianceWire &P ADP B WCG - Training - D..

Please close this window after downloading the file
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c. To edit an existing attachment’s information, click the Edit button.

Edit Details

File | Choose File | No file chosen

Short Description *  Version 3 Protocol
%

Do you want information in this section to be available to the public?

O Yes ® No What is Public vs Not Public Information?

Study Details mMmin Schedule Study Setup Budget Milestones Nofifications Study Status Reports Study Team Forms Stu

Give a short description of your file (500 char max.)

wcg

i. Update information as needed, enter e-Signature and click Submit to confirm.

d. To delete the existing attachment, click the Delete button.

veltraining.veloseresearch.com says

Delete Protocol_for_Submission.docx from Appendix?

i. Click OK.

ii. Enter e-Signature and click Submit to confirm.

Please enter e-Signature to proceed with deletion.

(2 R L] e-Signature * [....| ] m

Note: Users may also add, edit, or delete links from this page as well.

7.3.2.3 Editing a Document Status

By default, all new documents added to the Versions tab of a study will be in the Work in Progress

status. Changing the status of a document is important for a number of reasons — it can be used to

indicate expired or incorrect historical versions of a document, it can indicate that a document is not

yet completed, that a document is ready for IRB submission, or that it has been approved. This

section details how to change the status of any document.
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Note: To submit a document for IRB review using the WCG IRB tab, the document(s) must first
be in the Freeze status. For more information about the WCG IRB tab, see the WCG IRB
Tab.

To change the status of an existing document:

1. Click the Edit button next to the existing status of the target document.

&
\Work in F"-Sg’:‘—.EEIﬂ@

The Status Details page opens in a new window:

Study == Versions >> Status Details

Study Number: P99
Version Number: 3.00
Status * Select an option Eé

Date *

MNotes ‘

2. Select a new status and effective date for that status, then enter your eSignature and click

Submit to confirm.

Version Number: 1

Status * Freeze A
Date * 1112312022
Motes

7.3.2.4 Deleting Documents
This section will cover how to delete Document attachments for an existing study. For best practice,

only delete documents which were added in error.

Warning: If using Participant Portal, shared documents cannot be deleted.

Velos General eResearch User Guide 6 December 2022 Page 262 of 624



wcg

To delete a document:

1. Select the Delete button to delete the desired document.

®

2. Click OK to confirm deletion of the version.

veltraining.veloseresearch.com says

Delete Study Version 1.007

3. Enter your e-Signature and click Submit to confirm.

VLRSS LY e-Signature * |

Note: At least one version of a document must remain in the system, or when trying to remove
the last existing version, users will receive an error message preventing the version
deletion.

Velos General eResearch User Guide 6 December 2022 Page 263 of 624



wcg

7.4 Admin Schedule Tab

Within the Admin Schedule tab, users may associate and generate administrative calendars to a
specific study to manage Administrative Calendar events. For information on how to create
calendars to associate with a study, see Calendar Management. The main features of the Admin
Schedule tab are the ability to select a calendar from your library to associate with a study or copy

an existing calendar that pre-exists within the selected study.

P Current Page: Study >> Admin Schedue
You are working on study: P33 2@
Study Dotals  Veniom m StodySep  Budgel  Miestcess  Notfications  Soudy Stads  Repots  StudyTesm  Forms  Study Network
7] The admnistrative calendars linked 10 thes study are
g Refresh Notéicatons  Descripton Status Detads
Schadulo Disglayed. NoActve Candars  Schadule Stan Date m
Shudy Activti Please select a calendar 1o proceed.
ActvwEniol B
ActveCio a
e
St ]

To associate a calendar with a study:

1. From the Admin Schedule page, click Select a Calendar From Your Library on the right side of
the page.

SELECT A CALENDAR FROM YOUR LIBRARY

Reports Delete

Schedule ®
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The Calendar Library window displays:

Search By

Calendar Select an option hd
Name: Category: pt Search

Library Calendars: Select the
calendar that you wish to use in CREATE ANEW CALENDAR
your protocol.

Calendar Calendar

escription Stat hared with Reports X Selec
Category N Descriptiol Status Shared with Reports Export Select
Administrative . . .
Calndarior Sannae Nen, Gl B s
PhagePharm 9 Schedule
Administrative . N
Calendar for - \;:‘;rkr:; - ﬁ;:rcswum k5 Select
PhagePharm g Schedule
Patient Visits  Suuctured Structured Visit Calendar /oK in All Account @ Select
Patient Visit Progress Users Schedule
Calendar %

2. To associate one of the calendars listed, select the desired calendar by clicking Select for the

calendar.

Select

The selected calendar will display on the Admin Schedule page:

» Cument Page Shedy »» Admin Schedse
u are working on study. P33 90 ¥
Saaty Dutain Vwraces m Sy Senp  Budpt  Mistmer  Netfcaons  Shy st Repom  ShdyTeww  Form Sk Netwsd
a
a
a
a
a
a
Aggs 7]
oy At
o Piease select a calendar 1o procesd.
o
Study
]

= The calendar associated with the study can be managed by clicking the Calendar Name. For

more information on managing calendar events and visits, see Calendar Management.

Note: 1. Changes made to the calendar will only affect the calendar for this study, not the
calendar template itself stored within the library. See Calendar Management for
more information on how to modify calendars within the Calendar Library.

2. The calendar should be renamed once changes are made so that the calendar is
study specific.
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The Event-Visit Grid displays:

e
Defes 1 nage Visas m GCoverage Anaiysss | Pavent Costnems | Msestones Sewp

) 484744 Calendar: Admin Calsndar s

Calendar Status: Work in Progress et

T R T : ssauss -

= From here, the calendar can be customized for the study. The below tabs provide options to

update items such as the calendar name status. Existing events can be modified and/or add

new events added. Visit information as well as coverage analysis information may be

updated as well.

Tab Name

Define the Calendar

Select Events

Manage Visits

Event Visit Grid

Coverage Analysis

Patient Cost Items

Milestones Setup

Description

Edit Calendar Name, Add a Calendar Description, Select a Calendar
Category, Set a Calendar Status, and Set a Calendar Duration. For
information on how this tab functions, see Add and Manage Calendars.

Sequence Events, remove Selected Events, and Select Events from
Libraries to include in this Calendar. For information on how this tab
functions, see Manage Calendar Events.

Add New Visits and Manage Existing Visits. For information on how this
tab functions, see Manage Visits.

Add Multiple Events to Visits, Modify Sequence and Display, Search for an
Events, and Preview Calendar. For information on how this tab functions,
see Event-Visit Grid.

Specify Event, CPT Code, and Coverage Type based on Coverage Type
Legend, and Exporting. For information on how this tab functions, see
Coverage Analysis.

Enterprise has an additional tab that allows users to define Patient Cost
ltems.

Enterprise has an additional tab that allows permissioned users to define
Milestones for the Study Calendar on the Milestone Setup tab of a
selected Study Calendar.

7.41 Admin Schedule Calendar Status

The default calendar status once associated to the study is “Work in Progress”. This status allows

users to customize the calendar as needed. In order to generate an Admin Schedule, the calendar

Status must be set to “Active”.
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To change a calendar status on the Admin Schedule tab:

1. From the Admin Schedule tab, select the Calendar Status to modify for the desired calendar.

Calendar Status

Work in Progress

2. The Calendar Status page displays where users can modify the status as needed using the

dropdown menus.

Flease Change the slalus

Study Calendar Name A Canaar
Stans © ‘Work in Progress ¥ hat does o
Date * Q4R

Status changed by = Laura Palmer

Maoles

e-Signatune * Enter e-Signature m

3. Enter your e-Signature and click Submit to confirm.

"2\ RS e-Signature * °*° m

Note: Calendars listed under Admin Schedule do not have the ability to be taken off-line for
editing. If a change is needed, the active calendar should be copied, edited, and then
saved as an active calendar. The outdated calendar should then be deactivated.

7.4.2 Generate an Admin Schedule

After a calendar is selected for an Admin schedule, the schedule needs to be generated.
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To generate an Admin schedule:
1. Navigate to the Admin Schedule tab for a specific study with at least one Admin Calendar added

and in active status.

“You are working on study: P101 ~E MW
Study Details  Versions m Study Setup | Budget  Milestones | Metfications | Study Status | Reports | Study Team  Forms  Study Network
The administrative calendars linked 1o this study are: COPY AN CXISTING CALENDAR A YOUR LIGRARY

Calendar Name Refresh Deseription Calendar Status Status Details

Natifications

B saminstative Caendar C Actve Stalus Details Schedule ®

Schedue Displayed: Adminislralive Calendar v Schedule Start Date: :
Wisit: IManth/Year: B

Su Mo T We ™ Fr Sa
Al M AL v .
1 2 3
10

EDIT MULTIPLE EVENTS

Visit Suggested Date Actual Scheduled Date

No Records Found 25 b 27 28 29 0

2. Click the field for Schedule a Start date, select a date from the date picker, then click Submit.

The schedule appears in a table below.

Srhedule Displayed  Administratiee Calendar « Schedule Start Dale 0am2i2077

Wisil MonihYear Event Stalus

Al v Alv Al v I v Al w

EDIT MULTIFLE EVENTS

Suggested Date Actual Scheduled Date  Event Window Events Event Status

September 2022
Initizl Visi

0910272022 il lcie] & - Bascline Evaluation ot dane & D
-Follow ug 1

090372072 ORDHRE? & - Fullzw Up Mol dane g D

= For information on how to edit and complete the visit and event information in the table
above, refer to Change Schedule Dates and Modify an Event Status for a Schedule.
= If editing of the calendar is needed, change the Calendar Status field to Offline for Editing,

then make changes, before changing the Calendar Status back to Active.
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7.5 Study Setup Tab

This tab allows the study team user to define and/or modify:
= Study Dictionaries/Settings: Define and modify the Adverse Event Dictionary and Patient
Study ID Generation
= Study Treatment Arm: Define and associate any treatment arms that are appropriate for the
selected study
= Associated Calendars: Associate Calendars from the Calendar Library

= Associated Forms: Associate Forms and define as Study or Patient centric

B Corrent Page >
Yo ave workng on study P#Y aBbD
Sady Ostals  Versions  Adwin Schedide mru»« Viestones  Nofcatons  Sady Stahs  Repods Sty Tasm  Fomms  Saudy Netwert
n Study Dxtonanes Setegs
s .
o .
o yse
a
=
a
2
i rert A
ipace -
. o e ® B © o
o ® B ©® @
= B ©® @8
~ - ] ® ® o
AMERRS.& Ovessonnabe - Lung Hestth Rutng = ® ® a
2 ® o) =1
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7.5.1 Study Dictionaries/Settings

Within the Study Dictionaries/Settings permissioned users can define and modify the Adverse Event

Dictionary and the how Patient Study IDs will be generated.

Enterprise Only: The Adverse Event Dictionary is an eResearch Enterprise only feature.

Study Dictionanes/Sethings

If no modifications have been specified, the defaull settings will be appled
Type
A

Patient Study ID Generation manual

adverse Event Dictionary Free Text Entry

To define Study Dictionaries/Settings:
1. From the Study Setup tab, select the View/Edit Dictionaries and Settings link.

VIEW/EDIT DICTIONARIES AND SETTINGS
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A Dictionaries and Settings window will display.

Associate Adverse Event Dictionary

Adverse Event Dictionary

Free Text Entry
CTCAE vb.0
NCIv2.0
NCIv30

NCIv4.01
Patient Study 1D Generation

Type
Allow Manual Entry
System-Generated Sequential

Select an option v -

Study Enroliment Process
Enable Study-centric enrollment

Flag to Allow pafient Accrual@

Note: The compleie format for system-genarated Patient Study 1D should not exceed 20 characters.
A predefined prefix format can be included in the numeric format e.g. xyz|###

On submission of study-centric enrollment page, user is taken to

®
O
O
O
O
Use
o]
®
Select an option v - s
®ves OnNo

@ pefauit O Organization Specific

Select an option v

e-Signature *

Options

Adverse Event
Calendar

Patient Study ID
Generation

Enable Study-centric
Enroliment

Flag to Allow Patient
Accrual

Velos General eResearch User Guide

Description

Users may define by selecting a radio button for the appropriate
dictionary for the study. [Enterprise Version only]

Users may define if the Patient Study ID Generation will Allow Manual

Entry or be System-Generated Sequential.

= If System-Generated Sequential was selected, the format may be
further defined by selecting from the two dropdowns as either Study
or Site ID, and the default hash tags may be increased or decreased in
number, if needed. For example, a system-generated patient study ID
may appear in the format as Study-Site ID-###.

Users may keep the default No, or, if changed to Yes, study-centric

enrollment will be permitted, and the Add New Patient button will be

functional in the Enrollment tab for patient management.

= For Yes, the Select an option dropdown may be clicked and a patient
location or form may be selected as the landing page a user will be
taken to after adding a new patient from the Enrollment tab.

Users may keep the Default option to Flag to Allow for patient Accrual or
they may select the radio button to change the option to Organization
Specific. Hover over the question mark to view more information.
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7.5.1.1 Associating the Adverse Event Dictionary (Enterprise version only)

To associate the Adverse Event dictionary to be used for the study, check the appropriate radio
button.

Associate Adverse Event Dictionary

Adverse Event Dictionary Use
Free Text Entry O]
CTCAE v5.0 O
NCIv2.0 O
NCIv3.0 O
NCI v4.01 0

7.5.1.2 Patient Study ID Generation

Velos eResearch provides two options for the generation of Patient IDs: Manual creation or system

generated sequential. If the system generated option is selected, the format for Patient IDs must
also be defined.

Patient Study ID Generation

Type Use

Allow Manual Entry @

System-Generated Sequential o
Select an option ~ - Select an option ~ - HitHHH

Note: The complete format for system-generated Patient Study 1D should not exceed 20 characters
A predefined prefix format can be included in the numeric format e.g. xyzj###

Study Enroliment Process

Enable Study-centric enroliment Oves ®no

® Oorgn
Flag to Allow patient Accrual ® pefaut O Organization Specific
On submission of study-centric enrollment page, user is taken to Select an option ~
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Patient Study ID Description
Generation Type

Allow Manual Entry  This option allows permissioned users to set the Patient Study IDs to be
defined manually by Patient Management tasked users.

System-Generated  This option allows permissioned users to set the Patient Study IDs to be
Sequential automatically generated sequentially by the system upon patient record
creation.

Note: Numbers entered in the ###4## field represent the length of the number. When
determining the length keep in mind the number of patients planned for enrollment. For
example, if 1,000 or more patients will be enrolled into the study, indicate four ####
instead of three ###.

7.5.1.3 Study Enrollment Process

The Study Enrollment process has the following options:

Field Name Description

Enable Study- This option registers to a new patient and associates them to a study
centric Enrollment through a one step process and allows for the study team to determine
which form or page the user is directed to after the patient is registered in
the system. The Patient Study ID will be the Patient ID when registering the
patient and defaults to “No” if one does not already exist. Click the “Yes”
radio button to allow this type of enroliment.

Flag to Allow This option allows users to select Default or Organization Specific. The
Patient Accrual “Organization Specific” option determines when patients can be associated
to a study based on whether a study has Active/Enrolling status, or
Active/Closed status. Select “Organization Specific" when the ability to
accrue a patient is specific to the status at the organization the patient will
be/is associated to.
The Default option allows for:
= 'Active/ Enrolling' equivalent study status entered for any Organization
ALLOWS patient accrual by ANY Organization in the Study Team
» ‘Closed to Accrual' equivalent study status entered for any Organization
STOPS patient accrual by ANY of the Organizations in the Study Team
= ‘Temporary Suspension’ entered for any Organization STOPS patient
accrual by ANY of the Organizations in the Study Team
= 'Permanent Closure' equivalent study status entered for any Organization
STOPS patient accrual by ANY one of the Organizations in the Study
Team
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Field Name Description

On submission of  Select the appropriate option if the user should be directed to a specific
study-centric page.
enrollment page,
user is taken to

Warning: Most customers do not enable study-centric enrollment as it may result in duplicate
patients. Use this function with care. This option should not be used if there is an ADT
(Admissions, Discharges, and Transfers) interface.

To set the study enrollment information:

1. Select the appropriate settings for your study in the Study Enrollment Process section.

Study Enrolliment Process

Enable Study-centric enroliment Oves ®no
Flag to Allow patient Accrual@ @ pefautt O Organization Specific
On submission of study-centric enroliment page, user is taken to Select an option v

2. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [ERSICUEITI-N e m

7.5.2 Study Treatment Arms

The Study Treatment Arm section allows the study team user to define the treatment arms for the

study. When a patient is linked to a study, a treatment arm for the patient can be specified.
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To manage treatment arms:

1. From the Study Treatment Arm section click Add New.

Study Treatment Arm

Treatment Arms currently associated with this study are:

The Study Treatment Arm window displays:

Name*
Description

Drug Information

e-Signature * Enter e-Signature m

2. In the Name field, enter a name for the treatment arm. In the Description field, enter a description
of the treatment arm being created. Fields marked with an asterisk are required.

3. To save changes, enter your e-Signature and click Submit to confirm.

Valid e-Sign [ERSIeQEI I N m

7.5.3 Associated Calendars

In the Study Setup tab, Calendar templates from the Calendar Library can be associated to one or
more studies. When a Calendar template is associated, it can be modified as needed for the study.

Any changes made at the study level will not impact the template in the Calendar Library.

7.5.3.1 Associate a Calendar to a Study
Before a calendar can be associated to a study, a template must exist in the Calendar Library. For

information on the creating Calendar templates, see Calendar Management.
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To associate a calendar to a study:

1. Navigate to the Associated Calendars section and click Select A Calendar From Your Library.

SELECT A CALENDAR FROM YOUR LIBRARY

Save to
| ibrarv

Delete

2. The Calendar Library window opens with available calendars to associate to your study.

Search By

= oy St~

Library Calendars: Select the
calendar that you wish to use in CREATE ANEW CALENDAR
your protocol

Calendaz alenda e - - . o
f-,. l::;{:; S;r::'.d - Description Status Shared with Reports Export Select
Administrative £ " "
oo At pan con B @ g
PhagePharm g Schadule
pdminsietve Work in All Account B s
PhagePharm Progress Users Schedule  —
Patient Visits  Sructured. Structured Visit Calendar  0/0% 0 All Account B ala
Patient Visit Progress Users Schedule
Calendar k
—

3. Click Select to select the appropriate calendar to associate to your study.

Export Select

D

= Select
B select
B select

The Study Setup page refreshes and the newly associated calendar displays:

Associated Calendars

Calendars Curmently 3350Ciabed with ths study ane

Calondar Namo Refresh Nobficabons  Descripbon

(] Structured Vist Calendar
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Clicking on the Calendar name allows users to modify the calendar event and visit tabs:

B Currest Page: Caleadae > Event-Vis Grid

B P99 Calendar: DEMO Structured Patient Vs

Calendar Status: Work in Progress

O Basatins Evaiation as o

) Garmstic Assary O as
O Foliow Up o o
[ Labs Roeport Procassing [m] as

O Deug Adesinisiration - as

I T R

g

8/

Dofing the Calindar | SedsctEvents | Manags Visis m Coverage Analysis  Pasent Costllems | Miestones Sebap

as o
as o
s as - 8

Prinview Calendas

as

= Here, users can modify visits and/or add events and associated costs to customize the

calendar for the study. Changes made here will not impact the template in the Calendar

Library.

4. To access a specific Event Details page, from the Calendar click an Edit button.

(] Baseline Evaluation

Initial Visit. .

The Event Details page opens.

Sequence” 1
Baseline Evaluation

Event Name *

Baseline Evaluation

Description

CPT code

0

Event Duration

Event Window 0

Study Calendar [ DEMO Structured Patient Visit Calendar ] >> Event Details

Message Cost Appendix Resource CRF Details
Event Details

Days

Days

Ea

w

v | Before
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View the table below for links to other sections that provide information on how to update the tabs in

the Event Details page.

Tab Name Section Link for More Information
Event Details Add an Event

Message Event Message

Cost Event Cost

Appendix Event Appendix

Resource Event Resources

CRF Details Event CRF Details

Note: Changes may only be made to a calendar when the status is Work in Progress or Offline
for Editing.

7.5.3.2 Managing a Calendar Budget

After customizing the calendar for a study, a budget template can be associated to the calendar to

manage study financials. Budget templates are explained in detail in Financial Management.

7.5.3.3 Modify a Calendar Status

When a calendar is associated to a study, the default status is “Work In Progress”. The “Offline for

Editing” status is used when a calendar is active, and edits are needed.

To activate a study calendar:

1. Click the Status for the calendar that you wish to activate.

Offline for Editing

)

Active
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2. Using the Status dropdown menu, change the status to Active to activate the calendar.

Status * Offline for Editing » | What does this mean?

Select an option

Date *

Deactivated
Offline for Editing

Status changed by * User Search

Note: Ensure all aspects of a calendar are updated /configured (including budgets) before
activating and enrolling patients.

3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [CRSIE[IEITI R N m

The calendar status is saved.

7.5.3.4 Modify an Active Calendar
This section will instruct how to take an Active Calendar and change it to the Offline for Editing

status.

Note: After a calendar is edited, a user has the option to save the calendar back to the library
as a new template by clicking Save to Library, completing the pop-up, and submitting.

Velos General eResearch User Guide 6 December 2022 Page 279 of 624



To make a Calendar Offline for Editing:

wcg

1. From the Study Setup tab, navigate to the active calendar that you would like to modify and click

the Status.

Associated Calendars

Calendars currently associated with this study are:

Calendar Name
DEMO Patient Visit Calendar years 5-10

DEMO Structured Patient Visit Calendar

Refresh
Notifications

UPDATE MULTIPLE SCHEDULES

Description

Structured Visit Calendar

Structured Visit Calendar

COPY AN EXISTING
CALENDAR

Status Details

Offline for Editing  Status Details

Ami\r%

Status Details

The status page displays:

Study Calendar Name
Status *

Date =

Status changed by *

Notes

Structured Patient Vis

Active
02/20/2020

Annie Michel

¥ | What does this mean?

User Search

2. Using the dropdown options, select the Offline for Editing status.

Study Calendar Name
Status "

Date *

Status changed by *

MNotes

Please change the status

Structured Patient Vis

What does this mean?

User Search

N

Velos General eResearch User Guide

6 December 2022

Page 280 of 624



3. Additionally, the checkboxes below may be modified, as needed, by checking the appropriate

checkboxes. The selected options give study team members/ study coordinators the selected

abilities to change a schedule.

Allow Patient Schedule to be updated the following ways {you must select at least one option)
Move this event only.

Maove all events of this visit.

Move all dependent subsequent events accordingly.

Move All subsequent events accordingly.

= Only selections made will appear in patient schedules when a user is updating event dates

= The first checkbox option allows only the specific event to be moved. This option may be
needed if only a specific event requires moving in a visit, perhaps due to a piece of
equipment not being available that day or at that location.

= The second checkbox option allows the entire visit and events to be moved. This option may
be needed if perhaps a patient cannot make the visit or the visit needs to be scheduled due
to unforeseen circumstances.

= The third checkbox option allows not only the event to be moved but all event that are
dependent on that event to occur to be moved accordingly. This option may be needed if
perhaps a visit has one event that is being moved by a great amount of time and the other
visits and events all need to occur a specific amount of time after their suggested dates.

= The fourth checkbox option allows for not only all dependent visits to be moved but also
visits that are not dependent on the event to be moved. This option may be needed if
perhaps a visit needs to be moved by a great amount of time, such as half a year, and there
are not only dependent events but an event such as one that occurs at a half year point and
that date also needs to be moved by half a year.

4. Enter your e-Signature and click Submit to confirm.

RSO e-Signature * [ m

5. Revise the calendar, visits and events as needed. For more information, refer to Calendar

Management.
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6. After all updates have been made, as needed, follow steps 1 to 4 above to save the calendar as
Active.
7. If a notification associated to an event has been updated, click Refresh Notifications for a

calendar to initiate sending out the new / modified notification(s).

“fou are warking on study: P101 =00

Sludy Delsils | Versions  Adirin Scheduke Dudyget  Miestones  Nolificsions  Sludy Sales Repels Sludy Team Tomes | Study Neteok

T s i, o ot g s . i Y st i b i P ]

Associaled Calendars

Calendars cutently asseciated with this study are.

Calendar Name

= Changes made to Notifications for an active calendar are not automatically applied to
existing generated schedules. Clicking Refresh Notifications allows for all existing schedules

and future schedules to use the modified notification(s).

7.5.3.5 Update Multiple Schedules

The Update Multiple Schedules function provides options for all patients’ schedules associated to a
specific calendar to be simultaneously updated. There are times when a modification to a protocol
requires a change to the calendar that could affect many patients. This feature allows you to
generate, discontinue, or update the event status for a calendar for multiple patient schedules at one

time.

Note: Calendars must be in Active status to appear for selection in all four options. Calendars
in Work in Progress or Offline for Editing status will not appear for selection.

There are four actions in which multiple schedules can be updated at one time.

Update Option Name Description / Example of Use

Discontinue schedules for all May discontinue schedules for all patients and optionally start
patients assigned to a calendar | a new schedule for all patients on the original calendar

Use when a calendar has become obsolete for all patients and
optionally add a new calendar for those patients

May update all event statuses, from or before a specific date,
to a specific status for a discontinued calendar for all patients
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Update Option Name

Update event status in
discontinued patient schedules
for a calendar

Update event status in current
patient schedules for a
calendar

Generate a new schedule for all
patients for a calendar

To update multiple schedules:

wcg

Description / Example of Use

Use when patients had calendars discontinued and the status
for all events require an update from or before a specific date

May update all event statuses, from or before a specific date,
to a specific status for a current schedule for all patients on
that calendar

Use when a group of events, from or before a specific date,
need to be marked as a specific status in a current schedule
for all patient schedules

May generate a new schedule for all patients assigned to a
calendar, from or before a specific date

Use to generate a new schedule for multiple patients who are
new to the specific calendar, from or before a specific date

1. From the study Setup tab, click UPDATE MULTIPLE SCHEDULES.

Associated Calendars

Calendar Name

DEMO Patient Visit Calendar years 5-10

Calendars currenily associated with this study are: UPDATE MULTIPLE SEHEDULES

Refresh
Motifications

Description

Structured Visit Calendar

2. Inthe pop-up, click the Select an option dropdown to access actions to be performed.

Update Multiple Schedules

Select action to be performed: * Select an option =7 n

Discontinue schedules for all patients assigned to a calendar
Update event status in discontinued patient schedules for a calendar
Update avent status in current patient schedules for a calendar
Generate a new schedule for all patients for a calendar
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a. Select Discontinue schedules for all patients assigned to a calendar, to perform that action,

then click Go.

Update Multiple Schedules

Select action to be performed: * Discontinue schedules for all patients assigned to a calendar hd n

Discontinue schedules for all patients assigned to a calendar: Select Calendar
Discontinuation date:

Discontinuation reason:

Update event status in all discontinued schedules of this

calendar (for events on and after discontinuation date): Select an option v

Generate new schedules for these patients with calendar: Select Calendar

Patient schedule start date for new schedules: Select an option v

Update event status in all current schedules of this calendar

(for events before discontinuation date): Select an option v

Note: Wherever patient enroliment date is selected as an option, it is applicable to patients having an enrolled status.

Click Select Calendar and then click Select in the pop-up for the appropriate calendar(s).

Protocol Calendar

Search  All Records v All v Contains w [ ] Reset Sort

Filter Criteria:

None
11to 2 of 2 Record(s) Remove Selected Record
Select CALENDAR NAME 5 DESCRIPTION
Select DEMO Structured Patient Visit Calendar Structured Visit Calendar
Select DEMO?2 Patient Visit Calendar Structured Visit Calendar

1to 2 of 2 Record(s)

ii. Use a date picker to select the Discontinuation Date; enter an appropriate
Discontinuation reason; Update event status in all discontinued schedules, as per
options in dropdown; and then select the new calendar to Generate new schedules from
after clicking Select Calendar.

iii. Forthe Patient schedule start date for new schedules select either Same as start date of

patient’s schedule being discontinued or Same as patient’s enrollment date.
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iv. Select the Update event status in all current schedules, as per the dropdown options,

enter your e-Signature, then click Submit.

Update Multiple Schedules

Select action to be performed: * Discontinue schedules for all patients assigned to a calendar hd “
Discontinue schedules for all patients assigned to a calendar: DEMO2 Patient Visit Calendar Select Calendar
Discontinuation date: 072812022

Discontinuation reason: End of calendar for all patients on calendar.

Update event status in all discontinued schedules of this

calendar (for events on and after discontinuation date): Not Required h

Generate new schedules for these patients with calendar: DEM© Structured Patient Visit Calendar Select Calendar

Patient schedule start date for new schedules: Same as start date of patient’s schedule being discontinued v

Update event status in all current schedules of this calendar

(for events before discontinuation date): Not Required v

Valid e-Sign EREILLENTIEE [---- ] m

Note: Wherever patient enroliment date is selected as an option, it is applicable to patients having an enrolled status.

v. All patients on the discontinued calendar(s) will have the schedule(s) end and the new
schedule begin.
b. Select Update event status in discontinued patient schedules for a calendar, to perform that

action, then click Go.

Update Multiple Schedules

Select action to be performed: * Update event status in discontinued patient schedules for a calendar +
Update event status in discontinued patient schedules for calendar: Select Calendar

Update all events scheduled to occur | Select an option v
Update these events with event status: Select an option v

Event status date:

i. Click Select Calendar to select a calendar to Update event status in discontinued patient

schedules.
ii. Forthe Update all events scheduled to occur dropdown select from: Before, On and

before, After, or On and after, then use the Date Picker to select a date.
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iii. Use the Date Picker to select an Event status date, enter your e-Signature, then click

Submit.

Update Multiple Schedules

Update event status in discontinued patient schedules for calendar:
Update all events scheduled to occur | On and before
Update these events with event status:

Event status date:

Select action to be performed: * Update event status in discontinued patient schedules for a calendar v

DEMO2 Patient Visit Calendar
07i28/2022
Done v

07/28/2022

Valid e-Sign [ER=iiiE=1 -2

Select Calendar

) I

All patient schedules associated with the selected calendar(s) will now have event statuses

updated as per selections made.

c. Select Update event status in current patient schedules for a calendar, to perform that

action, then click Go.

Update Multiple Schedules

Update event status in current patient schedules for calendar:
Update all events scheduled to occur | Select an option »
Update these events with event status:

Event status date:

e-Signature *

Select action to be performed: * Update event status in current patient schedules for a calendar v

Select an option

Select Calendar

i. Make selections using the same steps as above for Update event status in discontinued

patient schedules for a calendar.

After submitting, all patient schedules associated to the current calendar selected will have

the events status(es) updated as per selections made.
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d. Select Generate a new schedule for all patients for a calendar, to perform that action, then

click Go.

Update Multiple Schedules
Select action to be performed: * Generate a new schedule for all patients for a calendar v n

Generate a new schedule for all patients (without a current schedule)
for calendar:

Patient schedule start date:

Select Calendar

Alternatively, use patient's enroliment date as scheduled start date: O

Note: Wherever patient enroliment date is selected as an option, it is applicable to patients having an enrolled status.

i. Click Select Calendar to select a calendar to Generate a new schedule for all patients
(without a current schedule).

ii. Use the Date Picker to select a Patient schedule start date.
-OR-
Check the checkbox for Alternatively, use patient’s enrollment date as scheduled start
date, if applicable.

iii. Enter your e-Signature, then click Submit.

All patients without a current schedule will have a new schedule generated for the calendar

selected as per the start date selected.

7.5.4 Associated Forms

This section explains how a study team user can add study-specific forms from the Forms Library,

modify forms, and activate the form.
Forms added will be required to be associated to either the Study level or Patient level. Study Forms

once associated and activated can be later managed on the Study Forms tab. Patient Forms once

associated and activated can be managed on a patient level.
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To Add a Form:

Navigate to the Associated Forms section and click Select a Form from Your Library.

Associated Forms

Forms currently associated with this study are: COPY AN EXISTING FORM BEEE?E“D SERNERC NG SELECT AFORM FROM YOUR LIBRARY

Form Name Description Linked To Status Preview Delete Info Save to Library

The Add Forms window will display:

Search a Form

Form Name Form Category Study
Select an option v Select an option v

The following are the forms currently listed in your library. Select the form that you wish to associate with your study or go
to the form library to create a new form.

CREATE A NEW FORM

Select Form Name Form Category Description Status

- ) Work In
PANSS-6

o ANSS-6 Patient Level Progress
S Work In

5] Study Startup Form Patient Level Study Startup Form Progress

®] NCI - Cervical Cancer Evaluation Patient Level NCI - Cervical Cancer Evaluation Work In
C v cer Evaluatior Progress

MERRS-6 Questionnaire - Lung Health Work In

MERRS-6 Questionnaire
O MERRS-6 Questionnair Patient Level Rating Scale Progress

v A

Forms to be Linked

Deselect Description Display Form Link Characteristic Filters

e-Signature * Enter e-Signature

2. Click the checkbox next to the appropriate form to associate.

R

(] PANSS-6
) Study Startup Form
= NCI - Cervical Cancer Evaluation

] MERRS-6 Questionnaire

3. Click the down arrow button to add the selected form(s) to the Forms to be Linked section.

Forms to be Linked
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4. Define how the form is to be associated using the following columns in the Forms to be Linked

section of the page:

Search a Form
Form Name

4

Form Name Form Category Description Status
o Work in
Patent Level Progress

Work in

Datient Leve! Study Startup Form -

Patient Leve! Study Startup Form Progress

~ ~ Work In

Patient Level NCI - Cervical Cancer Evaluation ,,' el
Progress

Patient Level MERRS-6 Questionnaire - Lung Health  Work in
koo idng Rating Scale Progress

A

Forms 10 be Linked

Fomsppin faon
Search
Select an option v Select an option 4

The following are the forms currently listed in your library. Select the form that you wish to associate with your study or go
to the form hbrary to create a new form

Display Form

Deselect Description Link Characleristic Filters
Organization
Sty O MuRiple Entry
MERRS-6 Questionnaire MERRS-6 Questionnawe - e -
Patient [c'(’:;’;:?n“ P
e-Signature * Enter -Signature
Column Column Description
Name Users may edit the form name for the form being associated with the study.
Description Users may edit a description of the form being linked to the study.

Display Form Link

Characteristic

Filters

Note: Multiple Entry

Users may select whether the Study or Patient page should link the form.

Users may select whether the formed being linked will be a Multiple Entry or
Once (but Editable).

Users may select an Organization or Group to filter the form being linked.

means that form will have multiple entries of different datasets. Once (but

Editable) means that there will be only one dataset submitted for this form (one time),
but the user can edit that single entry at any time. If edited, the Audit Trail report for the
response displays all changes made to the original response.
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5. Enter your e-Signature and click Submit

to confirm.
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Valid e-Sign [ERSIUEITI-N e

The Associated Forms will now be listed under the Associated Forms section on the Study Setup

page:

Associated Forms.
Feens curvonty ssuscatid with Bis study sty COPY AN EXISTING FORM

Descripbion

MERFS-6 Questionnaire - Lung Health Rating Scale

Study Saartep Fom

® @ a8
= ® @ a8
=] ® @ G

7.5.4.1 To Change a Form Status

Once a form has been associated on a Study or Patient level, the form status must be “Active” before

it can be used.

To change a form status:

1. Click the Status link for the desired form.

DISPLAY AND SEQUENCING OPTIONY

Linked To Status

Patient Active @

Deactivated @

Patient

Velos General eResearch User Guide

6 December 2022

Page 290 of 624



The Form Status page displays:

I Current Page: Form Status Detals
Study >> Setup >> Associated Forms >> Form Status
Form Name | MERRS-6 Questionnaie

Please enter stalus details

Form Status® Active v
Form Star Date * 12102019
Changed By * Agam Yerger Sesect User
Hotes p
=3 *Sonune-

Entes e-Signature

2. Use the dropdown menu to set the appropriate status.

Form Status*

Form Start Date *

Work In Progress
Changed By * Laura Palmer Select User

Notes

3. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [ERIeUEI0I i
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7.6 Study Milestones Tab

The Milestone tab allows the study team user to create and manage Milestones. There are five
Milestone Types: Patient Status, Visit, Event, Study Status, and Additional Milestones. For additional

information about Milestones, Budgets and Financials, see Financial Management.

¥ou are working on study: P89 520

Stdy Dotals  Versions  Admin Schedule ~ Study Sotup  Budget m Notifications ~ Study Status ~ Reports  StudyTeam  Forms  Study Network

Search By

Milastor Typo Select an option ~ Status:  Select an option v Fayment Type:  Select an option +

Calerdas vist Event

Date From Date To Exclude Inactive Rems

Please expand a milestone type panel below to manage existing or 2dd new milestone

*  Patient Status Miestones

* Visit Milestones

v Event Miestones

*  Study Status Milestones

*  Additional Milestones

When adding milestones, all mandatory fields are indicated by an asterisk and are defined below.

Note: If there is study calendar with a budget, create the initial Visit and Event milestones from
the Manage Budget tab.

Milestone Column Description Example
Section Name
Patient Patient Specify the number of the patients If a sponsor pays for every fifth
Status Count that should be tracked. This patient screened, enter “5”. When
column does not apply to the every fifth patient on the study
“Study Status” milestone type. has the screen status added, a

milestone will be achieved.

Patient Specify the desired patient status N/A
Status that should be tracked.

Milestone  Specify the “Active” status when N/A
Status the milestone should be turned on
or select “Inactive” if a Milestone
no longer applies.
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Column
Name

Milestone
Section

Visit Calendar

Visit

Milestone
Rule

Event
Status

Milestone
Status

Calendar

Event

Visit

Event

Milestone
Rule

Event
Status

Velos General eResearch User Guide

Description

Select the study calendar from
which you want to derive the visit
milestones.

Specify the visit name for the
milestone.

Select the logic that determines
when the visit is considered
complete.

Dependent on Milestone Rule
field. This completes the logic
selected in the previous field. This
field is left blank if “On Scheduled
Date” is selected in previous field.

Specify the “Active” status when
the milestone should be turned on
or select “Inactive” if a Milestone
no longer applies.

Select the study calendar from
which you want to derive the event
milestones.

Specify the visit name for the
milestone.

Specify the specific event
associated with the calendar visit
for this milestone.

Select the logic that determines
when the event is considered
complete.

Dependent on Milestone Rule
field. This completes the logic
selected in the previous field. This
field is left blank if “On Scheduled
Date” is selected in previous field.

6 December 2022
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Example

N/A

N/A

Options include:

“All events within the visit are
marked as-“, “At least one event
is marked as-“, and “On

Scheduled Date”.

Options include:

“Not Done”, “Not Required”,

“Done”, “To be rescheduled”, and
“Suspended”.

N/A

N/A

N/A

N/A

Options include:

“All events within the visit are
marked as-“, “At least one event
is marked as-“, and “On

Scheduled Date”.

Options include:
“Not Done”, “Not Required”,
“Done”, “To be rescheduled”, and

“Suspended”.
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Milestone
Section

Study
Status

Additional

7.6.1 Add Milestones

Column
Name

Milestone
Status

Study
Status

Milestone
Status

Milestone
Description

Milestone
Status

Description

Specify the “Active” status when
the milestone should be turned on
or select “Inactive” if a Milestone
no longer applies.

Specify the study status that must
be achieved for the milestone to
be considered complete.

Specify the “Active” status when
the milestone should be turned on
or select “Inactive” if a Milestone
no longer applies.

Enter a description of the
milestone.

Specify the “Active” status when
the milestone should be turned on
or select “Inactive” if a Milestone
no longer applies.

For instructions on how to Add Milestones, see Milestones.
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Example

N/A

e.g. — “Active/Enrolling”, “IRB:
Approved”, etc.

N/A

Any activity that needs to be
invoiced but the activity does not
have a specific time point, e.g. -
“Startup Fees” “Contract
Renewal”, “Custom
Recruitment/Retention

Milestone”, etc.

N/A
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7.7 Notifications Tab

The Notifications tab allows users to define and set Notifications for a specific Study. In addition to
Alerts or Event Status Notifications, users of the Enterprise version may set Notifications for

Adverse Events Reported.

Study Details | Versions  Admin Schedule  Study Setup  Budget  Milestones ERLUELLULEN Study Stalus | Reports  Study Team | Foms Shudy Network

Patient Calendar Notifications are not applicable to study Admin Calendars

Adverse Event Notifications
Send as Email

Send slert i Senous Adverse Event i raponad User Search
Send alert i deat i reported as Adverse Event outcome User Search

Study Calendar Spectfic Notifications

The list below displays the ‘Active’ Calendars associated with this study. Select the appropriate link 1o specify nolifications for the study.

Structured Patient Visit Calendar Alens Bnd Notificazons Event Status Notifications Apply to & enroled petents

A Study Calendar must be associated to a Study prior to the Notifications being set up and must
have an “Active” status. For each Study Calendar associated, users may select to set notifications
through the following links:

= Alerts and Notifications

= Event Status Notifications

For instructions on how to associate a calendar to a study and activate a calendar, see Study Setup
Tab.

Note: 1. Calendar Notifications are not applicable to Study Admin Calendars.
After patients have been enrolled to a study and assigned a schedule from the
calendar, if changes are made to Notifications, the changes will automatically take
affect for any new patients enrolled. To apply the notification changes to patients
already enrolled to the Study, click a red ‘Apply to all enrolled patients’ link.
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7.7.1 Adverse Event Notifications

Within the Notifications tab, permissioned users may send alerts:
= If Serious Adverse Event are reported

= If Death is reported as an Adverse Event Outcome

Patient Calendar Notifications are not applicable to study Admin Calendars

Adverse Event Notifications
Send as Email

Send alert if Serious Adverse Event is reported User Search

Send alert if death is reporied as Adverse Eveni ouicome User Search

To assign a user as a recipient to either type of Adverse Event Notification:

1. Click User Search and select a desired user.

Patient Calendar Nefifications are not applicable to study Admin Calendars

Adverse Event Notifications

Send as Email

Send alert if Serious Adverse Event is reported User Search

Send alert if death is reported as Adverse Event outcome User Search

2. Select the user by checking the checkbox to send an Adverse Event Notification to and then click

Submit to confirm.

Note: To ensure only the relevant users have been selected to receive notifications, confirm the
correct users have been selected before clicking on submit.

Enterprise Only:  This functionality is only available in the Enterprise version of Velos eResearch.

7.7.2 Alerts and Notifications

Alerts and Notifications can be set up for Study Calendar events to send an email or text message
advising the user when an event has occurred. A calendar must have an “Active” Status in order to

set up these alerts and notifications.
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Note: Network firewalls may restrict the use of notifications at your location. Please contact
your local administrator for more information on the types of notifications you can

receive.

Enterprise Only:  The Serious Adverse Event options are only available in the Enterprise version
of Velos eResearch.

To create Alerts and Notifications:
1. Click Alerts and Notifications associated with the appropriate study calendar.

Study Details ~ Versions ~ Admin Schedule = Study Setup  Budget Milestones VG0l Study Status =~ Reports  Study Team  Forms  Study Network

Patient Calendar Nofifications are not applicable to study Admin Calendars

Adverse Event Notifications

Send as Email

Blaine Demo User Search

Send alert if Serious Adverse Event is reported

Send alert if death is reported as Adverse Event outcome User Search

Study Calendar Specific Notifications

The list below displays the "Active’ Calendars associated with this study. Select the appropriate link to specify notifications for the study.

Study Calendar

Event Status Nofifications

#9876 - Patient Lab Processing Alerts and Nmi!icelioni‘
Event Status Motifications Apply to all enrolled patients

DEMO Structured Patient Visit Calendar Alerts and Notifications
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2. Check the appropriate checkbox(es) and select a system user to receive the notification by

clicking the User Search.
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Study Details Versions  Admin Schedule  Study Setup Budget = Milestones Notifications Study Status Reports Study Team Forms Study Network

[Patient Calendar Notifications are not applicable to study Admin Calendars

Notification Options

Study Calendar: #9876 - Patient Lab Processing

Alert Send as Email Send To CellPhone/Pager
(Specify celiphone email ID or pagej
number)

Send alert when an event status changes to "Past Scheduled Date” Jan Adams User Search

(0 Send alert if Serious Adverse Event is reported User Search

[ Send alert if death is reported as Adverse Event outcome User Search

The following options apply to Notifications defined for Events in this Study Calendar (Event Details: Messages Tab)
O Do not send any pre-defined event notifications to this patient

O Do not send any pre-defined event notifications to users (for this patient)

3. Additionally, if a user has a cell phone for text messaging alerts, the cell phone can be entered

into the box to the right of the User Search link.

Send as Email

Jan Adams

Send To CellPhone/Pager

(Specify cellphone email 1D or pager
number)

ser Search 2153456739 @ viext .o

Below is a list of the most common mobile providers and the format used to send text

messages:

Mobile Provider

AT&T

Carolina West Wireless
Cellular One

lllinois Valley Cellular
Inland Cellular Telephone
Sprint

T-Mobile

Velos General eResearch User Guide

Text Message Format
10digitphonenumber@txt.att.net
10digit10digithnumber@cwwsms.com
10digitphonenumber@mobile.celloneusa.com
10digitphonenumber@ivctext.com
10digitphonenumber@inlandlink.com
10digitphonenumber@messaging.sprintpcs.com

10digitphonenumber@tmomail.net
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Mobile Provider Text Message Format

US Cellular 10digitphonenumber@email.uscc.net

Sprint 10digitphonenumber@messaging.sprintpcs.com
T-Mobile 10digitphonenumber@tmomail.net

US Cellular 10digitphonenumber@email.uscc.net

Verizon 10digitphonenumber@vtext.com

Virgin Mobile 10digitphonenumber@vmobl.com

4. When finished adding users for alerts, enter your e-Signature and click Submit to confirm.

o o

7.7.3 Event Status Notifications

Event Status Notifications are notifications which can be sent when a Status of a Study or Calendar

has changed.

To create Event Status Notifications:

1. Click Event Status Notifications associated with the appropriate Study Calendar.

Study Calendar

DEMO Structured Patient Visit Calendar Alerts and Motifications Event Statia Motifications

2. The Alerts and Notifications page displays. Click Add Another Notification.

Add ,"‘nother\ﬁhotiﬁ cation
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3. The Alert Notification page will display. Enter information for the Notification, including a user to

Send Message To, the When Event Status Changed To option, and the For Event option.

Study Calendar: Structured Patient Visit Calendar

Notification

Send Message To: Select/Deselect User(s)
When Event Status Changed To: * Selectan option

For Event All hd

e-Signature * m Submit and Add Another

4. Enter your e-Signature and select either Submit to save changes, or, Submit and Add Another, to

add another notification setting.

7.8 Study Status Tab

The Study Status tab allows for the tracking of study activities in the different categories. Some of
these categories are:

= Study Activity

= Reports
= Budget

= Contract
- IRB
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Display Browser Logic:

For the pages of My HomePage, Gadgets>Quick Access, and Manage Protocols>Search,
Study Status displays on the browser when:
= The status is flagged to display in the browser
AND
= The Current Status checkbox is checked for the status for the default study organization
OR
= The status was the most recent one added of the statuses flagged to display in the browser
and a non-flagged status has the Current Status checkbox checked for the default study

organization

re working on study 484744 0@

Sasdy Delsds | Versions  Admin Schedule  Study Selop  Budgel  Misslonss h:ﬂF-aIlllemﬂcp—ﬂc Study Tesm  Forms  Study Network

Status Valid Until Meeting Date

@
2 ®
®

Note: 1. Any status can be identified as the study’s Current Status. This is meant to be used
for Ad-Hoc Query reporting purposes. When a new Study Status is added, the option
to indicate the Status as the “Study’s Current Status” is marked by default.

2. Itis best practice to maintain the study status as it affects the availability of certain
system functions. For example, patients cannot be added to a study unless the
status is set to Active/Enrolling.

3. ltis best to leave the “Study’s Current Status” box unchecked, for new study statuses,
once a study is made Active until it is Closed.

To change the status of an existing study:

1. From the Study Status tab of a selected study, select Add New Status.

ADD NEW STATUS
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The Study Status Details page displays. Here, users may edit the Study Status information as

needed. See the table below for more information about each study status field.

Study Start Date :11/01/2020 Study End Date :

Please enter status details:

Organization * WCG-VELOS w

Status Type * Study Activity — w

Study Status * Select an option v

Documented By = Susan Training2 Select User
Assigned To Select User

Status Valid From *

Status Valid Undil

Meeting Date
Review Board Select an option v
Outcome Select an option v

Notes

This is study's Current Status

O Organization specific current reportable status

Field Name Description
Organization Designates the associated organization.
Status Type The type of status for the study.

Study Status The study status being documented. The specific values vary based on
Status Type. Some of the Study Statuses will impact certain report types as
follows:

= Active/Closed to Enrollment: This status is linked to reports and will
prevent patients being associated to the study if the Flag to All
Patient Accrual field is set.
= IRB Approved: This status is linked to reports and the IRB Approval
Indicator Status flag.
= Not Active: This study status is the default status for new studies and
is linked to reports.
Study Completed/Retired: This study status is linked to reports and prevents
patients being associated to the study.

Documented By  Used to select the user who documented the study information.
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Field Name Description
Assigned To Used to select the user that is responsible for monitoring this study status.

Status Valid Required date for which the Study Status is valid from.
From

Status Valid Until End Date for Study Status.
Notes Notes on the Study Status.

This is study’'s  Checked by default. This will set the study status for the applicable status
Current Status  type to this study status.

Organization Used to report the current status for the designated organization.
specific current
reportable status

2. Using the dropdown menus and text fields, define the Study Status as appropriate.

Study Start Date :11/01/2020 Study End Date :
Please enter status details:
Organization * WCG - VELOS w
Status Type * Study Activity v
Study Status * Select an option v
Documented By * Susan Training2 Select User
Assigned To Select User
Status Valid From *
Status Valid Until
Meeting Date
Review Board Select an option v
Outcome Select an option v
Notes
£
This s study's Current Status
] Organization specific current reportable status
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3. Enter your e-Signature and click Submit to confirm.

The study status details are saved.

7.9 Reports Tab

The reports section lists the standard study related reports available. Reports generated here are
specific to the study that users have selected and/or are currently navigating. Within the Reports tab,
there are sorting and filtering options available for each report selected. For detailed information on

Reporting, see Reports, Ad-hoc Queries & Dashboard.

7.10 Study Team Tab

The Study Team tab allows the permissioned user to manage the study team for a study. Here they

can assign Study Team Members to the study, manage their rights and their study status.

Below, the functions available on the Study Team screen are defined.

‘fou are working on study- 484744 - 00
Study Dotalls | Vorsions  Admin Schodule  Study Setup  Budgel  Miestones  Notfications | Study Status  Reports W Forms | Study Network

Search by Organization 2 v

Study Team L NIZAT TS T

Organization

G - VELOS - Local Sample Size: - rack Study Status ®
=B @ Principal Invessigator ] & csee @9 ®
=F © Chnical Research Coordinator 5] & hesee 9 ®
=E © Data Manager = & heses 9 ®

edical . Local Samplo Size: - ®
=H @ Menitos = & acsce 0] ®
Mercy Healthcare E Local Sample Size: - ®
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Icon Name Description
Users Details Opens the User Details page, where basic user information can
be edited.
More Opens the More Study Team Details page.
Information
More Opens the More Study Team Details page.

Information This will be blank if the More User Details section on the User
Details page does not have any fields.

Assign Rights  Opens the Assign Access Rights page, where study-specific
access rights can be defined.
Assign Access Rights to Carda Demo
What is Complete Patient Data
Multiple Organization Access
O Select / Deselect All
Study Administration
Study Summary
\ersions O 0O
st a P B b P i, o b 0 o
Finanaats: Milestor.__ . voicing/Pas. . is d oo
Event Details: Financial Information 0O o
Patient Management
Manage Patients
\iew Complete Patient Data
Forms Rights
Study Farm Management o o
Study Forms Access
< Signatrs [ some |
Edit Used to Edit the status of Study Team users.
History Provides an audit trail of user status history within the study.
Delete Removes the user from the study.
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7.10.1 Add a New Study Team Member

To add a new study team member:

1. Click Add/Edit Study Team Member.

ADD/EDIT STUDY TEAM MEMBER

Track Study Status

The Study Team Details page opens:

wcg

You are working on study: 484744

Study Details ~ Versions = Admin Schedule  Study Setup  Budget Miestones  Notifications = Study Status = Reports w Forms  Study Natwork

To add a new User to the Team, Search By

First Nama: Last Nama:

Group: Select an option » Job Type:  Select an opbon »

If you are unable to find a user in the existing user list, you may Add New User here

Modify Study Team Details

Role
() Principal Investigator -
() Clinical Research Coordinator v
() Data Manager -
@ Monitor ~

Ovganization: Select an option -

Acce

55 Rights

2. Using the Search Bar, Search for a user to add to a study.

You are working on study: 484744

Study Details ~ Versions  Admin Schedule  Study Setup  Budget  Miestones  Notifications  Study Status ~ Reports m Forms = Study Network

To add a new User to the Team, Search By

First Name: Last Name: Organizaion  Selectan option v
Group: Select an option - JobType  Selectanopbon v
If you are unable to find a user in the existing user list, you may Add New User here
Velos General eResearch User Guide 6 December 2022
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Users meeting the search criteria display:

Search Results - Select User 1o Assign to Team

First Name

Tatal Number of Users : 10 User(s)

Solomon

Cameron Haemison

Harriet

Organization

Blocked User

Benton Medica

EeeeeeOe

WEG - VELOS

3. Click the checkbox next to the desired user to add to the study.

Total Number of Users

4. Select the appropriate Role for the selected user and click Submit to confirm.

Users Selected - Submit to Add to Team

First Name Last Name Role
DEMO Loni Palmerton ® ISeIect an option vl

The user is saved to the study team.

Note: If you do not have the appropriate Organization, permissioned users may use the Add
New Organization link to add a new organization and associate users to that
Organization. If users need access to data in multiple organizations, they will need to be

added to each organization.
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7.11 Forms Tab

Forms associated to studies are linked to either the “Study” or “Patient”. Forms linked to “Study” are
used to capture study-specific data that is not collected in one of the standard Study Administration

tabs. For Study Forms, responses are completed from this tab.

Note: Only Forms associated as “Study” level forms on the Study Setup page and Account level
forms will display on the Forms tab of a selected Study.

To complete a study form:

1. Click on the Forms tab:

You are working on study: 1026

Study Details ~ Versions ~ Admin Schedule  Study Setup  Budget Milestones  Nofifications  Study Status =~ Reports  Study Team m

2. Use the dropdown menu to select the desired study Form Name.

Form Mame: | Study Set%Form ~ m

3. Once aform is selected, click New to open the form.

Form Mame: | Study Setup Form w w

4. After filling out the form, enter your e-Signature and click Submit to confirm.

711.1 Forms Tab Audit Trail

When a Form has been updated, a record is created which can be viewed in an audit trail.
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To view an audit trail for a Form:

Click the Star button representing the Audit Trail.

Study Details  Versions  Admin Schedule = Study Setup  Budget Milestones  Nofifications = Study Status =~ Reports  Study Team m Study Network

Form Name: | Study Setup Form + m
Previous entries for form: “Study Setup Form™ Filter By Date | All A

Data Entry Date Supply Type Form Status Delete
05/11/2022 Drug Completed [=R/RO) ®
03/29/2022 Drug Work In Progress @6 @) ®
1402 0£ 2 Bacomils)

The Form Audit Trail page opens in a new page.

Diownload the report in:

Form Audit Trail

Study Number: DEMO 0187
Form Name:: Study Setup Form
Form's ID Date:: 03/29/2022

Field Name Modified On Modified By 0Old Value ‘New Value Reason for Change

Created By Mot Applicable Mot Applicable Mot Applicable |Dem o, Blaine

Created On Mot Applicable Mot Applicable Mot Applicable |03«'2 912022 15:42:10

Rzport By:Susan Training2 Date:11/23/2022

To export in Word or as an Excel file, click a Word or Excel button at the top of the form.
-OR-

To create a printer friendly format, click the Printer button.

Form Audit Trail

Study Number: P99

Form Name:: Study Startup Form

Form's ID Date:: 11/02/2020

| FieldName | Modified On Modified By Old Value New Value Reason for Change |

. e . Updated form to

Furm Status ”01 13/2021 17:57:08 || Training, Susan 'Work In Progress ‘Completed 1
| Created By |Not Applicable [Not Applicable INot Applicable Training, Susan |
|[Created On |Not Applicabl Not Applicabl INot Applicabl 11/02/2020 14:19:02 ]

[Sample number field |[01/13/2021 17:57:08 | Training, Susan s |

Enmple date field I 01/13/2021 17:57:08 TH.\mnE, Susan l01/13/2021

ample drop down ”01-'13.:2021 17:57:08 ||Training, Susan Yes
Report By-Susan Training Date:01/13/2021 I
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7.11.2 Forms Tab Track Changes

When a Form has been updated, track changes are created. Reasons for change can be added to the
Track Changes page.

To view track changes for a specific form:

1. Click the Track Changes button.

Study Details Versions  Admin Schedule  Study Setup Budget Milestones  Notifications  Study Status Reports Study Team m Study Network

Form Mame:  Study Setup Form v “
Previous entries for form: "Study Setup Form™ Filter By Date  All v

Data Eniry Date Supply Type Form Status Delete
051112022 Drug Completed (=R /N ®
03/29/2022 Drug Work In Progress [=RV3 @h @
L—rodatifrnnma
The Track Changes page opens in a new page.
Track Changes
Study Number: DEMO 0187
Form Name:: Study Setup Form
Form's ID Date:: 03/29/2022
Field Name Modified On Modified By 0Old Value New Value IReﬂson for Change
Created By Mot Applicable Mot Applicable  |Mot Applicable Demo, Blaine
s
Created On Mot Applicable Mot Applicable  |Mot Applicable 03/209/2022 15:42:10
s
Report By-Susan Training2 Date:11/23/2022
— =

2. Enter a reason for making a change per line item, as needed, into the Reason for Change field,
enter e-Signature, and click Submit to confirm.

3. Click Close to close the page and return to the portal.

Data Saved Successfully.

=

The next time the Track Changes page is accessed, the reason(s) added will appear.
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7.12 WCG IRB Tab

The WCG IRB tab is a feature available for both WCG Velos eResearch Enterprise and WCG Velos
eResearch eXpress that enables study teams to directly submit study documentation to the WCG's
IRB for approval. The WCG IRB tab streamlines the process of submitting documentation to WCG's

IRB to perform ethical review of the submitted documents.

Note: 1. The WCG IRB functionality is an optional add-on module, and therefore must be
configured and turned on by the Velos team. For more information about this
functionality, please contact Velos Support.

2. When WCG IRB is added, the Documents tab in Study Management will automatically
change its name to Attachments. Contact Velos Support if the tab name requires
revision.

Before using the WCG IRB tab, the following items must be completed:
= Define a Principal Investigator for the study on the Study Details tab
= Enter the Sponsor Protocol Number in the Sponsor Protocol Number field of the Study
Details tab
= Add all documents that need to be submitted for IRB review to the Versions tab and place

them in the Freeze status

Note: Documents submitted to the WCG IRB tab must be in the status of Freeze in order to
submit. Refer to Mange an Existing Study for details on required fields to complete.

= “IRB” permission must be granted at the Study Team level to generate new submissions, edit

existing submissions and/or view submissions (for more information about study team

permissions, see the Study Team Tab and Appendix F — Study Role Permissions

Note: For more information about completing the prerequisite actions described above, see
the Studies and the Versions Tab.
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The process workflow begins by adding your protocol / site documents to the Versions tab within a
study in WCG Velos eResearch. After adding your completed documents to the study, they then need
to be placed in the Freeze status to enable them to be transmitted to the WCG IRB. Once the version

has a Freeze status, documents can be submitted.

Warning: If you do not place your documents in the freeze status, they will not be available to
submit to WCG IRB for review and/or approval.

Once the documents are added, they can be transmitted via the WCG IRB tab within that study. As
individual submissions are processed, their status will be updated to reflect their most recent
processing state each time the study management>WCG IRB page is loaded. A high-level overview

of this process is displayed below:

WCG's IRB
performs
ethical reviews
and returns an
approval or
requested
actions to
meet approval

Add
completed
protocol/site

Submit
documents for

review using
the WCG IRB
tab

documents to
the Versions
tab of a study

When this feature is enabled, an additional tab, WCG IRB displays on the Study Management page:

Study Details  Attachments  Admin Schedule  Study Selup  Budget Milestones Notifications Study Status  Reports  Study Team Broadcast  Forms  Study Network m

7.12.1 Submit Documents for WCG IRB Review

This section outlines the process for submitting protocol / site documents for approval using the
WCG IRB tab within a study.
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Warning: Submissions must follow all requirements for WCG's IRB, which includes downloading
the necessary “Smart Forms” from the WCG IRB website and including those in the
submission. Failure to submit the necessary documents will result in delays in IRB
review of the submission.

To submit a document to the WCG IRB for review:
1. Navigate to the Versions tab of the target study and ensure that the documents intended for

submission have been added and placed in the Freeze status.

Version # 0 Appendix ¢ Attachment Status ¢
00 Informed Consent Initial Attachments (1)
00 Investigator Brochure Modified Attachments (1)
00 Protocol - Attachments (1)

2. Click on the WCG IRB tab.

Study Team Forms Study Network m

.

The WCG IRB page loads. A message stating, “No IRB submissions have been made for this

study” will display if no submissions have been made.

m Status Select an option ~ Created from  ddimmiyyyy B T ddmmyyy [ search submissions R Create New thnfssitR
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If previous submissions have been made, the submissions will display on the left side of the

screen:

m Status Select an option ~ Created from B To ddmmyyyy |  Searchsubmissions @ Create New Submission

Submissions (2)

Received Submission

Testing IRB Submission for 12.1 by
Training Team

Submitted to WCG IRB on Mar-14-2022 by
Alexandra Weiss

Tracking number - 2705775-44979709
IRB tracking number - Not Available

more details > ] nNotes

Received Submission

Testing IRB Submission

Submitted to WCG IRB on Jan-14-2022 by Ram
Machan Tripathi

Tracking number : 2698105-44977651

IRB tracking number : Not Available

more details > [E) Notes

3. Click Create New Submission on the right side of the screen.

Search submissions 0, RECEEE Sllhm'ﬁzsim'kl

The Create New Submissions window displays:

Create New Submission x

Protocol number: SPN-579137

o Provide Submission Details —— o Select Documents to Include

SUBMISSION DETAILS
Marne* Submission Group Type”

Enter & Submission Name

Submission Type* Principal Investigator
Velos Admin
otes
Enter notes,up fo 1024 chas

Step 2: Select Document
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4. Provide the submission details by completing the Name, Submission Group Type, Submission

Type, and Notes fields. The Principal Investigator field is auto-populated based on the

information entered into the Study Summary / Study Details tab.

Create New Submission

o Provide Submission Details

- o Select Documents to Inchud

[l
x

Protocol number: SPN-579137

SUBMISSION DETALS

Submeysion Type* Prind ipal lnvestgator

Shep 2 Sedect Document

The following table displays each Submission Group Type and the Submission Types available

within each:

Submission Group Type

New Study

New Pl Submission

Existing Site Submission

Velos General eResearch User Guide

6 December 2022

Available Submission Type
Initial Review
Initial Review — CPU Services
Initial Review
Initial Review — CPU Services
Change in Research
Change in Research — CPU Services
Change in Investigator
Closure Report
Consent Form
Contact Information Update
Continuing Review Report Form
DSMB and New Scientific Evaluations

Dear Investigator Letter
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Submission Group Type Available Submission Type
Drug Brochure

FDA Inspection Information or Medical Board
Action

HUD Submission
IND Safety Report
Promptly Reportable Information
Recruitment or Supplemental Documents
Translations

Existing Study Submission Change in Research
Change in Research — CPU Services
Consent Form
Contact Information Update
Continuing Review Report Form
DSMB and New Scientific Evaluations
Dear Investigator Letter
Drug Brochure
HUD Submission
IND Safety Report
Other Materials
Promptly Reportable Information
Protocol Amendment or Clarification
Recruitment or Supplemental Documents

Translations

5. After the applicable information has been entered, click Step 2: Select Document to continue.

Save as Draft ‘ Step 2: Select Document
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_OR_

Click Save as Draft to save this submission as a draft that you can return to later to complete.

Save as Draft Step 2: Select Document

Note: If you click Save as Draft in step 5 above, the Create New Submission window will close,
and you may restart this process at step 4 by clicking on the draft submission in the
WCG IRB tab.

After clicking the Step 2: Select Document button, the document selection screen displays:

o Provide Submission Details —M—— e Select Documents to Inchude
ATTACHED DOCUMENTS TO CHOOSE DOCUMENTS TO INCLUDE IN SUBMISSION
Only documents in the Treeze” state will be inclugded for selection. P e e e e e S S s s s ————— 1
' '
Search docurments Q H |
show al Category v allType  w  all Version w 1 . 1

Category *  Type File Name Version Date E E E

Use checkboxes In grid at left to select

aneous - = e =1 -14-2022
Miscellansous Mew_Text_Docu 1 01-143 documents for submission

Showing 1 1o 1 of 1 eniies

Note: Documents must first be added to the Versions tab and placed in the “Freeze” status to
be available for submissions using the WCG IRB tab.

Warning: Submissions must follow all requirements for WCG's IRB, which includes downloading
the necessary “Smart Forms” from the WCG IRB website and including those in the
submission. Failure to submit the necessary documents will result in delays in IRB
review of the submission.
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Click the checkbox next to each available document that you would like to include in this
submission. For each document you select, an information card will display on the right that

corresponds to that document.

ATTACHED DOCUMENTS TO CHOOSE DOCUMENTS TO INCLUDE IN SUBMISSION
Only documents in the "freeze" state will be included for selection.

Search documents Q) [] New_Text Document.txt *

Miscellaneous Version 1

show all Category v allType  +  all Version +

Category *  Type File Name Version Date

% Miscellaneous - Mew_Ted_Docu... 1 01-14-2022

To remove documents from the submission, click the X button in the upper-right corner of the

document information card in the Documents to include in Submission section.

[] New_Text Document.txt @
- Version 1

Miscellaneous

After selecting the required documents, click Submit to WCG IRB to submit these documents for

IRB review.

Submit to WCG IRB

a. Click Got it in the pop-up to close.

@

Success!
Your submisson has been sent to WCG IRB

-OR-

Click Save as Draft to save this submission as a draft that you can return to later to complete.

Save as Draft Submit toWCG IRB
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Note: If you click Save as Draft in step 8 above, the Create New Submission window will close,

and you may restart this process at step 6 by clicking on the draft submission in the
WCG IRB tab.

After finalizing the submission for WCG IRB review, the new submission once received, will
display in an information card on the left side of the WCG IRB tab.

Submissions (3)

Submiszsion In Progress

Submission for Test

Submitted to WCG IRB on Mar-15-2022 by
Alexandra Weiss

Tracking number : 2T05386-0
IRB tracking number : Not Available

details >
more details B Notes

Warning: There is a short delay after you finalize your submission before it is received by the
IRB. While your submission is awaiting transmission to the IRB database, a status of
“Unsubmitted” will display. Once transmission has been completed, this status will
change to “Transmitted”.

Note: For more information on submission statuses and the information cards displayed on
this page, see the Review Submissions section.

7.12.2 Review Submissions

The following section describes how to check the status of a submission using the WCG IRB tab of a
Study.

Warning: Changes in status for a submission will refresh each time you load a study’s WCG IRB
tab. Therefore, you must open / refresh the WCG IRB tab of a study for any changes in
WCG IRB review status to be pulled into WCG Velos eResearch.

To review a submission:
1. Click on the WCG IRB tab of a study.
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The WCG IRB page displays. All submissions (including draft submissions) display on the left

side of the page in information cards.

ﬂ stanss Select an aption ~ Createdfrom  ddmminyy [ To cdmmiysyy [ Searchsubmimons g Cressls Neww Subsmission

Submissions (2)

| Hecerred Subminsion ]
Testing IRA Submission for 121 by
Training Team

Submifies by WCG IRB on Mar-143022 by
Alewandra Weiss.

Tracking number - STOSTTS44375703
IRE wacking rember © Not Availabic

meare details > [E] Motes

Tosting IRD Submission

Submitiec to WCG IRD on Jan-14-2022 by Ham
Mok Tripath

Tracking number : 5980544377651

1RE tracking rrambes - Not Availabi

[E] Motes

Note: You can filter the submission results using the Status or Created from fields at the top of
this page. You can also search for a specific submission by typing a partial or complete

search term into the Search Submissions field.

2. Locate a specific submission information card to see its current status.

Submissions (3)

Submission In Progress

Submission for Test

Submitted to WCG IRB on Mar-15-2022 by
Alexandra Weiss

Tracking number : 2705386-0
IRB tracking number : Not Available

more details > [E) Motes
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Review the following diagram to learn more about the information available in the submission

information cards:

Submissions (3)

Submission In Progress o

Submission for Test

ubmi 0

Alexandra Weiss
Tracking number : 2705886-0 e
IRB tracking number : Not Available

more details > %
GO 6 Z) Notes

1. Submission Status — Displays the current submission status. Review the table below for

more information about each status’ meaning.

2. Submission Name - Displays the name given to this submission.

3. Submission Details — Displays important submission details including submission date,
tracking number, IRB tracking number, and any notes added to the submission.

4. More Details Link — Click the more details > link to display the Submission Type,
Submission Group Type, view Submission Documents and applicable Outcome
Documents, as defined when the submission was made.

5. Notes - Hover over to view notes that were entered upon submissions.

Status Description

Draft This submission is a draft, which means it has been started, but not submitted.
Clicking on a submission information card with this status allows you to continue
the submission process as described in the Submit Documents for WCG IRB
Review section.

Unsubmitted The submission process in WCG Velos eResearch was completed, but this
submission is in queue, waiting to be transferred to the IRB database.

Transmitted The submission results have been successfully transmitted from the WCG IRB
database back to the Velos eResearch database.

Received The submission has been successfully received by the IRB team, and is in the
process of being added to the review queue.

Received Formal confirmation of receipt by the IRB.
Submission

Processing The submission is being processed in preparation for panel review.

Reviewing  Submission is currently being reviewed by the IRB panel.
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Status Description

Post-Panel The submission is currently in Post-Panel Review processing or awaiting a
Processing signature for finalization.

Completed IRB Review is complete. Outcome documents may be attached to this submission
for your records. See Download Submitted and Outcome Documents for more
information.

7123 Download Submitted and Outcome Documents

All documents that were added to a submission, in addition to any outcome documents that were

sent back by the WCG IRB after review can be downloaded using the WCG IRB tab.

To download submission and outcome documents:
1. Click the WCG IRB tab of a study.

Study Team Forms Study Network m

el

The WCG IRB page displays. All submissions (including draft submissions) display on the left

side of the page in information cards.

m Status Select an oplion - Crented from  ddrméryy, 7 B To  ddmmyny [ Search mbmissions o Create New Ssbmission

Submessions (2)

Testing IRB Submission

OG IRB on Jan-18-2022 by Ram

PRI AAATTES
it - Nt At

) Notes

Note: You can filter the submission results using the Status or Created from fields at the top of
this page. You can also search for a specific submission by typing a partial or complete
search term into the Search Submissions field.
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2. Locate the target submission information card and click to select.

Submissions (1)

Received Submission

Sample Submission - New Study @

Submitted to WCG IRB on Apr-08-2020 by Adam
Tracking number : 2747

IRB tracking number : 444 @ Notes

more details >

After clicking on a submission information card, the Documents panel displays on the right side
of the page:

Status Select an option v Created from dd/mm/yyyy B8
Submissions (5) DOCUMENTS
Submission Documents (1) Outcome Documents (0)

Submitted to WCG IRB on Mar-16-2020 by Mohan D ¥

Tracking number : 27472

IRB tracking number : 44493

Icon.jpg
more details > @ Notes Protocol , Version 1.00
Submitted: Mar-20-2020

3. Click Submission Documents to view all submitted documents.

DOCUMENTS
Submission Documents (1)] Outcome Documents (1)
{Fm
N
-OR-
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Click Outcome Documents to view all outcome documents received from the WCG IRB.

DOCUMENTS

Submission Documents (1) | Outcome Docljments (1)
o

4. After clicking either the Submission Documents or Outcome Documents link, you can download

any attached document by clicking the Download button on the document information card.

DOCUMENTS

Submission Documents (1) Outcome Documents (1)

k L]

Investigator_Brochure.docx
Protocol , Version 1.00

Submitted: Mar-20-2020
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8 Patient Management

Velos eResearch is a patient-centric system, meaning a patient has one system record and can have
one or multiple study records within the system. A patient study record is created when a patient is
associated to a study. The Patient Management module allows Study Team Members to add
patients and associate them to a study. Within the module, a user can update patient demographics,

monitor study statuses from screening to off-study, and manage patient schedules.

Study-centric:

= In Study Management > Study Setup, in the Study Dictionaries /Settings area, the radio button
selection of Yes for Enable Study-centric enrollment must be selected

= Allows for creating and enrolling the patient at the same time

= Patient has to be linked to at least one study but can be linked to multiple studies later

= A new patient is added and associated with the study by completing the Study Centric
Enrollment page

= After submitting the enrollment page, the user can be directed to a specific page

Velos eResearch has built in triggers to prevent patient enrollment to a study until the necessary
criteria is met such as proper status, screening, etc.
There are two routes for managing patients in the system:
» Using the default / standard Homepage
= Using the Study Patient Roster
Note: If a user’s role is only for managing study patients, it is recommended to set the Default
Homepage to the Study Patient Roster, otherwise, if managing multiple functionalities, it

is recommended to use the Default Homepage. For information on how to change your
default homepage, see the Personalize section.
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8.1 Patient Management Process Overview

v

Login to Velos eResearch

!

Patient Search: Is the
Patient in the System?

Associate an
Existing Patient Add Mew Patient
to & Study

Manage
Patients

Study Patient
Status

Patient Schedule Patient Forms Patient Labs
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8.2 Patient Search

Prior to adding a Patient Record to the system, it is crucial to search for the patient to prevent
duplicates. A patient in eResearch will have one patient record but may be associated to multiple

studies.

To search for a patient via the default homepage:

1. From the Homepage, navigate to the “Patients” section under the Manage tab and click Search

link.

Manage ~ Libraries ¥ Reporting ~
o

New Organizations
Search Groups

name h
MNew Links

Link.cq
Search {b Forms
Enrolled Portals

Page
schedule Metworks
New Search
Search

The Patient Search page displays:

I v Oeganissen. | All
Sedoct an cpton ¥ Specany  Soloct an option

Gencer N
Select an ophon ¥ sway Al - Provider m
o Search critera 10 view & st of matchrg Pabents

Users may use the search options to filter patients existing within the system. Filtering options
include:

= Patient ID

= Patient Name

= Survival Status
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= Age
= Gender
= Study

= Organization
= Specialty
= Provider
2. Enter the desired information to filter the search results by and click Search to search for any

patients matching the search criteria.

I Cuament Page: Manage Patients »» Patient Seaech

Ersoaed  Schedus

Search By

Banion Medcal v
Gesser  Female . Select an option v

Seloct an opbon v suey AN . Provder %

Ploase specily Search crilena 10 view 8 st of matching Patents

Age 4680 v

The search results display:

B TS oG MAnEgs PEan = FEIam Saamn
Enmiod  Schoduls

Search By

Pt (D Ao Tl - Organizatien AN )

Baficrt e ) Gerder. | Salact an option v Specaly Select & opBon v

Surviwal Stalus. Salact an apton » Shudy. | AN - FProvider. m
B @ Cureed Pags 1 Tatal Fagas: 2 E @ Fiares Par Faga 50 Showing 1 - 50 of 65 il 2 @
Patient ID Fitst Name: Last Name Age Gender Palient Staies Siher I0js) On a Sty
(T) pom-as2s Jessica Gilges 42 Yaars Famas Hive @ vweis, A BB u]
(T) poun-asas Chiriells Hetbirger 50 aas Femak Hive @ weiz A BB 1]

Note: The Organizations populated in the Organization dropdown will be based on the user’s
Organization access(es).

3. Proceed as appropriate based on search results to Manage an Existing Patient or Add a New

Patient record.

Velos General eResearch User Guide 6 December 2022 Page 328 of 624



wcg

4. To hide any columns from view, right click the header and uncheck applicable header name(s).

P Current Page: Manage Patients == Patient Search

ey e: Gl Enrolled  Schedule

Search By

Patient 1D: @

Patient Name: @

Survival Status: Select an option +
O O Current Page. 1 Total Pages. 2

Patient ID First Name

@ 0000-44444 Jessica

@ 0000-44445 Charlotte

5. The column(s) selected will be hidden. Right click the header again and check to unhide, when

needed.
Navigating away from the page will remove the selections, unless the view is saved

Save View

Click Save View, to save the column selections to only view the specific columns upon
returning to the Patient Search tab
= Hiding applies to all three tabs: Patient Search, Enrolled, and Schedule

Capability is available for hiding columns. When using, the columns will still appear in an

exported Excel table.
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8.3 Enrolled Tab

When first landing on the enrolled patients tab, the Patients on Study field will default to the first
alphanumerical study in the list. Data in the table will show the patients associated with the selected
study. The search results will display the patient’s most recent and current statuses. New patients
may be added to the selected study. Additionally, the enrolled patient’s Visit Status may be updated,

and a patient study record may be accessed for other system functionalities.

To access and then update data in the Enrolled tab, for patients on a study:

1. Click Manage > Enrolled (Patients).

Manage >~ Libraries ¥ eSample =

Application

MNew Organizations

Search Groups

New Links

Search Forms

Schedule Networks
==

New Search

Search

2. From the default landing page, click Patients on Study dropdown and select a different study, if

needed. Then click Search.

P Current Page Manage Patients == Study Patients

Patient Search m Schedule

Search By
| Patients on Study 00012 ~ | |Crganization: Al ~ Last Visit:

Patient 1D: Enrolied On: All hd Next Visit All A

Patient Study 1D Patient Status: | All ~ [J Exclude Patients not currently Enrolled
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For features available on the Enrolled tab, refer to the diagram and steps below:

B Cumen Page: Manage Favents = Sludy Fatienis

L4
Pt Saan m sehesui
L
Ssarch Sy }
Patioms on Study 00012 Crganzation: I - Last visit:
il 101 Craabed On A - Hiil sl A - J
Satiznl Sudy 1L Pafienl Stalus: Al - [ P Fatiorts not cumendty Sneciked -
Enter Scresning/Enrallment details | SELECT AN EXISTING PATIENT| |ADD & MEW PATIENT '
O @ Cuent nage 1 ‘! 9 o O Rura Pet Page 5w Rw.l

Study Palicnl 1D Enrolling, Pt Sudy Last Eniolied Last Mext Visit Merst Facent Enrclled  Current Assigned

Nurnbies SR Hiter n M M S Wisit e Slalis | Slall Ay Slalus Tar

o0z (@ wrensrren BN menoeTTEs | Samaha  Hare DRSS

iz o ssan ,:EE'OLL; 4321 Lien ] 'f'lfl-‘ i) '

- Mexavra ) .

o1z @O sseumize ede 45212306 | Chaies thven o B e P Wam g TR f

o] {
- - wen ) . -~ " PR s

a2 (6] 159 WELT ;] Katnryn Eazen el i) & & Ervoled Whersss &  Enmled

[l

1

Select An Exisitng
Patient

Add A New Patient

Pt. Study ID Link

Edit Visit Status

Edit Most Recent
OR Current Status
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Used to access a Patient ID search page. Complete the applicable
fields, then click Search, to view a single study patient record.

Used to add a new patient to the study. Complete the required
fields at minimum, select Enrolled in the Status dropdown, then e-
Sign and Submit.

Used to access the Schedule page for a patient study record. Click
the link in the Pt. Study column. For more information, refer to
Patient Schedules.

Used to change the date for a selected visit(s) / event(s) for a
specific study patient record. Search fields to filter, select
checkboxes for applicable visti(s) and / or event(s). select the
appropriate Status field(s) from the dropdown(s), add Status Valid
From Date(s), e-Sign and Submit.

Used to access the study patient record’s Screening / Enrollment
page. Click Edit in either the Most Recent Status or Current Status
cloumn. For more information, refer to Screening/Enrollment.
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For additional features on the far right of the Enrolled tab, refer to the diagram and steps below.

Search

Number Feature Name Description

6 View Used to view a table showing Site Name and ID for other study
patient associated records for the selected patient. Click View in the
Other ID column for a specific patient record.

7 Calendars Used to view a printable and downloadable specific patient
schedule for the current and upcoming month. Click Calendars to
view the patient specific calendar in a new window.

8 Adverse Event Used to view a printable and downloadable list of adverse events or
OR CRF CRFs for a specific patient. Click Adverse Events or CRF to view the
patient specific Patient Event/CRF page in a new window.
Note: Adverse Events are not applicable to eResearch eXpress.

9 Patient Timeline  Used to view a printable and downloadable patient timeline of
Report (TL) patient events. Click Patient Timeline Report (TL) to view the
patient specific Patient Timeline Report in a new window.

10 Delete Used to delete a study patient record, if permissioned. Click Delete,
click OK in the pop-up, e-Sign and click Submit to confirm.

Warning: Once a study patient record is deleted, the action cannot be undone. Delete with
caution.
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8.4 Schedule Tab

The patient schedule tab defaults to schedules on today’s current date. All studies’ visits will be

viewed, as per the selection made in the Visits dropdown for those studies that your organization(s)/

study team access allows.

Using the Schedule tab may assist in planning for current and upcoming patient visits or when

personnel may be out of office and another user will need to perform their duties. This is a good

option for a default homepage for study coordinators.

Schedule information can be searched by past, current, and future dates, as per the selections

below.

Search

Visits: Next 7 Days + m

Past Due
Past Month
Matchir Past 14 Days 5
Past 7 Days
IZI Yesterday

Zument Page:| 1

Today
=1L Tomorrow
Next 7 Days

Next 14 Days
Next Month @ DEMOS

Patient ID

After selecting from the Visits dropdown and clicking Search, the applicable data will appear in a

table. Continue to the next page for more information.
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View the diagram below for details on the functionalities of the Schedule page.

Marching Patlent Sehedules @

o @ Curent Page. 1 Tolal Paes. 1 O o R PerPage. Showing 1 a @
REKC 3000 o (0} nRacEoonR DEMOZ000E e MFRA AN b fa— 9 AN Frlbw-up Vst 3 & o e 6]
DEMC 3000 () DEMOE0F DENOS00E DEMO Chiig 2mih Encted & 4022 Fioliow-up Wisit 3 & T o
PRM M (T} nFaoiconR DEMOIO0E PERE Ak danssen | pge On Teatment & SR Foliow-p and | abs & ana Nema 6]
DEMC MEE D cemonne DEMOODS DEM Annie ark Activeion Treatmant & [0 T r Foliow-up Yisit & Carta Demo o
CEM M (O ] CEmoont DER enny mih AdtiveiOn Treatment & [0t Folbw-up Wist 3 & Cara Nema 6]
DEMC 3000 (D DRMacEons DEMOS000A DEM Ahtry alners Artiveion Treatmant & e Folw-p vist § s [P T— 6]
JEMO M3 I’J‘ DEMOM3 DEMDO13 Tina =mith Ve 1 '3 p‘ naqaznee Foliow-up Wist 3 y‘ Carfa Demo. r.J
Number Feature Name Description

1 Information - Used to access the Demographics page for a patient record. Click
Patient ID the i in the Patient ID column for a specific study patient record.

For more information, refer to Manage Patient Demographics.

2 Pt. Study ID Used to access the Schedule page for a study patient record. Click
a link in the Pt. Study ID column for a specific study patient
record. For more information, refer to Patient Schedules.

3 Edit — Pt. Status Used to access the Screening/Enrollment page for a study patient
record. Click Edit in the Pt. status column for a specific study
patient record. For more information, refer to
Screening/Enrollment.

4 Edit - Visit Status  Used to change the date for selected visit(s) / event(s) for a
specific study patient record. Click Edit in the Visit Status column,
in the pop-up, use the Search fields to filter, then select
checkboxes for the applicable visit(s) and / or event(s). Select the
appropriate Status field dropdown(s), add Status Valid From
date(s), e-Sign, and then click Submit.

5 Information - Used to view a PIs email address. Hover over the i in the Principal
Principal Investigator column for a specific study patient record.
Investigator

6 Export to Excel Used to download a spreadsheet of the table data. Click Export to

Velos General eResearch User Guide

Excel for a specific study patient record.

6 December 2022 Page 334 of 624




wcg
8.5 Add a New Patient

This section will cover how to Add a New Patient to the eResearch database and/or study. It is
important to search for a patient prior to adding a new patient to prevent creating duplicate patient

entries. For information on how to complete a Patient Search, see Patient Search.

Note: If your environment has an ADT (EHR Demographic) interface, your process for adding a
new patient may be different. Check with your administrator.

To add a new patient from the default homepage:

1. Navigate to the Manage tab. Under “Patients”, click New.

Manage * Libraries ¥ Reporting ~

Application
Mew Organizations
Search Groups
Users
name
New Links
{Ij Link.cg
Search Forms
Enrolled Portals
Page
schedule Metworks
-
Mew Search

Search
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The New Patient: Patient Details page displays:

[ Currert Page: Manage Patients > Hew

A
[Patient Details
Pasient ID *
e s e Y 5 N Y o
Primary Fiace Se « opiion [l | \ Adicliti Select Raoe
Registration Details
Organization * Woa-vELoS i] Patard Facilty ID
acify groufaideps a3 ... 088500 eca patiens | nogi. s ifbisnk ok _upshew, s ) gl Ry ¥ o 3
Select 8 study 1o enter screering/envoliment detsils for this pasent Select an oplion E

2. Enter patient specific information in the fields ensuring to enter data into all required fields. If the
patient is associated with a study that is already set up, select the study from the dropdown to

open screening/enrollment information upon saving the patient record.

09122019-A
0986776
Specify groups/departments with access to edit patient's demograph 09877 85
484744
Select an option k

Select a study to enter screening/enroliment details for this patient: [ Select an option v ]

SELECT SPECIALITY

Warning: Itis NOT recommended to use the Select Specialty option on this page as it prevents
user access to the patient record.

Note: If a Patient with the same information already exists in the system, a warning will display

but it is recommended and best practice to search for a patient properly before adding a
patient record to the system.

3. Enter the appropriate information and enter your e-Signature and click Submit to confirm.

Valid e-Sign [E=leEUTTEN I"“ | m
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4. If you selected a study to associate the patient to in step 2, the Patient Study Status page will
display in a new window. Select a Status and Status Date.
» If the Patient Study ID was selected to be automatically generated, then leave as is.
= Or, if the Patient Study ID was set to manual generation, then it will be a copy of the Patient

ID, which can then be revised as needed, to be study specific.

Patient ID:  0000-44444  Study Number: P100
Patient Study Status

Status * Select an option v
Reason Select an option v
Status Date *

This is patient's current status in this study

Notes
Additional Information

Patient Study ID * <gystem-generated= @
Enrolling Site v
Assigned To Select User

Physician Select User

Treatment Location Select an option v

Treating Organization Select an option ~

Disease Code d ® @
Anatomic Site f‘ ®
Evaluable Status

Evaluable Flag Select an option v
Evaluable Status ~ Select an option v
Unevaluable Status Select an option ~

Patient Status

Survival Status Select an option ~
Date of Death

Cause of Death Select an option v

Specify Cause

Death Related to Study Select an option 4
Reason of Death Related to Study

e-Signature * m Submit and Add Another

5. Then enter e-Signature and click Submit to confirm.
_OR_
If you did not select a study, the Patient Demographics page displays after saving the patient

record.

P Current Page: Patient >> Demographics
Patient Profile  Protocols  Reports  Appendix  Specimens

Patient Details
Pafent ID-* MRN1480

Survivel Status: * Alive v Death Date:

Personal Details
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8.6 Manage an Existing Patient

This section will explain how to Manage an Existing Patient the default system homepage. Managing
an Existing Patient includes the functionalities associated with Patient Demographics,

Screening/Enrollment, and Modifying information of Enrolled Patients.

To manage an Existing Patient:
1. From the Patient Search page, users may search for a specific patient using the search filters or

may view all patients by leaving filters blank and clicking Search.

I Cent Page MBAMGE PN « - Paten! SEan

Envoled  Schedule

Search By

p——c)] Age A A
adl Salect an option ¥ Select an opbion -

a . Provter mj

2. Patients that meet the search criteria will display on the screen below. A Patient Overview will be

Salect an oplon ¥

available. To view Enrolled Study Patients, click the Enrolled tab. Click the Patient Study ID link

for the desired patient to examine.

P Current Page: Manage Patients == Study Patients

Patient Search m Schedule w,

Search By )
>
Patients on Study: 00012 e Qrganization:
Enrolled On:

Patient 1D

Patient Study ID:

Enter Screening/Enroliment details SELECT AN EXISTING PATIENT  ADD A NEW PATIENT '
O | Current Page: 1 Total Pages: 2 B jo. [a
Study . Enrolling, Pi. Study First Last s ient AE SAE Form Other
Number ~ FatentiD ste D Name Name  Cnrolled Count  Count  Count  ID

Benton
00012 (@ wRnosT7R9 LT MRN027789 | Samantha  Hazel 05252021 g, 0 0 1 0] 8 A

Bent
00012 @ 54321 Mg 54321 Donna Brown 06/25/2021 ) 0 0 1 0] 8 A

o e
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a. Or, first right click on the i in a Patient ID column, while on the Enrolled tab, to view a quick

access panel, and then click Protocols or a different desired page, as needed.

Patient ID Enrollingy T Study
Demographics Adtachments
Patient Profile Form

G Protocols Reports

Patient Study Status Appendix

Add Patient Study Status Upioad Document

=

Schedule Mo Access rights
Edit Multiple Events
Edit \isit Status

Adverse Events
Add Mew AE
Add Multiple AE's

The Patient Protocols page displays for the selected patient.

P Current Page: Study Patient »» Schedule

Demographics  Patient Profile Reports  Appendix ~ Specimens

PatID: MRNOS7789 Pt Study ID: MRNO87789 Age:45years Gender Female Pat.Name: Samantha Hazel Org: Benton Medical
.

- Screening/Enroliment Schedule Adverse Events Attachments Forms

Study # 00012 @ @ Calendar: No Associated Calendar  Pat.Start Date:  Schedule:
Edit Calendar/Date View Previous Delete Schedule
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8.6.1 Patient Record Tabs

After the patient record is added, there are five tabs created for the record. After searching for a

patient, the default landing page will be the Protocols tab.

P Current Page: Patient == Protocols

Demographics = Patient Profile Reports  Appendix

Tab Name

Demographics

Patient Profile

Protocols

Reports

Appendix

Description

Used to access and update patient information, as permissioned. For more
information, refer to Manage Patient Demographics.

Used for creating, viewing, and editing patient forms not specific to a study. [See
this section for more information.]

Used for accessing or adding a study to a patient record, for creating a patient
study record. [See this section for more information.]

Used for generating patient reports specific to the patient. For more information,
refer to Report Central.

Used for adding files and links to a specific patient record. For more information
on how to add files and links, refer to Adding, Downloading, Editing, or Deleting
an Attachment.
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To use the Patient Profile tab:

1.

Click Patient Profile for a patient record.

Appendan Spedmens

Wt ID DOZ0AMH Ao £ yeswcs it Feanabi ol o Jissica B Org WO - WELCE

Formn N, ADAIY DIGEST DERG - m o
Provious entries for form: *A DAILY DIGEST DEMC®  Fiter By Date. | Al - IEZE e

camza0ss e Work In Progress [=E N ® 5

1101 o 1 Hecordls)

For additional Patient Profile tab features, refer to the table below:

Number Feature Name Description

1

New - Form Used to create a new patient form response. Click the dropdown to
select a Form Name, then click Go. Complete the form and submit.
The completed form will appear as a line item in the table.

Search Used to locate a specific form or forms. Select a Filter By Date from
the dropdown, then click Search.

Edit Form Used to access a form to update or review. Click a Data Entry Date
link. Submit any changes to save.

Print / Audit / Print is used to print the completed form. Click Print, then click Print
Track Changes  again in the pop-up.
_OR_
Audit is used to view, print or export an audit trail in Word or Excel
format. Click Audit to open a new page to access features.
_OR_
Track Changes is used to add reasons for a change to a completed
form. Click Track Changes, click a line item’s Reason for Change
field and enter a reason for the change, e-Sign, and then click
Submit.

Delete Used to delete a form response. Click Delete.

Warning: Once a form response is deleted, the action cannot be undone. Delete with caution.
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To use the Protocols tab:

1. Click Protocols for a patient record.

B Current Page: Pabent == Protocols

Demegraghics  Patient Profile m Repords  Appendic  Specimens

PalID. 0000-43444 Age 43 yewrs Gender Furnale  Pal Name. Jewsics Bige Oy, WOG - VELOS

To ecreendenrol this patient in 2 new sludy, select Study and Palient Organization: Select an option v WCO-WVELDS w» o

This patient has been associated to the following studies:

Study Mumber Study Tide Study Contact  Enrolled On  Last Visit Done On - Mext Visit Most Recent Status ~ Cumrent Status
08877 e Az in Pafients with R - 1A2E018  Folow and Labs 12087018 01142070 9 & Coroiea Erallesd A Forms
961 Lung Hyperinflation in Aduliz wih OSA Annie Wichel DIASZ021 FolowepVist 1 DEAZO2T O6N2021 & nctweion Treatment Actveion Treatment 2\ Fomms

For additional Protocols tab features, refer to the table below:

Number Feature Name Description

1 Screen/ Enroll  Used to screen or enroll a patient to a study. Click Select an option,
a Patientto a click a study from the dropdown list, then click Submit. A new pop-up
Study will appear. Follow the steps in Add an Existing Patient to a Study.
2 Access Study  Used to access the patient’s study specific Protocol. Click a Study
Number Number to view the default Schedule tab. For more information, refer

to Patient Schedules.

3 Edit — Most Used to access the patient’s study specific Protocol. Click Edit for a
Recent Status  line item to view the default Screening/Enrollment tab. For more
information, refer to Screening/Enroliment.

4 Forms Used to access the patient’s study specific Protocol. Click Forms for a
line item to view the Forms tab. For more information, refer to Patient
Forms and Labs.

8.6.2 Manage Patient Demographics

In addition to Patient Details, various patient demographic details can be stored in Velos eResearch.
This information can be helpful when enrolling patients in studies that are specific to areas, such as:
age, gender, race, or ethnicity. While this information is not required by the system when adding

patients to the system, it is important to document for enrollment purposes.
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To manage patient demographics:

1.

Velos General eResearch User Guide

Navigate to the Patient Search page. Search for a patient as appropriate.

Age A1 . Ongaszaton AN
Gender Subect an option ¥ Specaty Suhect an option
Select an opton ¥ swry | 484744 - Frovider

Ploase specity Search critenia to view & i1 of matching Patients

Select the Patient ID link for the appropriate patient to manage.

Patient ID 4~  First Name Last Name
(D MRN-976612 Beatrice Taylor
@ MRNO1111 [% Santiago Lamb

The Protocols tab will open. Select the Demographics tab.

Personalize ¥ Manage * Libraries * Reporting *

P Current Page: Patient => Demographics

Demographics Patient Profile Protocols Reports Appendix

The Demographics tab displays. Here, users may specify patient information as needed within

the Patient Details page.

cacies = Reponing Shty 0. Tt ce Mywora @ B O Lo Pa
vt S T eamDwe | came ‘Setect an option pec
Porscnal Dotads Cantact Informreation
FevtHame sarn e 1
Ao 2
. Lamn o
. 020167 e
o Mae v Coursy
! Sedoct an option ZgsPostal Code
o Sedoct an option v Cauniry
Home P
B P
ey Fihe rTre— . preme.
Primary Race Seiect an option . preme.
Rngstration Detnis -
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5. To register the patient to multiple organizations, click Register to a New Organization in the

Registration Details area, if needed.

P Current Page: Patient >> Demographics

(S WWEN ol Patient Profile . Protocols  Reports  Appendix  Specimens

Registration Details

Please save your changes before adding or modifying patient registration details

The Patient is registered to the following Organization(s): Register to a New Organization

Organization Facility ID Registration Date Provider Group/Department Access

WCG - VELOS 00005 05/08/2020 Granted

= By selecting the ‘Revoked’ radio button, the organization’s users may be allowed to track

registration details for the patient, but users will not be permitted to view the patient’s record

Register Patient to an Organization

Organizations * ADEMO 1 hd

Patient Facility 1D *

Specify groups/departments with access to edit this patient's demographics.If B
left blank, all groups will have this right SEeciSpeaaliyRenoveE Al

Registration Date

Provider Select User

If Other

Access to Patient Information for users of this organization @® Granted O Revoked
Is the selected Organization patient's default Organization? O Yes ® No

If changing patient's default facility, please note that 'Enrclliing Organization’ for the patient in any study will need to be updated manually (if required)

e-Signature * Submit

6. Enter your e-Signature and click Submit to confirm.

8.6.3 Add an Existing Patient to a Study

Every patient has a system or database record and typically, study records. While a patient may be in
the system, it does not mean they are associated to a study unless specified when creating the initial

patient record. This section will cover how to add an existing patient to a study.

Velos General eResearch User Guide 6 December 2022 Page 344 of 624



To add an existing patient to a study:

1. Search for the appropriate patient.

Faza: Manage Patiares == Batiam Saarch

il Sotedub
Search By
] ™ an - Crgizafion n .
Fatest ame: (2 Sane Selzstan optian + Speckhy Salect an spdon -
Eurvtval Stalus Eelnit s oplion v Fudy: AN ~ Provider: m
Qo

1 TP 2 Ea

42vears Femae e (6]

Chariode 4 Vears

Ferae e 0]

2. Select the Patient ID for the desired patient.

E B Current Page: 1 Total Pages: 2

Patient ID

First Name Last Name
OUDOUJMM Jessica Bilger
OUDOUJAME[% Charlotte Herbinger

The Patient Protocols page displays:

B Clurrent Page: Patoet =5 Frafoeaks

Demagrapnics P:n:anMInm Repers  Appendic | Specmens

o0 OD00-M-MS Ay 6T yosws Coarabor Fammsde Pt Bhassss Clarkiiu Hoalingss Oy W - VELOS

Tor seendenial this palienl g new sludy, selecl Study g Patisnt Ongzation. Seiact an opbon W WD - VELDY
This patient has been associated to the following studies:

Shudy Nusriber Sudy Tille

Shudy Contact

Envolled On Most Recent Stalus
03877 DRV T ek v HA

& Ssening

Current Status

3. Use the dropdown field to select a study to associate with the patient.

P Current Page: Patient >> Protocols

sereening

A parms

Demographics =~ Patient Profile Reports  Appendix  Specimens

[P=tID: 000044445 Age:58years Gender Female PatName: Charlotts Herbinger  Org: WCG - VELOS

To screen/enroll this patient in a new study, select Study and Patient Organization:

Select an option v WCG-VELOS v

This patient has been associated to the following studies:

Study Number Study Tille Study Contact Enrolled On

Last Visit

Done On Next Visit Most Recent Status
09877 ‘Anemia in Patients with RA - 10/20/2022 Initial Visit 02/02/2021 12/182019 /‘ Enrolled

Current Status

Enrolled

A Forms

4. Click Submit.

B Cuirent Page: Paten »» Prolocoks

Appendix Specimens

Demographics | Patent Protis w Fieparts

Pul 0. 000044445 Age 57 years  Gender Female  PatName. Charutie Herbinger Qe WEG - VELOS

Ta screenicniall this pationt in @ new study, select Study and Patient Organzation
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The Patient Study Status screen opens:

Patient ID: 000044445  Study Number: 484744
Patient Study Status

Status * Select an option A
Reszan Selectan option ¥

5. Define the patient study status fields as appropriate and enter your e-Signature and Submit to

confirm.

o S'Jf‘ah-‘t‘ " e e Siensure m

= If both the Enrolled and Active statuses need to be entered on the same day, first add the

Enrolled status and the date enrolled and then click Submit and Add Another to set to the

additional status

8.6.4 Screening/Enrollment

This section will explain the Screening and Enrollment features within the Velos eResearch system
and will begin from the Protocols tab. Screening determines the eligibility of a patient for a study. If a

patient is eligible, they may be enrolled in that study, or more than one if appropriate.

To manage patient screening/enroliment:

1. From the Protocols tab, click Screening/Enroliment.

Personalize ¥ Manage v Libraries ¥ Reporting v

P Current Page: Study Patient >> Enroliment Details

Demographics Patient Profile Protocols Reports Appendix

Pat.ID: MRNO1111  Pt. Study ID: MRNO1111  Age: 53 years Gender: Male

- &mmno';mﬁtjm Schedule
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The Study Patient Enrollment Details tab displays:

Demograghics

Repets | Appenas

PaLID: MRNO1111  PL Study ID: MRNOT111  Age: 53 years Gender: Male Pal.Name:

-3 Scresmng/Encoiiment chesun Adverse Events Attachments Fomms

suey humper ssaras @ @
Pl Study Dotails  Exa Detads

Patient Study 10:

Randamization & Assigned To:
Enrotment Date

Envolied By Anie haches Physican

Treamment Locanon Current Siatus Envoiied

The kst betow displays Patent's Treatment Ams Add Hew Trestmant Arm

Troatment Am Diag Information t Date End Dale

Tha lest bolow displays patient’

A Maw Seatus

Here permissioned users can Add New Treatment Arm or Add New Status for the selected

patient.

Add New Treatment Arm

Add New Status

Note: The Add New Treatment Arm provides a Treatment Arm lookup that will search
Treatment Arms associated to studies via the Study Setup tab.

8.6.4.1 Add New Treatment Arm
Clicking the link to Add New Treatment Arm allows permissioned users to enter Treatment Arm
details through this page from the Treatment Arms listed on the Study Setup page for the selected

study. For information on how to associate a Treatment Arm to a study, see Study Treatment Arms.
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To Add a New Treatment Arm:

1. From the Screening/Enrollment page, click Add New Treatment Arm.

Delete

Add New Status

Delete

The Patient’s Treatment Arm window opens:

Patient's Treatment Arm

Patient ID: MRNO1111  Study Number. 484744
Please enter Treatment Arm details

Treatment * Select an option ¥
Drug Information

Start Date

End Date

Notes i

e-Signature * Enter e-Signature

2. Using the dropdown option and text fields, define the Patient’'s Treatment Arm to be associated.

-

Patient's Treatment Arm

Patient ID: MRNDO1111 Study Number: 484744
Please enter Treatment Arm details

Treatment * ARM-484744 v
Drug Information

Start Date 2020-May-07

End Date

Notes

&

e-Signature * Enter e-Signature

Note: Treatment Arms available in the dropdown field are related to Treatment Arms
associated on the Study Setup page.

3. Enter your e-Signature and click Submit to confirm.

(G RS sl e-Signature * | |
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8.6.4.2 Add New Status

On the Screening/Enrollment page of the Protocols tab, permissioned users may update and save

Patient Statuses. For information on how to navigate to this point, see Screening/Enrollment.

To add a new patient status:

1. From the Screening/Enroliment page, click Add New Status.

Add New Treatment Arm

Delete

Add New Statys

“ Delete

-OR-
Edit an existing status by clicking the Status link.

Treatment Arm Drug Information

The list below displays patient's study status histo
a 3 Da

Enrolletl{}n] 1072002022

2. anew status or managing an existing status will both take users to the Patient Study Status
window. Here, users must set a Status from the dropdown options and set the date that the

status is valid from.

Patient ID: MRNO01111  Study Number. 484744

Patient Study Status

Status * Select an option v
Reason Select an option ¥
Status Date =
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Some patient statuses have certain behaviors that change patient management functionalities. For

patient status information, see below:

Status Name

Active/On-
Treatment

Enrolled

In Follow-up
Informed
Consent Signed

Lockdown

Off Study

Off Treatment

Screen Failure

Screening

Description

This status indicates that the patient is currently actively associated to the
study or on treatment.

This status indicates that the patient associated to this status is enrolled to a
study. The “Patient is not yet enrolled” screen display message will appear
until this status has been added and the enrollment details section becomes
available to define when this status has been selected.

This status indicates that the patient is in follow-up status. Some reasons for
using this status include disease progression or survival only statuses.

This status indicates that the patient’s informed consent has been signed.
Once selected, this status will display the informed consent details section
for more information to be added. Some reasons for using this status include
initial patient status or to document re-consent.

This status indicates that the patient’s progress on the study is in lockdown.
This status prevents the documenting user from editing or adding information
in regard to the Patient Schedule, Adverse Events, and Patient Forms.

This status indicates that the patient has been removed from the study. Some
reasons for using this status include but are not limited to: an adverse event,
alternative therapy, complete response per protocol, consent withdrawn after
treatment started, consent withdrawn before treatment started, disease
progression after treatment started, lost to f/u, noncompliance, other, other
complicating condition, patient died, physician discretion, sponsor
termination, or study complete.

This status indicates that the patient is off treatment currently. Some reasons
for using this status include but are not limited to: an adverse event,
alternative therapy, complete response per protocol, consent withdrawn after
treatment started, consent withdrawn before treatment started, disease
progression after treatment started, lost to f/u, noncompliance, other, other
complicating condition, patient died, physician discretion, sponsor
termination, or treatment complete.

This status indicates that the patient was a screening failure.

This status indicates that the patient is in screening. Selecting this status will
cause screening details to display for more information.
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3. Enter information as appropriate and then enter your e-Signature. Click Submit to confirm.

Valid e-Sign [CRIsUEITEN |

8.6.4.3 Updating Statuses for Deceased Participant

Throughout the lifecycle of a study, permissioned users will need to update and modify patient
statuses periodically. When a patient is deceased, not only should it be indicated in their system
record, but their status needs to be changed on each study they were enrolled in so that their visits
are cancelled by setting the patient study status to ‘Off-Study’ with a reason of ‘death’ and by
including a date. This will ensure the patient cannot be added to other studies going forward. Update

remaining visits, or edit multiple visits, to the status of “not required”.

8.6.5 Patient Schedules

Patient Schedules manage patient study activity, patient events, visits, and milestones for financial
records. This assists in keeping track of patient visit schedules and visit records. Users can Edit
Multiple Events, Edit Visits and Add Unscheduled Events from the Protocol tab. Patient Schedules
are created based on the Calendars associated to a Study. See the Calendar Library for more
information on the Calendar Library. See how to Associate a Calendar to a Study for information on

associating a Calendar to a Study.

8.6.5.1 Generate a Study Patient Schedule

Once a patient is associated to a study and a calendar is associated to a study, a patient Schedule
can be generated based on the events and visits with that calendar. The instructions for this section
begin on the Patient Protocols tab. For information on how to get to this point, see Patient

Schedules.

Note: Ensure the Calendar in the study is set to active.
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To generate a patient schedule:
Click a user's Study ID Number then navigate to the Protocols tab. Click Schedule and click Edit

1.

Calendar/Date.

wcg

P Current Page: Study Patient == Schedule

Demographics ~ Patient Profile Reports  Appendix  Specimens

Fat.ID: 785455 Pt Study ID: 785455 Age: 71years Gender: PatMName: Blanche Calhoun Org: WCG - VELOS

& Screening/Enroliment Schedule Adverse Events

Attachments

Study #: 1026 @ @ Calendar: Structured Patient Visit Calendar ~ Pat.Start Date: 10/27/2020  Schedule: Curent

ra
[

Select Schedule: Structured Patient Visit Calendar, 1072772020 ~  Vvisit  All R

Edit Ca\enda@dle View Previous Delete Schedule

Forms

2. The Patient Protocol Details window will display. Select the appropriate calendar from the Select

Calendar field. Enter a date in the Patient Start Date field. Enter your e-Signature and click

Submit to confirm.

Treatment Details

The following fields must be filled in order to generate a schedule for the patient and track nts.

Study Calendar Structured Patient Visit Calendar v |
Select the specific Study Calendar that the patient is assigned to for this
study

Patient Start Date 10/27/2020

Patient's schedule will be generated based on this start date.

® caiculate Schedule from the First Visit of the Calendar Template
O caiculate Schedule from a Visit other than the First Visit of the Calendar Template Seiect a Visit
Selected Visit [Read Oniy]

= If selecting the default radio button “Calculate Schedule from the First Visit of the Calendar

Template', the 'First Visit' is the first visit that does not have a negative interval. For example,
if the first three visits have negative intervals: Day -14, Day -7, and Day -1 and the Fourth visit
has a positive interval: Day 5, then the Fourth Visit is considered the 'First Visit'. The start
date will be Day 1 (09/08/22) and the fourth visit will be calculated from that date. The
Schedule Date for the fourth visit would be 09/12/22.

If selecting the radio button “Calculate Schedule from a Visit other than the First Visit of the
Calendar Template”, then click Select A Visit. For example, if a calendar has 3 visits —
V1(Day1), V2(Day8), V3(Day15) and V3 was selected to generate the schedule with
09/01/2022 as the selected start date, then in the generated schedule V1 and V2 will not be
listed. The first visit displayed on the schedule is V3. The actual schedule date for V3 will be
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09/15/2022. Even though V3 was selected as the first visit for the schedule, because the

schedule dates will be generated off the first visit in the Calendar template, in this case V1.

The Patient visit schedule generates and displays:

8.6.5.2 Change Schedule Dates
From a created schedule, users may wish to modify scheduled dates associated with a patient. This
section will instruct how to change an event date for a patient. For instructions on how to get to this

point, see Patient Schedules.

When viewing the patient’s schedule there are two Scheduled Date columns: ‘Suggested Date’ and

‘Scheduled Date’.

= Suggested Dates displays the date based on the Visit Intervals and the Start Date which is
generated automatically by the system.

= Scheduled Date is the date that the Event gets scheduled (if changed by the Study Coordinator).
By default, the Scheduled Date is the same as the Suggested Date of the event.
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To change a patient’s scheduled event dates:
1. From the Manage Patient Schedule page, click the arrow button to display the events under the
selected visit.

P Current Page: Study Patient => Schedule

Demographics  Patient Profile Reports  Appendix  Specimens

PatiD: 082 Pi Study ID: DEMO 0197A Age: 40years Gender:  PatMame: Dana Samuel Org. WCG - VELOS

; Screening/Enrollment Schedule Adverse Events Attachments Forms

Study # DEMO 0197 E] @ Calendar. DEMO Structured Patient Visit Calendar ~ Pat.Start Date: 11/23/2022  Schedule: Current
Edit Calendar/Date View Previous Delete Schedule

.
Selact Schedule' DEMO Structured Patient Visit Calendar, 1172312022 v visit | All [ m Edit Multiple Events
November 2022 Visit Suggested Datz  Scheduled Date Visit Window

v Initial Visit 1242022 1112402022 11/24/2022~11/25/2022

W,

2. The visit section expands with events listed below. Click the Edit button under the Scheduled

Date column for the appropriate event.

Movember 2022 Visit Suggested Date  Scheduled Date Visit Window

hd Initial Visit 11/24/2022 11/24/2022 11/24/2022~11/25/2022

Suggested Date Scheduled Date Event Window Event Event Status Status Date Linked Forms
> : ; Not >

1112412022 1102412022 & - Baseline Evaluation done Vi @ Mo CRF
£y - . Not 3

1112472022 1nR42022 2 - Drug Administration done & 9 No CRF
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The Change Actual Date window displays:

Change Actual Date

Event Name: Baseline Evaluation

Select Actual Date:*

You are changing the date of an event scheduled for another day. Would you also like
to:

O Move All subsequent events accordingly.

O move Suggested Date to be in sync with Actual Date

e-Signature * Enter e-Signature m

Reason For Change (FDA Audit)

Note: 1. The Select Actual Date field can be entered manually without using the Date
Picker. To do this, the pop-up screen may need to be maximized.
2. Different radio button options appear based on what was selected in the Define
tab for a calendar. For more information, refer to Modify an Active Calendar.
3. Check the checkbox for Move Suggested Date to be in sync with Actual Date, if
an entire visit is being moved, or as needed.

3. Modify fields as necessary. Enter your e-Signature and click Submit to confirm

Valid e-Sign [EESICUEITICR NN m

8.6.5.3 Modify an Event Status for a Schedule
When the status of an event has changed, it is important to update in the system. For example, when
a visit or lab is completed for a patient, it should be updated. This section will instruct how to modify

the events status on the patient study schedule.
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Users may select between three options to modify an event or multiple event statuses:

Options Refer To:
Edit a Single Event Status Edit a Single Event
Edit Multiple Events in a Single Visit Edit Visit
Edit Multiple Event Statuses in Different Visits Edit Multiple Events
8.6.5.3.1 Edit a Single Event

This section will instruct how users may edit a single event.

To edit a single event:
1. From the Manage Patient Schedule page, use the arrow buttons to display the events under the

desired Visit.

elect Schedule: DEMO Structured Patient Visit Calendar, 11/23/2022 ~»  visit Al

November 2022 Visit Sugoested Date

r Initial Visit 11/24/2022

)

2. The Visit section will expand, listing all associated events. Click the Edit button for the

appropriate event under the Event Status column.

A Initial Visit 11/24/2022 11/24/2022 11/24/2022~11/25/2022

Suggested Date Scheduled Date Event Window Event Event Status Status Date Linked Forms
> - . Not >

1112472022 1112472022 & - Baseline Evaluation done @ @ Mo CRF

1112412022 24022 B - Drug Administration %e f‘ L0 Mo CRF
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3. The Event Status window displays. Here, users may change the Event Status, set the Status

Valid From date, choose a Site of Service, Coverage Type, and add Notes.

Event Status

EVENT NAME Baseline Evaluation
Event Status:* Select an option

Status Valid From:*

Site of Sevice Select an option w

Coverage Type Routine cost of a qualifying CT ~
Reason for Change in Coverage Type: y
Notes:

~
Reason For Change (FDA Audit)

A

e-Signature = Enter e-Signature

Note: Changes made to coverage type must be made at the calendar event level, not at the
patient level to ensure correct billing.

4. Edit information as appropriate. Enter your e-Signature and click Submit to confirm.

ZIG RS L] e-Signature * [ m

The Manage Patient Schedule page will display with the saved changes.

8.6.532 Edit Visit

User may edit a visit to update all or some events in the visit at one time.

To edit a visit:

1. From the Patient Protocols tab and the Schedule page, click Edit Visit above a specific visit.

- “ Fallow-up and Labs 011472020 01A412020 01 22020~0116/2020

Edit Visjt Add Unscheduled Event

Suggested o ] . Site of Coverags Typs Additional
Schedulac S — venl vent Status " : e g Sl :
Date Scheduled Date Event Window Ewvant Event Status Linked Forms S Py T
SR
D140 DD P - Follow Up EastSchaduled Date /" S Mo CiE - w0
01122020- F— . Biabils - Priscatony
i 0142020 T isinnon Rcanilan Prineigual Inwresiogstin Sy oo & manoa Fliabie - sampis Storags and - i
Assistent L.;tl.: e
. .
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In the Edit Visit pop-up, use the Power Bar in the top row to select a Status from the dropdown,

and a Status Date, and optionally select a Performed By Option.

Status Status Date Performed By Apply To
Visit Name: Follow-up and Labs Done v 09/27/2022 “ or Selected
¥
[\ Reason for Change
Performed By Coverage Type @ e
Eollow Up Not done ~ 11032021 Select an option ~ Q0 ~ p .
O Senetic Assay Done v 12/09/2019 Select an option ~ | R v p
Reason For Change (FDA Audit) p

Click ALL.
_OR_

If not updating all events, add checkmarks in the Edit column for the applicable events to be
updated simultaneously, then click Selected.

After the data populates in the table, enter your e-Signature and click Submit.

Edit Visit | x|

Status Status Date Performed By Apply To
Visit Name: Follow-up and Labs Done v 09/27/2022 Adam Yerger v “ or Selected
= = Reason for Change
Edit Status Status Date Performed By Coverage Type @ B e ot
Follow Up Done v 09/27/2022 Adam Yerger v~ Q0 - )
D Genetic Assay Done o 12/08/2019 Select an option v | R o -
i
Reason For Change (FDA Audit)
p

e-Signature* ["-4 ] Close

The data will be updated for the visit's events as selected.

- Fallow-up and Labs 0111472020 01142020 011 2/2020-0116/2020

Edit Visit Add Unscheduled Event

Site of

Linked Forms

E;f“‘m Schaduled Date Event Window Event Event Status
s 0D
011472000 142020 Follow L, Done
/ " / DRETII02E
Genetic Assay o
P F1AF - g D1M22020- Itesourcas: L}
s OO0 7 oisimnz0 Woniitor Principal Imvestigator, Study Done e
Peislianl

Service
Mo CRI

Billable - Phisbotormy
Riiliabks - Sarrpli Sl s
Harxing

Coverage Type Additional
o Information

Velos General eResearch User Guide 6 December 2022

Page 358 of 624




wcg

8.6.5.3.3 Edit Multiple Events

Users may also update multiple events at one time. This feature will allow the updating of multiple

events with the same status and information.

To edit multiple events:

1. From the Patient Protocols tab and the Schedule page, click Edit Multiple Events.

-

Edit Multiple Events |.-||:

2. The Edit Multiple Visits window displays. Here, users may use fields to update all or select

events with the same Status, Status Valid From date, and select the Performed By user.

1D: MRNSTET

FRreason For
Change (FOA & Signature * m
Ausat)
Following are the Visitis)Events) available for the selection
Select Visil Vidw || vist Al ﬂFnlﬁ' Visits/Events wilth Status  NOL dond j
5 Posformed By
O seiect an Seloct an oplion || Seloct an option | o
[ wmitit wisie ot done :] Salact an option :]
Activated Panial Thrombegtastin Time (APTT)Dnsg
Adminestration
] Fosow-up and Labs Hot done :] Salect an option :]

Flow Up Genetic Assay,Lab Repart Processing Dng
Admintstration

B P T W 1 T i il e S

Clpatient Fosow up - End of sway Hot done: :] Salact an oplion ﬂ
Fallow Up

Note: When editing multiple visits, the visit view is useful when all events for a single visit have
the same status and date. If not, the event view should be used for editing. Visit View is
usually used if a user is behind in data entry. Using Visit View allows for updating
multiple Visits from one window.

3. Select the appropriate option under the Status field for each visit and/or event.

Select All Select an option v
[ Initial Visit | Not done v |

= The top field showing Select an option is for when checking the checkbox for Select All and

the selection will apply to all Visit/Events at one time
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4. Select the appropriate date for the Status Valid From field for each visit and/or event.

Status Valid From

= The top field entry will apply to all Visit/Events when checking the Select All checkbox
5. Select the appropriate user from the dropdown for the Performed By field for each visit and/or
event.
Performed By

Select an option

Select an option

» The top field selection will apply to all Visit/Events when checking the Select All checkbox

Note: Using the checkboxes will select individual Visits/Events, while using All will apply
changes to all.

6. Make changes as necessary and enter your e-Signature and click Submit to confirm.

ZICERST LY e-Signature * [ n

8.6.5.3.4 Add Unscheduled Events
When a patient schedule is generated, permissioned users have the ability to add an unscheduled

event to a visit.

Velos General eResearch User Guide 6 December 2022 Page 360 of 624



To add an unscheduled event:

1. From a patient schedule / calendar, select the desired visit to expand.

P Cument Page Stady Patient »» Schodule

Demagraphics | Patient Profie m Reports | Appesx

[PaLID: MRNBTET Pu Study ID: MRNBTET Age: 60 years Gender: Female PatName: Mary Elizabeth

QTR0 ra Baseling Evaluation Hotgone & O o

. . O Sanriic Axnay fatatse - Phieticmy
OTAN20I0 TN F OTONRO0-OTOATC0 Resownoes Hotdens & D Bilatve . Sampde Siorage and Handing

R PrACEa st Sty AAnzInl Labs

2 SereeningEnrolisent Serpaule Adverse Evests Amscrments Foms
Saudy B 4B4THE E {D Calendar SUUCTUGD Pateal VISE Caknaar Pt Stan Dte 070230020 Scheosle Current
Edit CalendarTate  Wiew Praviess Deiese Schedule
Sesect Scneoue Stuctured Patient Visit Calondar, 07022020~ vie Al v m Rt Mulbpie Exents
Jully 2030 Vislt Suggested Date  Schesuled Date Vit Window
Indtial Visit OT0X2020 0703020 OF 02 2000-0T042020

2. Click Add Unscheduled Event.

Edit Visit Add Unscheduled Event

Coverage Type Additional Informaﬁon‘h

3. A window asking to confirm the visit to add an unscheduled event to opens. Click OK.

veltraining.veloseresearch.com says

Do you want to add Unscheduled Event(s) to the Visit: Initial Visit

Cancel

The Select events window opens:

Select Events

Event Library Sedect an option ~  Event Calegory Al Fe
Event Name, Additienal Codes Facility All -
Description or Notes
CPT Cost Type Al w
Selected Event(s):

Clear Unselected

Select

Please enter a search criteria and click on "Search™ button, > Cost Types to include

Select Cost Type

Reason For Change (FDA Audit) y e-Signature *
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Note: If the pop-up window does not appear, ensure the pop-up blockers is turned off for the
eResearch application.

4. Search for the desired event.

Select Events

5. Select the appropriate and desired event(s) and click Transfer to move the event(s) to the

Selected Event(s)column.

110 10 of 111 Record(s)123456785101112 - Selected Event(s)
I Clear Unselected

Select Event

Additional

Category CPT Event Description Notes Cost R Facility

[ Billable to
Insurance -
250.00 US
0 Clinical B Baseline Baseline R Dollars ], [
Visits Evaluation Evaluation Research
Cost -

100.00 US p i
Dollars | k Cost Types to include

[ Research
Cost -
o 350.00 US
0 S_:;?::al - Follow Up Follow Up - Dollars ], [
Resource -
450.00 US
Dollars ]

Select Cost Type

Patient to
be

avaliatad [

Patient Visits  Patient visits -
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6. Once the desired event(s) are selected, either keep the default Cost Types all selected or
uncheck checkmarks in the Selected Event(s) column for costs that should not be included then,

enter your e-Signature and click Submit to confirm.

Selected Event(s) 1

1 to 10 of 111 Record{s)123456789101112 -
B Clear Unselected

Event

Additional

Codes Facilit

Event Description Notes Cost

B Category CPT

Follow Up

[ Billable to
Insurance -
250.00 US
Baseline Dollars |, [

Evaluation

Baseline
Evaluation

Clinical
Visits Research
Cost -
100.00 US

Dollars |

[ Research
Cost -
350.00 US
Dollars |, |
Resource -
450.00 US
Dollars ]

Research Cost

Clinical

Visits Follow Up

Follow Up
Resource

Patient to
© -
svahiated |

e-Signature *

Patient Visits  Patient visits -

8.6.5.3.5 Discontinuing Schedules

Schedules may be discontinued to start using a new schedule starting on a specific date. This may
be desired if using multiple schedules for different arms of a protocol. The new schedule will be
marked as the Current Schedule. A user can return to the discontinued schedule and utilize to

complete visits and events until the start date of the new schedule.

To discontinue a patient schedule for a specific study patient record:

1. From the Protocols >Schedule tab, click Edit Calendar/Date.

P Current Page: Study Patient => Schedule

Demographics =~ Patient Profile Reports  Appendix =~ Specimens

Pat.ID: 0000-44444 Pt Study ID: 0000-44444 Age: 43 years Gender: Female PatName: Jessica Bilger Org: WCG - VELOS

A Screening/Enrollment Schedule

Study #: 961 B ©

Select Schedule:  Structured Patient Visit Calendar, 06/11/2021 ~  Visit | All

Adverse Events

Calendar: Structured Patient Visit Calendar

Edit Calendar/Dat View Previous
ra
e N &

June 2021 Visit Suggested Date

» Initial Visit 06/04/2021

Scheduled Date

06/04/2021

Visit Window

06/03/2021~06/05/2021
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In the Treatment Details pop-up, select the new Study Calendar from the dropdown, select the
Patient Start Date from the date picker, select the appropriate radio button option (selecting a

visit if needed for options two), enter your e-Signature, then click Submit.

Treatment Details

The following fields must be Tfilled in order to generate a schedule for the patient and track events.

Study Calendar Structured Patient Visit Calendar - ARM33123 v
Select the specific Study Calendar that the patient is assigned to for this
study

Patient Start Date 06/14/2021

Patient's schedule will be generated based on this start date.

® Calculate Schedule from the First Visit of the Calendar Template
O calculate Schedule from a Visit other than the First Visit of the Calendar Template Select a Visit
[Read Only]

Valid e-Sign [EEuEIEH [4 ]

In the pop-up, select the Discontinuation Date from the date picker, enter a Discontinuation

Selected Visit

reason in the blank field, enter your e-Signature, then click Submit.

Protocol Discontinuation Details
Discontinuation date * 09/05/2022

Starting new arm

Discontinuation reason *

Reason For Change (FDA
Audit) P

Valid e-Sign ERelsLEIl:-N [---{ ]

The new schedule will appear as current.

~-
Pat |D- 0000-44444 Pt Study ID:- 0000-44444 Age: 43 years Gender Female PatName: Jessica Bilger Orge WCG - VELOS

L Screening/Enroliment Schedule Adverse Events Attachments

-
Study #: 961 @ @ | Calendar: Structured Patient Visit Calendar - ARM33123  Pat Start Date: 06/14/2021 Schedule: Current
[

Select Schedule: Structured Patient Visit Calendar - ARM33123, 06/14/2021 ~  Visit: All

June 2021 Visit Suggested Date  Scheduled Date Visit Window

4 n Initial Visit 06/14/2021 06/14/2021  06/13/2021~06/15/2021
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4. |If the prior schedule has not yet ended, select the applicable schedule from the Select Schedule

dropdown, then click Search.

Study #: 961 @ Calendar: Structured Patient Visit Calendar - ARM33123  Pat.Start Date: 06/14/2021
Edit Calendar/Date  View Previous Delete Schedule

ra

Select Schedule:  Structured Patient Visit Calendar - ARM33123, 06/14/2021 ~  visit:  All v e

Select an option
Structured Patient Visit Calendar - ARM33123, 06/14/2021
Structured Patient Visit Calendar, 06/11/2021

v [ inftE

June 2021 Visit Date  Scheduled Date Visit Window

Uo7 142021 06/14/2021  06/13/2021~06/15/2021

5. The discontinued schedule may be viewed or edited as needed.

Study #: 961 E] @ Calendar: Structured Patient Visit Calendar ~ Pat Start Date: 06/11/2021  Schedule: Discontinued
Edit Calendar/Date ~ View Previous Delete Schedule

elect Schedule: Structured Patient Visit Galendar, 06/11/2021 v st Al V| ed
une 2021 Visit Suggested Date  Scheduled Date Visit Window
» B4 Initial Visit {5 06/04/2021 06/04/2021 06/03/2021~06/05/2021

8.6.6 Adverse Events

Patient Adverse Events (AE’s) can be documented through the Protocol tab and on the Adverse

Events page. To manage the Adverse Event dictionary, see the Studies.

Enterprise Only:  Adverse Events are only found within eResearch Enterprise.

8.6.6.1 Add New AE

The instructions for this section will cover how to upload a single Adverse Event. For information on
how to navigate to this screen, see Manage an Existing Patient. For information on how to Add

Multiple Adverse Events, see Add Multiple AE's.

Note: Adverse Event details may vary based on what was selected for defining an Adverse
Event via the Study Setup tab.
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To add a New Adverse Event:

1.

From the Adverse Event page, select Add New AE.

Add New AE Add Multiple AE's

Entered By ¢ AE Status ¢ Delete

The Adverse Event page displays:

Study . Tie of Keywond Q l

I Current Page: Manage Patient »> Agverse Event Detals

Demographics  Pabent Prosie m Repets | Appendn

PatiD: MRMO1111  PL Study ID: MRNOT111  Age: 53 vears  Gender: Male  PatName:
Screenimg/Enraliment Schedule Adverse Events Attachments

suyw st B O

Averse Event Type * Sesect an Cpton v

Salect from Dictionary  Calsulate

2000 craraciens A

{89 cycie numper course A0 #ic )

Liura Paimer Select User

Salect User

wcg

2. Enterininformation as appropriate to define the Adverse Event, enter your e-Signature and click

Submit to confirm.

Valid e-Sign [EESICUETIR NN

8.6.6.2 Add Multiple AE’s

This section will cover how to add multiple adverse events at once. For information on how to get to

this point, see Manage an Existing Patient. For instructions on how to get to add a single adverse

event, see Add New AE. Dictionaries selected in Study Setup in study management determine the

options for AE forms, including the option for NCI CTC dictionaries. For more information, refer to

Associating the Adverse Event Dictionary.
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To add multiple adverse events:

1. From the Adverse Events page of the Protocols tab, click Add Multiple AE's.

P Current Page: Study Patient => Adverse Event Browser

Demographics ~ Patient Profile Reports  Appendix ~ Specimens

PatiD: 088 Pi Study |D:DEMODOTA Age:dQyears Gender: PatName: DanaSamuel Org: WCG - VELOS
& Screening/Enroliment Schedule Adverse Events Attachments Forms

Study Number: DEMO 0197 E ®
Reported adverse events are as follows: Add New AE Add Multiple AE's

|Adverse Event Type ¢ Adverse Event/Grading ¢ Adtiribution ¢ Start Date ¢ Siop Date ¢ Entered By ¢ AE Slatus ¢

The Multiple Adverse Events window opens:

Adverse Event Type AE/Grding Tx Course start Stop Atribution Action Recovery

Select an opbon v Selectan cption v  Select an option v Select an option v
Select an cpton A Select an cpton v Select an option v Select an option v
Select an cpton v Select ancpton v Select an opbion v Select an option v
Select an opton v Select an option v Select an option v Select an option v
Select an cpton v Selectan opton v Select an option v Select an option v
Select an cpton v Select an opton ¥ Select an option v Select an option v
Select an cpton v Select an cpton v Select an ophon v Select an option v
Select an cpton v Select an opbon v Select an option v Select an option v
Selact an opton v Selectan opbon v Select an opbon v Select an option v
Select an opton v Select an cption v Select an option v Select an option v

e-Sigatue = Enter e-Signature

The available fields are described in detail below:

Field Description

Adverse Dropdown field to select either Adverse Event or Serious Adverse Event.
Event Type

AE/Grading Select the severity/grade using the Select Link and the Calendar*.
*If no Adverse Event Dictionary is associated with the study, a popup will appear
notifying the user.

Tx Course Define as appropriate.
Start* Enter the start date of the Adverse Event.
Stop Enter the stop date, if appropriate.

Attribution  Dropdown field to select from the available options: Definite, Probable, Possible,
Unlikely, Not related, Unknown.

Action Select the appropriate option from the dropdown menu options: None, Dose
Modification, Counteractive Medication, Medical/ Surgical Intervention.

Recovery  Select the appropriate field from the dropdown menu options: Recovered/ resolved
without Sequelae, Recovered / resolved with Sequelae, Recovering / resolving,
Intervention for AE Continues, Not recovered / Not resolved, Other.
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2. Define the fields as appropriate, enter your e-Signature, and click Submit to confirm.

21U RS LY e-Signature * |

8.7 Patient Forms and Labs

Patient Forms are used to track study patient data, such as Patient Form Responses. Patient Forms

include, but are not limited to, Patient Medical History documents, Patient Emergency Contact

Forms, etc. In order to use a Form for a Study, the form must first have to be set up within the

system. The Study must have an “Active” status, or the equivalent of “Active” and the form must be

associated to a study. Additionally, the Form must be set to “Patient” when selecting either Study or

Patient association. For information on how to associate a patient form, please refer to Associated

Forms. For information on creating a form in the Form Library, see Forms Management.

Enterprise Only:  Labs are an Enterprise only feature in eResearch.

To add a form response:

1. From the Protocols tab, select Forms.

P Current Page: Study Patient == Form Response Browser

Demographics ~ Patient Profile Reports  Appendix  Specimens

PatiD: 785455 PL Study ID: 785455 Age: 71years Gender  PatMame: Blanche Calhoun Org: WCG - VELOS

2 screening/Enroliment Schedule Adverse

Sty umer 1020 B ©

Previous entries for form: "MERRS-6 Questionnaire™ m

Data Eniry Date Study Treatment ARM MERRS Score Form Status
01113/2021 ARM - 231A 2 Completed
10/27/2020 ARM--5543 5 Completed

1 t0 2 of 2 Record(s)

Events. Attachments LO{% MERRS-6 Questionnaire

Filter By Date | All

For Study

1026

1026

=u
=]
* ®
@
=]
* ®
@

The Study Patient Form Response page displays.
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2. Using the dropdown menu, select the appropriate associated form to record a patient response.

Demographics  Patient Profile Reportz  Appendix  Specimens

FPat.|D: 785455 Pt Study ID: 785455 Age: 71 years  Gender:
.

Pat Mame: Blanche Calhoun Org: WCG - VELOS

A

- Screening/Enroliment Schedule Esgrftr:e Attachments Forms MERRS-6 Questionnaire A4 “

Note: Forms that appear within the Form dropdown field are Active Patient Forms associated

via the Study Setup tab.

Warning: Do not click Go at this point in the process, click New, to see a new form. Clicking Go

takes you to view already existing form responses, if there are any.

3. Click New.

hments Forms MERRS-6 Questionnaire A4

Filter By Date ~ All

For Study

The Manage Patient Study Forms page displays. (The below image is a sample form.)

 Cunrent Page Manage Pabent > Study Fomms
Demographics  Paient Profile W Reports  Appendix  Specimens.
Pat 1D TESAS Y Shaty 1D TESASS  Age 89 yean Cender Pl Mame Blanche Caleun  Ong WCG - VELOS
& Screening/Enrollment Schedule Adverse Events  Attachments. Forms MERRS-5 Questionnaire v/| n
Snucy Mumber: 1026 B ©
Form Name: MERRS-6 Questionnaire =]
Form Details
Data Entry Date® 01132021 Study Treatment ARM" vookup 0@
Evahsaion Date® @
Quality of Life
Plaase rate thes sccording lo the rating level descripbons in the MEFRIRS-6 Handbook
01 - Diffcuity Speaking |select an Option v
e T |seiect an Option j
Is the patlent receiving OYes
al axygon
thorapy? ®No
Bio-Indicators.
03 - Inflamenation Blomarker | :
Croscvapan (ce - Soectmopon V]
- |
WWW_ e select an opton M
- Inflammation Biomarker
Loukncytes |Select an Option E
06 - Sat 0
lw%wu O — [setectanopion v
Total (Calculation)
MERRS Score 0
Form Status* |workinProgress v eSignature *
Form Version Number: 1
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Note: The form that displays will be the selected form that was associated to the study on the
Study Setup tab from the Form Library. For some studies, form options may include
forms added at the Account level.

4. Complete the form, enter your e-Signature, and click Submit to confirm.

8.7.1 Patient Forms Audit Trail

When a Form has been updated, a record is created which can be viewed in an audit trail.

To view an audit trail for a Form:

1. Click the Star button representing the Audit Trail.

P Current Page: Study Patient == Form Response Browser

Demographics ~ Patient Profile Reporls  Appendix ~ Specimens

PatiD: 785455 Pt Stdy ID: 785455 Age:T1years Gender PatName: Blanche Calhoun  Org:WGG - VELCS

2 Screening/Enroliment Schedule ‘éf;’:{:e Attachments Forms MERRS-8 Questionnaire v “

suy tumeer: 1028 & ©

Previous entries for form: "MERRS-6 Quesﬁnnnaim"m Filter By Date Al v

Data Entry Date Study Treatment ARM MERRS Score Form Status For Study
=)
011372011 ARM - 231 2 Completed 1026 %I ®
=]
1002712020 ARM-5543 5 Completed 1026 * ®
&

110 2 of 2 Record(s)

The Form Audit Trail page opens in a new page.

Download the report in: @ [a @
Form Audit Trail
Patient's Study ID: 785455

Form Name:: MERRS-6 GQuestionnaire
Form's ID Date:: 01/13/2021

Field Name Modified On Modified By Old Value New Value Reason for Change

Created By Mot Applicable  |Mot Applicable  [Mot Applicable Training, Susan

Created On Mot Applicable |Not Applicable  |Not Applicable 01/13/2021 22:56:07

Report By:EZusan Training2 Date:11/23/2022

2. Toexportin Word or as an Excel file, click a Word or Excel button at the top of the form.
-OR-
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To create a printer friendly format, click the Printer button.
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Form Audit Trail
Patient's Study ID: 9786
Form Name:: MERRS-6 Questionnaire
Form's ID Date:: 12/21/2020
Field Name | Modified On | Modified By 01d Value New Value Reason for
Change
Created By [Not Applicable |[Not Applicable [Not Applicable Training, Susan |
Created On |[Not Applicable |[Not Applicable |[Not Applicable 12/21/2020 19:19:46 |
Report By:Susan Training Date:01/14/2021

8.7.2 Patient Forms Track Changes

When a Form has been updated, track changes are created. Reasons for change can be added to the

Track Changes page.

To view track changes for a specific form:

1. Click the Track Changes button.

P Current Page: Study Patient = Form Response Browser

Demographics  Patient Profile Reports  Appendix  Specimens

Pat.D: 785455 Pt Study ID: 785455 Age: 71years Gender:  PatName: Blanche Calhoun
Adverse

Events

Org: WCG - VELOS

e Screening/Enroliment Schedule Attachments Forms MERRS-& Questionnaire v

Study Number: 1023 B ©

Previous entries for form: "MERRS-6 Questionnaire™ m Filter By Date Al ~
Data Entry Date Study Treatment ARM MERRS Score Form Status For Study
01/13/2021 ARM - 231A 2 Completed 1026
10/27/2020 ARM-5543 5 Completed 1026

1t0 2 of 2 Record(s)

Delete]

®

@:;L@:Ext@
®
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The Track Changes page opens in a new page.

Patient's Study ID: 785455
Form Name:: MERRS-6 Questionnaire
Form's ID Date:: 01/13/2021

Field Name Modified On Modified By (Old Value New Value Reason for Change
Created By Mot Applicable  [Mot Applicable  [Not Applicable Training, Susan

s
Created On Mot Applicable  [Mot Applicable  [Not Applicable 01/13/2021 22:56:07

s

Report By:Susan Training2 Date:11/23/2022

e-Signature * m |

2. Enter areason for making a change per line item, as needed, into the Reason for Change field,

enter e-Signature, and click Submit to confirm.

= The next time the Track Changes page is accessed, the reason(s) added will appear.

8.7.3 Patient Form Queries

Whether a patient form is completed from the Patient Profile tab or the Forms page of the Protocols
tab, for a specific study, the completed form may be opened and reviewed, and queries may be
added. A created query will appear in the forms queries page as well as in the Dashboard and may
have a response recorded from either location. For more information on the Dashboard, refer to
Dashboard.
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To create and respond to a form query in a patient record:

1.

Navigate to a completed form from either the Patient Profile tab, or the Forms page for a study

from the Protocols tab.

P Current Page: Manage Patient >> Form Response Browser

Demographics M= d=il-M Protocols Reports  Appendix  Specimens

Pat |D: 14256 Age: 52 years Gender: Female PatName: Linda Smith  Org: WCG - VELOS

Form Name: Patient Lab Form - m
Filter By Date | All v

Previous entries for form: "Patient Lab Form"
Data Entry Date Form Status
Work In Progress

09/01/2022 [}S

1to 1 of 1 Record(s)

B Current Page: Study Patient ==~ Form Response Browser

Demographics  Patient Profile w Reports  Appendix  Specimens

Pal Iy 14256 Pt Study ID 14256 Age 52 years  Gender Female Pat Name: Linda Smith  Org: WOG - VELOS
Adverse Events Attachments Forms MERRS-§ Questionnaire

. % .
- ]

Search

Al v

Filler By Date

For Study

Study Mumbsr: P101 El @
Previeus enlries lor lorm. "MERRS-8 Questionnaire™

Form Status

MERRS Score

Study Treatment ARM

Data Entry Date

Work In Progress F101

ARM

06/2212021 [}

2. Click a Data Entry date.
In the upper right of the completed form, click Add/Edit Queries.

Forms MERRS-6 Questionnaire - Go
ARM LOOKUP ID@

4. Click Add New in the pop-up window.

Forms >> Add/Edit Queries

Queries for Form
Query Date

Field Query Latest Status Query By
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5. Select a Field Name, Query Type, and Query Status from the dropdown. Optionally, add

Comments.

Form Query >> Add New

Field Name * Study Treatment ARM ~
Query Type* High Priority ~
Query Status * Open ~

Double check the Study Treatment ARM is correct,
Comments.

Characters Allowed: 4000

Valid e-Sign SR LU0 [-m{

)

6. Enter your e-Signature and click Submit.

The query will be added to the form.

Forms »> Add/Edit Queries

Queries for Form

Query ID  Field Query Latest Status

83 Study Treatment ARM High Priarity Open

Query By

Susan Training?2

Add New

Query Date

09/06/2022 09:07:12

7. Toview the query or to add a response, click the Field name in the query pop-up.

8. Click Add Response, to add a response, as needed.

Forms >> Query History

Query History for Field: Study Treatment ARM (Query 1D : 83)

09/06/2022

o4 09:07:12

Open High Priority Q

Back

Add Response

Query Status ID Date Status Query/Response  Type Comments

Double check the Study
Treatment ARM is correct.

Entered By

Susan Training2
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a. Select a Query Status from the dropdown, optionally add Comments, then e-Sign, and
Submit.

Comments

Back

Back to main query browser

Query Responses >> Add New

Query ID 83
Field Name * Study Treatment ARM
Query Status * Closed v

The Study Treatment ARM is correct.

Characters Allowed: 4000

Valid e-Sign [SESENETIN [- ] m

9. Alternatively, queries can be added, viewed, and responded to from the Dashboard. For more

information, refer to the Dashboard.

~

Search Results

Adverse Events Patient Study Status

Enter "None' in the Patient Enrolling Site filter box to retrieve a list of study forms

Show 1Q  entries

7 0

Enter a Form Status v

Enrolling
Site

WCG - VELOS 14256

8.8 Study Patient Roster Homepage

If your role is strictly Managing Study Patient Data, it is recommended that your system homepage

be set to the Study Patient Roster. To set this as your homepage, refer to Settings. Using the Study

Patient Roster homepage can be beneficial as it provides a one-page roster for functionalities

related just to study patients and their schedules. This one-page view allows users to view and

manage patient schedules, switch selected patients for management, and add or link patients to a

Study.
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8.8.1 Navigating the Study Patient Roster Homepage

From the Study Patient Roster homepage, permissioned users can search for a study and patients,
add patients, edit the calendar/dates, edit single visit data vs. updating multiple events, and change
a patient’s status. To update multiple events at one time, there is an event power bar that can be
used in order to save time rather than updating each event in a visit individually. Familiarize yourself
with the diagram and table below to learn more about navigation on the Study Patient Roster

homepage.

Note: Study Patient Roster homepage must be the default homepage to view the following
functionalities.

Study Patiant Roster

Search Palients on a Study Audd Patents o Study.
- ==
Patlent List ; Bety Swaver Selectad Wisit List for Betty Swaver m
Patiant Study ld=.  First N « | LastM - B
aant Sty [rettame aar Hame visit Scheduled Date Event Name Event Status Status Date Coverage Motes
MRNOETTEY Samanth; zal
ND8T7EY Samantha Haz a |Inr.;|| et
DEMO123456 DEMO Parlicipanl UNM
il Visit Done 24202 at
000044445 Charlatts Iesbiger
Iretial Visnt Dene: 24 R
14266 Linda Smith
o BG4 Betty Swaver

4389 Taylor Smith
R Coanna Stenlon

8 [Folonvosna e
000044444 Jussica Biger

o |ru|m. 0 Vigil 1 =

P P O P — o |L4b Falkaw Up +lnsch
! 3
1219 af 11 items | Felomm visit 2 [t |

8.8.2 Search Patients

This section will show how users may search for patients via the Study Patient Roster homepage.
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1. From the Study Patient Roster page, enter the study number and select the appropriate study

from the provided options that meet the search criteria.

Search Patients on a Study:

E Study Patient Roster

Search Studies...

Patient List

Patient Stud.» | First Name

~ | Last Name ~ | Enrolled Dat.x>

Note: The study search must be in the form of the Study Number.

= The patients associated to that study will display in rows. Users can further filter the search

results by using the open fields below each table heading.

a. If no patients are associated to a study continue to Add a New Patient.

2. From the search results, users may select the desired patient using the checkboxes next to the

patient name and Patient Study ID.

Search Patients on a Study
484744

Patient List

MRN1460 Ari

0000-44445 Charlotte
MRN6787678. | Jamal
MRNB898 Leo
MRN543636 Lily-May

MRNB99211 Henri

MRNO1111 Santiago

4 | 4 1 e el

Row count: &

Patient Stud. | First Name ~

MRN8767 Mary Elizabeth

25

Last Name ~ | Enrolled Dat.x  Enrolling Sit.x

Delgado
Aster
Herbinger
Hammond
Peterson
Lucero
Marsh

Lamb

~ | items per page

Benton Medical

Benton Medical

WCG -
WCG -
WCG -
WCG -
WCG -

WCG -

VELOS

VELOS

VELOS

VELOS

VELOS
VELOS

Current Status

Enrolled
Enrolled
Enrolled
Screen Failure
Enrolled
Screen Failure
Screen Failure

Enrolled

Add Patients to Study:

Add Patient

~ | Assigned To =. LastVisit ~ | NextDue- =

»

3

1-8of 8 items
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The Visit List for the selected Patient will display:

Search Patients on a Study: Add Patients to Study:
Patient List : Mary Elizabeth Delgado Selected Visit List for Mary Elizabeth Delgado
Patient..»r FirstNa.x LastNa... =
Visit Scheduled Date Event Name Event Status Status Da
« |MRN8767 Mary Eliz Delgado a
& 9 Initial Visit +Unsch
MRN1460 | Ari Aster
Follow-up and Labs
0000-44 .  Charlotte | Herbinger )
Follow-up Visit 1
MRN678__  Jamal Hammond ;
Follow-up Visit 2
MRN898 | Leo Peterson )
Follow-up Visit 3
MRNS543 Lily-Ma) Lucero
EEY Follow-up Visit 4
MRN899. . Henri Marsh
4 »
14 |« |1 R

25  ~ items per page

1;8078items

8.8.3 Add a New Patient

This section will cover how users may add a new patient via the Study Patient Roster homepage. It is
important to add patients after searching for patients in the system to ensure there are no system
patient duplicates. New Patients can be added once a study has been searched. For instructions on

how to complete a successful patient search, see the Patient Search.

To add a new patient using the Study Patient Roster homepage:
1. Search for a study using the Search Patients on Study field. Partial searches of at least two

numbers can be used in this field.

Search Patients on a Study:

484744
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After searching and selecting a study, a list of already-associated patients will display, if any

exist. An Add Patient button will also appear on the right side of the screen:

Search Paenes on 8 Study
Patsent Study Id = First Hame
MRIATET Mary Ezagetn
MRNETBTETETE Jamat
MRAESH
MRMNS4516 Lity-Mary
MR e
MRMOTIT Santiago
1

(TR 1
Row count §

«  Erolied Date

«  Enrolling Sae = «  Current $tatus

A Patients

= Assigned To

eeeaeER

10 Sty

= Lantvine

Mt Due

16006 Rems

2. If a patient does not already exist within the study Patient List, click Add Patient.

Add Patients to Study

The Enroll Patient page displays:

Enroll patient in 484744
Search By Patient Iy

Saarch by palient id

Patient 1D:*

First Name

Last Name:

Patient Study 1D

Additional Patient Details:

Status”

Calendar.

Dog:*
MMiddiyyyy
Organization ™

Benton Medica

Status Date™
MM/ddfyyyy
Calendar Start Date

MM /ddfyyyy
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If adding a new patient that is already in the system to this study, first Search By Patient ID,

select that user, complete details, and click Enroll.
Enroll patient in 484744
Search Ay Patient I
Search by pabent il
Palignd ID.* ooB:*
0000-44444 05111879
FIrst Nam: Qrganizabon.”
Jassica WCG - VELOS i
| a5t Nams
Bilger
Patient Study 10
Addilional Patient Delails:
Status* Status Date*
Active/On Treatment v W20202
Calendar Caendan Slail Dale
Structured Patient Visit Calendar  « 12772021
(o]
Note:

-OR-
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Define details as appropriate for a new user not in the system and click Create & Enroll to add to
the study.

Enrcll patient in 484744
Search By Patient ID
Search by patent id
Patent ID:* Doa:~
12345 x (400772009
First Name Organization:*
Jay Benton Medical v
Last Name: Survival Status. "
Smith v
Ethnacaty * Death Date:
w MMiddyyyy
Race™ Gender*
w w
Pabent Study ID
Additional Patient Details
Status: " Status Date ™
Actve/On Treatment e 01052021
Calendar Calendar Start Date.
Admirestratve Calendar ~ 0110572021
Create & Enroll

8.8.4 Update Patient Status

This section will cover how to change a patient status from the Study Patient Roster.

To update a patient status:

1. From the Study Patient Roster homepage, select a study through the Search Field.

Search Patents on 8 Sudy A Patients o Shady

Patient Study id = First Name = Last Name = EnrcSied Date = [Enrclling Sie - “  Gumment Status ~  Assgned To “  Lastvisit = Mext Due - ]

MaNETET Mary Exzabetn Deigass [ <

MANETETETATE samal Hammond o

MANESE Leo Peterson <]

MRNS4IEIE Lty -Mkay Luceso (<]

MANEIET Henn Mansh (<]

MENI Sarage Lare WG - VELOS (]

It - 1 ERL * ¥ ¥ Bems per page 1-6.006 Berms.

Fow count &
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2. Search for the patient to change the status. Click the link for the Current Status.

Current Status

Enrolled
Screen Failure
Enrolled
Screen Failure
Screen Failure

Enrolied

-OR-

Click the Edit button, to edit any details associated to the patient’s current status.

G

The Patient Study Status window displays:

Patient ID: MRNS767 Study Number: 484744

Patient Study Status

Status * Select an option v
Reason Select an option ¥
Status Date *

Patient information may be edited within this window for the following:

Section Field Name Field Description
Name
Patient Status Patient Status may be set in this field from the dropdown menu.
Study Options include Active/On Treatment, Completed Study, Died,
Status Enrolled, In Follow-Up, Informed Consent Signed, Inpatient, Off

Study, Off Treatment, Prescreening, Screen Failure, Screening, or
Terminated — noncompliance.

Reason This field will only display options if the following Statuses were
selected in Patient Study Status: In Follow-Up, Off Study, or Off
Treatment.

Status Date | Date Status is valid from.
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Section Field Name

Name

Additional @ Patient Study
Information ID

Enrolling Site
Assigned To
Physician

Treatment
Location

Treating
Organization

Disease
Code

Anatomic
Site

Evaluable
Flag

Evaluable
Status

Evaluable
Status

Unevaluable
Status

Survival
Status

Patient
Status

Date of Death

Cause of
Death

Specify
Cause

Death
Related to
Study

Reason of
Death
Related to
Study

Velos General eResearch User Guide
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Field Description

This is the Patient’s Study ID number, usually in the form of the
MRN number.

Site the Study Patient is Enrolled to.
Select a User to Assign the Study Patient to.
Select a User to Assign the Study Patient to.

Select a location from the dropdown menu for the Treatment
Location.

Select an Organization from the dropdown menu.

Add, Edit, or Delete a Disease Code.

Edit or Delete an Anatomic Site.

Select an option from the dropdown menu.

Evaluable Status options to select from the dropdown menu based

on previously selected fields.

Unevaluable Status options to select from the dropdown menu
based on previously selected fields.

Patient Survival Status options from the dropdown menu.

Patient Date of Death from Calendar.

Cause of Death options from dropdown menu.
Specify Cause of Death if “Other” is selected in Cause of Death

field.
Select whether the death of the Patient was related to the Study.

State the reason of the death being related to the study.
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3. Enter information as needed to Update Patient Status. Enter your e-Signature and click Submit to

confirm.

Valid e-Sign [CRSICIETCRN N m

8.8.5 Patient Schedule

If a Patient has a schedule associated to them, it will appear in the Visit List. The Patient Schedule is

organized by Visits.

To generate a patient visit schedule:
1. If a patient does not have a schedule associated with them already, select the patient, by clicking

in the Checkbox to the left of the Patient Study ID. In the Visit List, click Edit Calendar/Date.

Search Patients on a Study Add Patents 1o Stady
Pabent List - Mary Elzabeth Delgado Selected Visit List for Mary Exzabetn Delgado =
Patient Study ld  ~  First Nams ~  Last Name - =
¥ Visit Scheduled Date Event Name Event Status Status Date Coverage
MRNETET Elzabeth Delgade g
L - My [-] Indial Vist
MRNGTBTETET Jamad Hammond
Ll o Foowupanatas [T
MRNESS Leo Peterson
L] Filow-up Visit 1 m
MRNS23636 Lity-May Lucero
L] Filow-up Visit 2 m
MRMNESI2T Henn Marsh
[} Filow-up Visit 3 m
MRNOTIH Sartaga Lamb
o Fsow-up Visit 4
4 3
ToIr< 1 1 ®  ®l 35 v Remsperpage 1.6 ofGiems 4

2. The Treatment Details page displays. Select the study calendar, patient start date, and how you

would like the schedule to be calculated. Enter your e-Signature and click Submit to confirm.

Treatment Details

The following flelds must be filed in order to generate a schedule for e patient and track events

Study Calendar Structured Patient Viskt Calendar ¥
Select the specific Study Calendar that the patient is assigned 10 for this study
Patient Start Date 02212000
Patients schedule will be generated based on this stan date

Velos General eResearch User Guide 6 December 2022 Page 384 of 624



The patient’s visits display:

Scheduled Date

Visit List for Mary Elizabeth Delgado
Visit

[+] Initial Visit

Follow-up and Labs
Follow-up Visit 1

Follow-up Visit 2

Follow-up Visit 3

Follow-up Visit 4

3. Click +Unsch to add an event to the vi

Visit List for Mary Elizabeth Delgado

sit or schedule an unscheduled event.

Visit Scheduled Date

[+] Initial Visit
Follow-up and Labs
Follow-up Visit 1
Follow-up Visit 2 +Unsch

Follow-up Visit 3
Follow-up Visit 4

-OR-

Click the Plus button to expand the visit and view or edit the scheduled dates and/or event

status of each visit event.

Scheduled Date

+Unsch

=

+Unscl
+U
+Un:
+Un

+Unsch

Visit

Initial Visit
Follow-up and Labs
Follow-up Visit 1
Follow-up Visit 2
Follow-up Visit 3
Follow-up Visit 4

el

—_ 0 R-
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The Event Power Bar may be selected to bulk update events. For this example, click Event Power

Bar.

Ewvent Power Bar

The Bulk Update Event Status for the selected Study will display:

Bulk Update Event Status For MRN1056

Evenl Status:" Status Crale™

L
b All'ddiyyyy

co

L

Note: An event must first be associated to a study for this function.

8.8.6 View Linked Forms and Adverse Events in Schedules

After accessing a study patient’s calendar, the Visit List for that patient will become available to view
additional schedules. From this page, all calendars can be viewed and the Linked Forms, including
Adverse Events, become accessible for viewing.

To learn how to link forms and adverse events as an Admin, refer to Link Forms and Patient Links.
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To view a linked form for a specific patient selected for a study:

1. Click the blue link above the current scheduled titled Visit List for [Name of Patient].

Visit List for Mary Elizabeth Delgado Edit Calendar/Date Edit Multiple Events Event Power Bar

Visit Scheduled Date Event Name Event Status Status Da

‘ Initial Visit -

:p Study Patient » > Schedule - Google Chrome

@ veltraining.veloseresearch.com/vel osijsplpatientschedu lejsp?srcmenu=tdmenubaritem58.calledFrom=patRoster&selectedTab=3&8mode=M
L4

Laia }
Select Scheduld  Structured Patient Visit Calendar, 07/02/2020 ~  visit Al v b m =
July 2020 Visit Guggesfea Date  Scheduled Date Vst Window
h Initial Visit 07/03/2020 07/03/2020  07/02/2020~07/04/2020

Edit Visit Add

Site of  Covel

Suggested

Date Scheduled Date  Event Window  Event Event Status Status Date Linked Forms Service Type
07/0312020 071032020 4 - Baseline Evaluation poe & D No CRF at
1102312022 Prepare Samples
. Billable -
Resources. & Phiebotomy
. : - hieboto
07032020 070312020 * GTNEREC Monitor Principal Done /' Billable - Sample .
Investigator, Study 1112372022 .
Assistant Handling
Labs

Frepare Samples

2. Select the calendar to view from the Select Schedule dropdown and click Search, selecting a
specific visit in the Visit dropdown as needed.
3. Inthe Linked Form column, for an Event, click the linked form or adverse event to view more
information.
= Clicking a form will allow for a Form Response pop-up to be viewed, however, clicking an
adverse event will take the user to the adverse event page and the user will need to return to

the Study Patient Roster Homepage to return to the specific study patient record.
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9 Financial Management

The Financial Management module is a powerful tool that allows you to achieve the following:
= Build Budgets for high-level study cost tracking or negotiation
= Track receivable and payable items using Milestones (also known as “financial achievement
triggers”)
= Generate invoices
= Track sent and received payments

= Reconcile payments against milestones or invoices

Within Financial Management, there are three core components that work together to manage a
study’s financial tasks:

= Budgets

= Milestones (financial achievement triggers)

= Invoicing, Payments, and Reconciliation
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The following graphic illustrates the relationship between budgets, milestones (financial

achievement triggers), invoicing, payments, and reconciliation.

Budget Milestones

—h ﬂ@ Patient Status Event Additional
Calendar Manual
— = =

Study Status

m Event Cost Visit
Adjustments
— =1 =3

Event
(Costs)
Event
(Costs)

Additions

,_.H_

‘ Invoicing, Payments, and Reconciliation

This section will cover the Financial Management recommended process, and detail how
permissioned users can create and modify a budget or budget template, configure and manage
milestones, prepare invoices, enter payments, and reconcile those payments against invoices and

milestones.

For more information about:
* Budgets, see Budgets
= Milestones, see Milestones
= Invoices, see Manage Invoices
= Payments, see Manage Payments

= Financial Reports, see Report Central
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9.1 Recommended Process Overview Flowchart

Event Library

* Import from charge master
—0OR-
* Create events manually

Create Milestones

Prepare Calendar Template Attach Calendar Template to e ilestones from Manage Payments
Study

+ Create generic template Create payments
+ Define calendar Study Se! ac , payments against
+ Create events and visits ; a n Library . i lestones

Update Study Specific Calendar .
Activate Calendar Generate Financial Reports
vate calendar

S dy + Report Central =Financials
ttach patient to study

Update Patient Schedule / Study

Prepare Budget Template Anach Budget Template to a Activities Complete
Calendar
* Build a generic budget

template + Study Setup > Calendar >

Manage Budget

Update Study Budget

+ Update additional study-
related costs

+ Review budget

Generate Invoices
+ Generate Invoices based on
triggered milestones
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9.2 Financial Management Setup

The first step in the recommended process of financial management setup is to ensure that all of
your requisite financial data is in place. For example, ensuing that your event costs and cost types,
Calendar settings, patient cost items and coverage analysis grid have been configured with all the
required financial information for your study. You can learn more about configuring study-specific
calendars and events with financial information by reviewing the Associated Calendars section, or

library calendars and events by reviewing the Calendar Management section.

Once your requisite financial data is in place, you will want to create a new budget with the goal of
using that budget to estimate study costs, generate visit and event milestones, and potentially for
use in contract negotiations. The recommended type of budget is a calendar budget template as
they are dynamic and pull financial data directly from your study calendar(s), however, you can
create different types of budgets to align with your study needs. See Budget Types to learn more

about each type.

Note: Itis not recommended to associate a calendar with a Browser Budget as any associated
calendar modifications will not update in the browser budget. The user would need to
remove the calendar and re-associate it to the browser budget to see the calendar
changes in the budget.

If a budget template type is created, that budget should then be associated with a calendar, and any
necessary modifications and adjustments should be made to the costs. This can be done manually
or via the Bulk Edit Tool. From there, milestones (financial achievement triggers) need to be

configured to define what should be paid, to whom, and how that payment milestone is achieved.

= See Budgets, for more information about budget configuration and types

= See Milestones, for more information about milestone configuration and types
Before getting started, it is extremely important to understand that budgets and milestones build

upon the information established in the foundational elements created in other modules of Velos

eResearch, such as calendars, studies, and patient management. Financial Management cannot
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function properly without all of the foundational elements being in place first. It is also
recommended that all stakeholders involved in these key areas have, at a minimum, a high-level
understanding of financial management to ensure the accuracy of study financial records and

processes.

Note: Calendars are the driving force behind Financial Management, in that they are the source
of most cost information for budgets. In addition, they define patient schedules and may
be used to generate Visit and Event milestones.

Warning: Prior to setting up budgets and milestones, ensure that study calendars are fully
configured.

To learn more about these foundational elements, refer to the following sections of the user guide:
= Calendars, Events, Visits — see Calendar Management
= Studies - see Study Management

» Patient Enrollment / Patient Status Updates — see Patient Management

9.2.1 Budgets

There are three types of budgets available for use within Velos eResearch: Calendar budgets,
Browser budgets, and Combined budgets. Budgets provide a cost projection and do not dynamically
update the estimations from the calendar / event costs of running your trial. However, it is useful to
create budgets as they provide a framework to estimate overall costs and to generate event and visit

milestones.
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In Velos eResearch, there are three core budget types: Calendar, Browser, and Combined budgets.

See the tables below for a brief description of each type, their recommended uses, and in which

Velos eResearch versions they can be found.

Budget
Type

Calendar
Budget

Browser
Budget

Velos General eResearch User Guide

Description

Designed to dynamically link directly
with a study calendar. In order to create
a budget from a study calendar, a
budget template must first be created,
and then the budget template should be
associated to the study calendar. Event
/ Visit costs, cost and coverage types,
and patient cost items will then
automatically flow into the budget from
the calendar.

Created as an independent budget
useful for estimating costs for a
potential study during concept phases.
In contrast to Calendar Budgets,
Browser Budgets may be associated to
multiple calendar templates from the
library, as well as specific study
calendars and may include Admin
calendars from the Admin Schedule
tab. Before a Browser Budget can be
linked to any study calendars, however,
a study must first be linked to the
budget. Once that has been done, all
study calendars will be available to
associate to the Browser Budget for
inclusion in the record.

Study browser budgets do not utilize
study or Admin calendars.

6 December 2022

Recommended Enterprise  eXpress
Use

Used to X X

dynamically Note:

track study Patient

costs by study Cost

calendar. ltems are
not
available
in
express.

Tracking of X X

Event,

Personnel,

Miscellaneous,
and Visit costs
across all or
select study
calendars
simultaneously.

Note: This
budget type
captures
budget data at
a point-in-time
and does not
dynamically
update.
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Budget
Type

Description

Combined Study-level budget based on study

Velos General eResearch User Guide

calendars with a common status of
Active or Work in Progress only and a
budget template for one study.
Accessed via the Study > Budget tab.

6 December 2022
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Recommended
Use

May be useful X N/A
when

combining

study calendar

budgets (i.e.

two study

calendars for

Treatment Arm

1 & 2) into one.

Enterprise  eXpress

Note: This
budget type
captures
budget data at
a point-in-time
and does not
dynamically
update.
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The following table provides a more detailed overview of features associated with each budget type:

Features Calendar Browser Combined
Budget Budget*

Visits and events listed on the Event-Visit Grid page are added X X X
to the budget as sections and line items with the specified

event cost listed on the Event Details page. The unit cost for

calendar line items (events) can be modified. If modified, the

cost Is not applied to the event cost on the Event Detail page.

If an event has multiple costs associated with it, the budget

will generate repeat line items for each event cost.

Used when creating visit and event milestones from the X X X
budget for all visits and/or events.

Used to view the milestone rules created from the budget X X X
from the Study Milestone page.

Line Items can be added to Calendar sections (Visits). N/A

Multiple study calendars can be associated to the budget. N/A

Budget has two calendar views: combined or individual. N/A X X

Combined view displays the total budget for all associated
calendars. Individual view displays the total budget for the
specified view.

The budget amount is carried over when visit and event X N/A N/A
milestones are created.

Individual budget for each study calendar that has a calendar X N/A N/A
budget template associated.

When the event cost is modified from the Event-Visit Grid X N/A N/A
page, the budget line item is dynamically updated.

The Manage Milestone tab from the Calendar Design Wizard X N/A N/A
displays the visit and event milestone rules created from the

study budget.

One or multiple library calendar templates and/or study N/A X N/A

calendars can be associated to the budget.

Items on the Patient Cost Items page from the Calendar X X N/A
Design Wizard are listed as budget line items.

* Information for the Browser Budget column applies only to Comparative and Patient type

templates used for browser budgets and not to Study templates, as they are unique.
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Enterprise Only: Combined budgets are not available in Velos eResearch eXpress.

9.2.1.1.1Budget Types and Template Types Diagram

The three budget types are initially created and accessed from different locations. The study
template type is only ever used as a browser budget. See the diagram below for an overview of
where the budget types are created and accessed and what default template types may be used in

creation of the budget type.

WHERE THE BUDGETS ARE DEFAULT TEMPLATE*
CREATED AND ACCESSED TYPES USED TO
CREATE BUDGET(S)
~* Study > Study Setup Tab - Comparative
Calendar Patient

Comparative
Patiemt

+ Study > Budget Tab E—

Comparative
Patiemt
Study

__ * Manage > Search - Budget
Browser

*Default comparative, patient, and study template types may be used to create custom template

types which then may be used for budgets.
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92112 System Budget Template Types

System budget templates are default templates that define the format of your budget. This is a
required configuration for any budget type that you create, therefore it is important to understand the

characteristics of each.

System Description
Budget
Template

Patient Standard budget template. Displays cost fields by default for both personnel, and
Miscellaneous categories, and can be used as a calendar budget template to view
costs on a per-patient basis. See a Patient Template Type Example.

This template is typically used for investigator-initiated studies.

Comparative The Comparative budget system template contains the same defaults as the Patient
system budget template but has two additional columns: Sponsor and Variance.
These columns are used to enter the amount a Sponsor pays for a given cost item,
and the difference between your cost, and the amount the Sponsor pays on a per
patient basis or in total. See a Comparative Template Type Example.
This template is typically used for sponsored studies.

Study The Study budget system template is visually very different from both the patient
and comparative budget types and can be used to estimate high level study costs.
This budget system template cannot be used for calendar budget templates or
combined budgets and is best used in a browser budget type. See a Study Template
Type Example.

As noted in the table above, both the Patient and Comparative system budget templates have
default sections that can be used to specify personnel cost and miscellaneous cost items. For a
Calendar Budget Template, the default sections may be removed if needed, as the budget will pull

the majority of its financial information directly from the associated calendar.
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9.21121 Patient Template Type Example
In this section, we see an example of a Patient Template Type and key elements. For a definition of

each template type, see the System Budget Template Types section.

Note: Both the Patient and Comparative template types display financial information as per-
patient fees. These are also the only types of System Budget Templates that can be used
in combined budgets, or as a calendar budget template.

Patient template type budgets organize line items by section, with each section containing line items
with their own cost, cost category and coverage type. Patient template type budgets also display
costs with the ability to include per patient modifiers (costs * number of patients). See the image

and table below to learn more about each column and its description.

B DEMO 0180 Calendar: DEMO v13 Calendar Build 2022
Budget Name: ~ . Budget Status. .
|DEMO w13 Calendar Buil... & By Coverage Type v “ Remove Indirects I Work in Progress Reports | By Visit
Event Category Coverage Type Applied Attributes Unit Cost Units Direct Cost/Patient Total Cost/Patient Cost/All Patients
Personnel Cost (Per Patient Fees) Number of Patients: 1| /#° () -
[ Other I [ [ n.% 0.0 00
Section Research Total 5 0.0 5 0.0 50.00
Section SOC Total 5 0.00] 5 0.0 50.00
Section Other Cost Total 5 0.000 5 0.0 $0.00
Column Name Visual Description

Displays specific budget line items’ names
within sections. Line items and sections can be
Event Mscellanoous Admin Fes (Fer Part Fe greated manually, or i'f part of a pgdget that ig

e — linked to a calendar, lists each visit as a section
and each event or patient cost item as a line
item.

Displays the cost category of each line item.
Can be manually changed within the budget, or
if part of a budget that is linked to a calendar,
lists the inherited category from each calendar
event or patient cost item.

[N
Category

Category

Displays the coverage type of each line item.
Can be manually changed within the budget, or
if part of a budget that is linked to a calendar,
lists the inherited coverage type from each
calendar event or patient cost item.

Coverage Type
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Column Name

Applied
Attributes

Visual

Applied Attributes

D1

D1 1D

wcg

Description

Displays any calculated attributes set for that
line item in this budget.

e ID1 =Indirect 1
e D2 = Indirect 2
e DM = Discount / Markup

Indirect 1 is added to the Total Cost/Patient
column total.

Indirect 2 is added to the Total Cost/Patient
column total.

Discount / Markup applies either a discount or
markup to the Direct Cost/Patient depending
on how it was configured within Calculation
Attributes.

Unit Cost

1,000.

Displays the cost of each line item. Can be
manually changed within the budget, or if part
of a budget that is linked to a calendar, lists the
inherited cost from each calendar event or
patient cost item.

Units

1.004

1.004

Displays the number of units for that line item.
Acts as a direct cost multiplier. Units can be
manually adjusted, or if part of a budget that is
linked to a calendar, lists the inherited number
of units for patient cost items only.

Direct
Cost/Patient

Direct Cost/Patient

Displays the direct cost per patient. This total
includes any applied discounts or markups.

Total
Cost/Patient

Total CostfPatient

35000

450.00]]

1,sun'ﬂ|

Displays the total cost per patient. This total
includes indirect 1 and indirect 2 calculations.
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Column Name Visual Description
) The Number of Patients toggle displays
Total Cost/Patient beneath the Total Cost/Patient column and can
*Number of Number of Patients: 1| 7| be modified by clicking the edit line item
Patients ] button. The number of patients can be applied
450.00 to each line item manually. If applied, acts as a
;:ﬂ-ga line item multiplier in the Cost/All Patients
. column.
Displays the cost for all patients by line item.
Cost/All Patients
Cost/All
Patients
1,000.00)|

*Number of Patients is a sub-control within the Total Cost/Patient column and only exists on

Comparative and Patient template types.

Note: Data in both Comparative and Patient budget template types can also be manually
updated more efficiently Using the Bulk Edit Tool for Budgets.
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921122 Comparative Template Type Example

In this section, we see an example of a Comparative Template Type and key elements. For a

definition of each template type, see the System Budget Template Types section.

E_oemo0181_calendar: DEMO Structured Patient Vis...

Back o Calcn
et Fuloed Stahis”
DEMD Senscsured Batian,., & | BF Coverags Type ismim Indrecss r

wark m Frogras reocts By VEHL v @) F x E = @ (o]

InHial Visit_(Per Fatir Fees)

...... Temhnmon

T T ) ]

Tinal Vist Fer Faent Cnes

Lab Frocesalng DEMO (Fer Fatent Feas)

Fumiser of Futiers: 1) #°
Bapar T Fart Ce. T o mﬁ [ E T =0 oos
Lab Bepert Proseasing Faber Coe [ o1 7530, 180 7500 00 7.5 g [17)
Emcson Rameart Tt T Sasmon Srmg o Snns
Eecion S0C ol 00 5008
s Clbes Loal Tk 000 o 008
Brana o EEECTL 55 0
Cand EOC elal S0 £l ool
‘Bran Cener Cost ot 567000 ENT, S0
Gzt Telal 51625000, 296,250 tool
Total Salary 5 1.000.00]
e
i ard Salary-Facuity B X
oot CroaceuriWoeep [ 052 sl g 1 ol wsbizha o e Tl Gt Crmceam W T
Indirsci] of 1.00% Mol Apped o sebecied Satal CostFoasend Total Ingredl 1 50
ndmoetl of 0005 Pl Applat lu sl Tetal ConalPabint Tota It 13
SO Linetems ascuded from fhe Totals
Note:
.

Both the Patient and Comparative template types can display input financial information

as per patient fees. These are also the only types of System Budget Templates that can
be used in combined budgets, or as a calendar budget template.

Comparative template type budgets display the same information as patient template types but
additionally include the Sponsor Direct Amount/Patient, Sponsor Total Amount/Patient and Variance

columns. See the image and table below to learn more about each column and its description.

] DEMO 0151 Calendar: DEMO Structured Patient Vis...

S Camnitn]
Foadgat Hame Fuulgal Sttis
DEMD smuctured pation, & BY Coversgs Trie + n m i

Wrk I Fragra waports By Vist ~ @ ¥F x h = = ® @

T TSR TEES
[Eccirar 1 T Tio i T S H]
| Sechzn Deter Com Tolw 51,000 1009 3109030 50 B0 1060 80
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Event

Visual

Miscellaneous Admin Fees (Per Patient Fed
Flat OSA Admin Fee
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Description

Displays specific budget line items’ names
within sections. Line items and sections can be
created manually, or if part of a budget that is
linked to a calendar, lists each visit as a section
and each event or patient cost item as a line
item.

Category

[
Category

Displays the cost category of each line item.
Can be manually changed within the budget, or
if part of a budget that is linked to a calendar,
lists the inherited category from each calendar
event or patient cost item.

Coverage Type

Displays the coverage type of each line item.
Can be manually changed within the budget, or
if part of a budget that is linked to a calendar,
lists the inherited coverage type from each
calendar event or patient cost item.

Applied
Attributes

Applied Attributes

D1
D1 1D

Displays any calculated attributes set for that
line item in this budget.

e [ID1 =Indirect 1
e [ID2 = Indirect 2
e DM = Discount / Markup

Indirect 1 is added to the Total Cost/Patient
column total.

Indirect 2 is added to either the Total
Cost/Patient column total, or the Sponsor Total
Cost/Patient column depending on how it was
configured within Calculation Attributes.

Discount / Markup applies either a discount or
markup to the Direct Cost/Patient depending
on how it was configured within Calculation
Attributes.

Unit Cost

Unit Cost

1,000.0

Displays the cost of each line item. Can be
manually changed within the budget, or if part
of a budget that is linked to a calendar, lists the
inherited cost from each calendar event or
patient cost item.

Velos General eResearch User Guide

6 December 2022 Page 402 of 624




Column Name

Visual

1.00
1.00

wcg

Description

Displays the number of units for that line item.
Acts as a direct cost multiplier. Units can be
manually adjusted, or if part of a budget that is

Units . . . .
linked to a calendar, lists the inherited number
of units for patient cost items only.
| Dhed CostPaiient | Displays the direct cost per patient. This total
HEE OSSR includes any applied discounts or markups.
Direct
Cost/Patient
Displays the total cost per patient. This total
Total Cost/Patient includes indirect 1 calculations and indirect 2
Total 35000| calculations if configured for this column.
Cost/Patient 450.00]f
|
’ The Number of Patients toggle displays
Total Cosi/Patient beneath the Total Cost/Patient column and can
*Number of Number of Patients: 1| 2 be modified by clicking the edit line item
. 35000 button. The number of patients can be applied
Patients L .
450.00 to each line item manually. If applied, acts as a
ﬂ line item multiplier in the Cost/All Patients
column.
Displays the cost for all patients by line item.
Cost/All Patients
Cost/All
Patients
1,000.00|
_ _ Displays the sponsor amount by line item. This
Sponsor Direct Srosn Losrl e sl total can only be manually added to each line
P 500.00 item and is used to calculate variance between

Amount/Patient

250.0“

sponsor compensation and your overall
study/event costs in the Variance column.
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Column Name Visual
Sponsor Total Amount/Patient
Amount/Patient 257,50
1,545.00]

wcg

Description

Displays the sponsor total by line item. This is a
combination of your Sponsor Direct
Amount/Patient, and Indirect 2 calculations if
applied. Like Sponsor Direct Amount/Patient
this amount is used to calculate variance
between sponsor compensation and your
overall study/event costs in the Variance
column.

Variance

Displays the difference between Sponsor Total
Amount/Patient and Cost/All Patients totals.
Can display positive or negative amounts.

(Sponsor Total Amount/Patient — Cost/All
Patients = Variance)

*Number of Patients is a sub-control within the Total Cost/Patient column and only exists on

Comparative and Patient template types.

Note: Datain both Comparative and Patient budget template types can also be manually
updated more efficiently Using the Bulk Edit Tool for Budgets.
9.211.23 Study Template Type Example

In this section, we see an example of a Study Template Type and key elements. For a definition of

each template type, see the System Budget Template Types section.

Note:
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Study templates can only be used as a browser budget and are more customizable than

Comparative or Patient budgets with the specific purpose of capturing study costs not included in

calendars. See the image and table below to learn more about each column and its description.

...........

Scresned Submes

Sub-Total {m LS Dollars)

Patent Care
Patent Care »

Patient Care &

Column Name

Visual

Subject Charge

Completed Subjects

Description

Displays specific budget line items’ names within sections
and provides the line heading for the section subtotal in
the Sub-Total (in US Dollars). Line items and sections are

Type R created manually. To edit a line item, click on the name in
Screened Subjects this COIUmn.
Sub-Total (in US Dollars)
_ Displays the cost category of each line item. Can be
Patient Care v e .
manually changed within the budget by making a
Category .
Contractual v selection from the dropdown menu.
oo coct oo e Displays a description of each line item. Can be manually
’ changed for each line item. If left blank, this column will
Description ~cost per study display a hyphen and a blank space.
Displays the unit cost for each line item. Works with
250.00 Number of Units value to calculate Total Cost. Can be
manually added for each line item by entering the amount
i 75.00
Unit Cost in the provided fields.
175.00
Displays the total unit count for each line item. Works as a
3.00 multiplier with Unit Cost value to calculate Total Cost. Can
Number of be manually added for each line item by entering the
Units 2.00 amount in the provided fields.
1.00
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Column Name Visual Description

Displays the total cost by line item. Calculated after
oo clicking the submit button once Unit Costs and Number of
Total Cost m'uu Units_values are 'in pl.ace._AIso displays the section sub-

: total in the last field in this column.

750.00

—_— 1,075.00
Contains both the Add New and Delete buttons.
Line Item @ e Add New - Use this button to add a new line item
@ in this section.
e Delete — Use this button to remove the

corresponding line item.

9.2.1.2 Calendar Budget Templates

Calendar Budget Templates are needed to generate calendar budgets for study calendars. It's
important to understand that calendar budget templates differ from System Budget Template types.
Whereas System Budget Template types can be thought of as the formatting of a budget (how it
appears, and what data columns are available), a Calendar Budget Template is a manually created

budget that is converted into a template that is then attached to a calendar.

The calendar budget template must be associated to a Study Calendar to generate a meaningful
budget. Additional Calendar Budget templates can be created for new requirements or items not
covered in existing templates, but the recommendation is to create a template that can be used for

multiple studies that can then be edited.

Note: One calendar budget template may be associated to multiple study calendars, but each
study calendar can only have one calendar budget template association.

To create a Calendar Budget Template for a calendar, a budget must be created first from either a

patient or comparative system budget template. See the section System Budget Template Types for

more information.
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It is recommended that two calendar budget templates be created if conducting both Investigator
Initiated Studies and Sponsored Studies at your institution.
= Investigator Initiated Studies: To create a study calendar budget template, the Patient
System Budget Template should be used
= Sponsored Studies: To create a calendar budget template, the Comparative Budget System

Template should be used

92121 Create a Budget Template
This section will cover how to create a customized Budget Template to be used with Studies. For

more information about Calendar Budgets, please refer to Budgets.

Note: 1. Once a calendar budget template is created it may be reused and this step may be
skipped.
2. When creating a Calendar Budget Template, it is recommended that users delete the
default Personnel and Miscellaneous sections.

To create a Budget Template:

1. From the Homepage, select the Manage tab. Click New under “Budget”.

e ———
New Organizations
Search Groups

New Links

Search Forms

Enrolled Portals

Schedule Networks
s
New Search

Search
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The Budget Details page displays. Here, users may enter information regarding: Budget Name,

Version Number, Comments, (user) Created by, Budget Template, and Budget Status.

Personalize ¥ Manage ¥ Libraries ¥ Reporting Study #, Title or Keyword Q -

p Current Page: Budget >> Open

Budget  Appendix  Access Rights

Budget Name *

Version Number

Comments
(Limit 4000 characters)

Created by * Laura Palmer Select User
Budget Curency * US Dollars v
Budget Template * Select an option v
Budge! Status Work in Progress v

Warning: When creating a budget template that will be used for various studies the “Associate
Budget to the following Study” dropdown field should not be used.

Enterprise Only:  The Budget Currency field is only customizable in the Enterprise version.

Note: For sponsored studies, it is recommended that users select the Comparative budget
system template, as it has the additional Amount and Variance columns used to

compare site costs vs. sponsor payment amount. See System Budget Template Types to
learn more.

2. Select either one of the Patient or Comparative System Budget Template Types in the Budget
Template field.

Budget Template * Select an option ~
Study

Budget Status Patient
Comparative Budget

Select an option
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3. Define if all organizations or only a specific organization should have access to this budget

template.

O Budget is Organization non-specific

O] Budget is specific to Organization: WCG - VELOS h

= Associating a budget to an Organization allows the creator to make copies for different sites
as well as for sharing with all members of that Organization

4. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [EET-UERT A n | m

The Patient/Comparative Budget screen displays:

P Current Page: Patient/Comparative Budget

Details [T

Budget Name Budget Status: ) Organization: " -

test vi3 Work in Progress SudyjNienbe = Reports By Visit M= I—D ¥ 1
No Calendar Selected B 0D o bh 8 2 %3 @ ®

Coverage Type Applied Altributes Unit Cost Units Direct Cost/Patient Total Cost/Patient Cosb/All Patients

Note: You may want to keep the default Miscellaneous or Personnel Cost sections, and/or add
custom sections to create your standard template. However, keep in mind that you are
making a template that should be usable across multiple studies. Study-specific budget
sections and line items can be added later once a budget template is associated with a
study calendar if the sections are only required for one or a few studies.
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5. If you would like to add custom sections or remove the default Miscellaneous or Personnel Cost

sections, click the Sections button. If you would like to keep the default sections, skip to Step 8.

eports | By Visit v 0 ;
H |E]l ®E ®

6. Delete a default section by clicking the Delete Button.

Sections in this budget are: Add Mew Section

Sectlion Type Sequence Section Name Delete

Per Patient Fees 10 Personnel Cost /' ®

Per Patient Fees 20 Miscellaneous /‘ ®
Close

7. Click OK in the confirmation pop-up.

veltraining.veloseresearch.com says

Delete Miscellaneous from Protocol?

n cancel

8. Enter your e-Signature and click Submit to confirm.

Please enter e-Si 1o p d with deleti

a. Repeat to step 8 above for each section type, as needed, or click Close.

9. Click Close to close the pop-up when finished deleting or modifying default sections, as needed.
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10. Click the Access Rights button.

eports By Visit v | @] I_D ;
BlE 2 = ®

11. Assign access to All Users of this Account and check all of the boxes within the “Define Access

Rights” area.

Budget Name: Study Startup Cost Budget
Study Number: -
Organization: Benton Medical

Access Rights for

o All Users of this Account O All Users of this Organization Oﬁ\ll Users within this study team Remove Selected Option
Define Access Rights
New Edit View
Budget [l ] O
Budget Appendix O O O
O ] D

Access Rights
e-Signature *  Enter e-Signature m

The following users have access to this budget. Click on Access Rights to view/edit e

rights.
User Name Access Rights Delete
Laura Palmer @ = ®

Then add your e-Signature and click Submit to confirm.

_OR_
To assign individual users, click Select Users.

a.

The following users have access to this budget. Click on Accessp————
Rights to view/edit rights.

User Name Access Rights Delete
Jan Adams @) ®
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a. Check the checkbox for the appropriate new users and click Submit.

W SelectAll  First Name Last Name Organization User Type

Stan Adams
1 to 10 of 19 Record(s)

() wcG-VELOS Mon System User

b. Click the Access Rights button for each new user.

The following users have access to this budget. Click on Access _ ...
Rights to view/edit rights. B
User Name Access Rights Delete
Jan Adams ® ®

c. Check applicable checkboxes to assign rights, enter your e-Signature, and click Submit to

confirm.

Define Access Rights for Jan Adams

Budget
Budget Appendix
Access Rights

ooQ
eEgQ

d. To close the Access Rights pop-up window, click the X.

12. Once rights have been assigned to users for the Budget as appropriate, navigate to the Details
tab.

P Current Page: Budget >> Open

m Budget

Warning: Once a budget is saved as a budget template, you can no longer alter the budget on
the Budget tab until it is associated with a calendar. If budget changes are needed, you

can replace the budget by making a copy of the template from the Budget tab, making
the necessary changes, and deleting the original budget version.
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13. Click the Details tab and select Save as Template from the dropdown options of Budget Status.

Budget Status Save as Template w

Waork in Progress
Freeze

Save as Template
®' Hudget 1s Urganization non-specific

14. Enter your e-Signature and click Submit to confirm.

26 RS LY e-Signature * |****

9.2.1.3 Associate a Comparative or Patient Budget Template to a Calendar
Comparative and patient budget template types, in Save as Template status only, may be associated
to a study calendar and then modified. For more information on how to modify a budget after

association, refer to Modify a Comparative or Patient Calendar Budget.

To associate a comparative or patient budget template to a calendar:
1. Locate the applicable calendar in the Study Setup tab of a study, ensuring it is in Work in

Progress or Offline for Editing status, then click the Calendar Name.

You are working on study: DEMO 0190 2

Study Detalls =~ Versions = Admin Schedule w Budget  Milestones Notifications =~ Study Status  Reports = Study Team Forms  Study Network

Associated Calendars

Calendars currently associated with this study are: UPDATE MULTIPLE SCHEDULES COPY AN EXISTING CALENDAR SELECTACALENDAR FROMTOUR
Refresh . = = Save to
- - 0 S S .
Calendar Name T Description Status tatus Details  Reports Export Delete o
DEMO Structured Patient Visit Calendar Structured Visit Calendar Offiine for Editing ~ Status Details B scheque B ® a
DEMO v13 Calendar Build 2022 Structured Visit Calendar Work in Progress  Status Details Schedule @ ® a
DEMO?2 Patient Visit Calendar Structured Visit Calendar Offline for Ediing  Status Details Schedule a ® a
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2. Click Define the Calendar.

e Current Hage Calendar s Eveni-visn G

B DEMO 0180 Calendar: DEMO Structured Patlent Vis..

Calendar Statua: Offline for Editing

Previera: sinl Sinne i Mulligie Evenls (o Visis

Inatial Visit Follow-up &

0 sasoine Evaluation & ]

3. Select a Budget Template from the dropdown options.

B Currcnt Fage: Cakendar »> Defrfion

m Select Evenls | Manage Vielts  Event-\ist Grid | Cowerage Analysis — Pafient CostHems  Miestones Satup

El pemo t1so

Cakendar Name = DEMO Structured Patient Visit

Structured Vist Calendar

Descripticn

&
Calendar Cateqory * Patiert Visits -
Calenar Stalus* Offline for Editing - Wl s 1his mean?
Calendar Duraticn * 150 Days -
Budget Template Select an option -

|abs - Phieholomy Sperific 1

Compaalive: Budgel Templle: ko DFWOs
., . Comparaive Phagehanm 2
Ak Palint SR 16 0 UpSaNes 16 TOKNND 43S | ogent Tempiate

B raove this event caly. Select an option

= Only those comparative or patient template types in Save as Template status will appear for
selection

4. Enter your e-Signature and click Submit to confirm.
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Two new tabs will appear: Manage Budget and Manage Milestones. The Budget Template

selected will not be editable.

P Current Page: Calendar >> Definition

DENCROCRe=IChE ) Select Events  Manage Visits |~ Event-Visit Grid =~ Coverage Analysis ~ Patient Cost ltems ~ Milestones Setup = Manage Budget  Manage Milestones

E pEMO 0190
Calendar Name * DEMO Structured Patient Visit

Structured Visit Calendar
Description

4

Calendar Category * Patient Visits ~
Calendar Status* Offline for Editing ~ What does this mean?
Calendar Duration * 150 Days ~
Budget Template Comparative Budget Template for DEMOs %

= Forinformation on how to delete the associated budget template, if needed, refer to Deleting

a Budget

92131 Modify a Comparative or Patient Calendar Budget

In Velos eResearch, permissioned users can modify comparative and patient calendar budgets after

they have been associated to a calendar. When visits are added to the calendar, the budget gets

updated automatically. Most sections and line items will inherit the majority of the necessary

financial information from the calendar via the visit and event details. Some elements such as

Sponsor Amount and Calculation Attributes can only be applied manually to a Comparative or

Patient Calendar budget.

To modify a comparative or patient calendar budget attached to a study calendar:

1.

Navigate to the budget page of a study calendar by clicking on the study calendar name on the
Study Setup page of a study, and selecting the Manage Budget tab. See Study Management for

more information about the Study Setup page.

anage = Libraries ~ Reporting = Study #, Titke or Keyword

ersc
Defnehe Calendar | SelectEvents  Manage Vists  EventVistGnd  CoverapeAnalysis  PatientCostllems | Méesiones Selp m Manage Miestones

The Manage Budgets page displays.

Velos General eResearch User Guide 6 December 2022 Page 415 of 624



Note:

wcg

Review Patient Template Type Example or Comparative Template Type Example for
more information about these system budget template types.

From this page, most modifications can be made by clicking one of the available buttons as

described by their icons in the table below:

Icon

L]

Va

®

¢

|

Velos General eResearch User Guide

Name

Edit

Add New
Line Item

Download
Budget

Upload
Budget

Sections

Exclude
Multiple

Milestones

Access
Rights

Display
Report

Appendix

Description

Used to make important adjustments to various elements of a budget,
including line items, budget name, and number of patients. Using this
link for line items allows the user to edit costs, apply indirects and a
discount/markup, and add a sponsor amount in comparative budgets.

Used to create new line items.

Used to download a budget as a CSV file. See Using the Bulk Edit tool
for Budgets for more information.

Used to bulk upload a budget from the downloaded CSV file. Can be
used to make bulk updates to a budget. See Using the Bulk Edit tool for
Budgets for more information.

Add, Delete, or Edit budget sections.
* Sections pulled in from a calendar cannot be edited or deleted

Used to turn off repeating line items by section.

Used to create both Visit and Event milestones from associated
calendar events.

Used to define access to the budget, budget appendix, or general
access at the organization level. Access can also be defined for
specific users.

Used to display a report that may be exported, after making a selection
in the Reports dropdown field.

Used to add reference materials to the budget. Can add both files and
URLs (links). For information how to use the Appendix, refer to Adding,
Downloading, Editing or Deleting an Attachment.
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2. Click Edit, to change the calendar budget name, if needed.

E] P101 Calendar: Structuredll

Budget Name: /‘
Structured Patient Vis... “p

a. Inthe pop-up, change the budget name, e-Sign, and click Submit.
3. EDIT SECTION LINE ITEMS ICON: Click Edit Section Line Items, to edit information for a section

and to adjust fee calculations, as needed.

By Coverz

—

a. Update Category, Cost Type, Unit Costs, and # of Units fields as needed. Check applicable
checkboxes for the Event section to Apply Discount/Markup, Apply Indirect1, ApplyIndirect2,

and / or to apply the Sponsor Direct Amount, as needed.

Budget Name: DEMO Patient Visit Calendar years 5-10 06/27/2022 13:41:29
Study Number: DEMO 0187

Organization: WCG - VELOS

Calendar: DEMO Patient Visit Calendar years 5-10

These Edit / Modified line items 'Events’ specified here will be displayed in the budget in the following section: Miscellaneous Admin Fees

Number of Patients 1 0 Apply to All 'Per Patient' Seclion4
Tnot specified, 'Number of Patients' will default to 1.

Apply

Apply Apply  Apply  Sponsor Number
Category Cost Type Unit Cost #Of Units Discount/Markup Indirect! Indirect2 Direct of
| | ] Amount Patients
Flat OSA Admin Fee P . Personnel ~ Resource ~ 1,000.00 1.00 [ a O O.UO
e-Signature * Submit |

= Event and CPT Code fields are not updatable in default calendar budgets
b. To update applicable patient data, enter a number in the Number of Patients field. Check the
Apply to All ‘Per Patient’ Sections, if applicable. Additionally, to apply to the section

immediately, check the applicable checkbox(es) in the Apply Number of Patients column.

Note: See System Budget Template Types for more information about each field.

c. Enter your e-Signature then click Submit.
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4. ADD NEW Lineltem ICON: Click Add New Lineltem, if needed.

Cost/All Patients
" 2
7 G, -
L

o onn

Add MNew Lineltem
5 UL0Y

Note: On Comparative and Patient System Budget Templates that are linked to a calendar, the
Add New Lineltem button is only available for sections that were created manually (not
inherited from the calendar).

A pop-up appears for adding new line items to a section.

Budget Name: Structured Patient Visit Calendar - Alternate 08/30/2022 10:17:44
Study Number: P101
Organization: WCG - VELOS

Calendar: Structured Patient Visit Calendar - Alternate

The new line items 'Events' specified here will be displayed in the budget in the following section : Personnel Cost

Apply Apply Apply
Cost Type Unit Cost # Of Units  Discount/Markup Indirect1 Indirect2

| | | | |

“ ~ PatientCare ~ Select an option v 0.00 100 O a

“  PatientCare ~ Select an option v 0.00 100 O (]

“  PatientCare ~ Select an option v 0.00 100 O (]

“  PatientCare ~ Select an option v 0.00 100 (O a

% » Patient Care  + Select an option v 0.00 100 O O

e-Signature *

a. Create an Event name at minimum, complete the rest of the table fields as needed, e-Sign,

then click Submit, to add up to five new line items for the section selected.
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5. SECTIONS ICON: Click Sections.

Back to Calendars '

Sections

eors

The Sections appear.

Sections in this budget are: Add New Section
Sequence Section Name Edit Delete
10 Subject Charge & ®
20 Start Up Charge 7 ®
30 Administrative Charge & ®
40 Miscellaneous & ®
=

= Click Edit to edit the section name or sequence of the section, as needed, e-Sign, and Submit

= Click Delete to delete the section, as needed. Then click OK in the pop-up, e-Sign, Submit.

Note: Sections inherited from a linked calendar cannot be deleted here. To remove or add
sections generated by a calendar, you need to add/modify the visits on the Visits tab of
the linked calendar.

= Click Add New Section, select the Section Type (Per Patient Fee or One Time Fees), enter the
Sequence and Section Name, e-Sign, and Submit, if needed
6. EXCLUDE MULTIPLE ICON: Click Exclude Multiple, if needed.

Back to Calendars
Exclude Multiple

Warning: Delete with extreme caution. Once a line item is deleted, it cannot be added back in
from this page. This may cause a difference in your projected versus final budgets.
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a. Check applicable checkboxes, e-Sign, then click Submit.

Budget >> Open >> Exclude Multiple Line ltems

Subject Charge
Completed Subjects
Dropged Subjects O
Screened Subjests

Start Up Charge

Adverlizing o
IRA Fee 0
Suppliess (o]
Training O
Administrative Charge
Lab Charges,
Mondor Visits 0
Regulatory n]
Resources o

Miscellaneous

Data Management O
Valid &-Sign |

Subenit h

The selected line items no longer appear in the budget.
7. MILESTONES ICON: Click Milestones to generate Additional, Visit, or Event milestones from a

budget. See Generating Milestones from a Budget for more information about this process.

Back to Calendars

¢

—‘ Milestones

8. ACCESS RIGHTS ICON: Click Access Rights, to modify or create new access rights.

Back to Calendars

Jo gl Access Rights [SldsiEv@lel -
nt/P: A mnnint/Pationt Variance
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A pop-up appears.

Budget Name: Budget Template for OSA Studies - 2020
Study Number: -

Organization: -

Access Rights for

O Al Users of this Account O All Users of this Organization O All Users within this study team Remove Selected Option
Define Access Rights

New Edit View
Budget O a O
Budget Appendix O a O
Access Rights ] O O
e-Signature *
The following users have access to this budget. Click on Access Select Users &
Rights to view/edit rights. h
User Name Access Rights Delete
Adam Yerger @ ®

= Select an ‘Access Rights for’ radio button if applicable, check checkboxes for New, Edit, and
View, as needed, then e-Sign, and click Submit
= Click Remove Selected Option, e-Sign, and click Submit, to remove the selections, if needed
= Click Select Users and select specific users to create specific access rights
= Click Access Rights to define the specific user’s access rights in a new screen, by
checking checkboxes, then e-Sign, and click Submit
= The specific users may be deleted from the table by clicking Delete, then e-Sign, and
click Submit
9. DISPLAY REPORT ICON: Use this dropdown to select one of three exportable budget reports. See

Exporting Budget-Specific Reports for more information.

Reports

By Visit
= Display Report ]

Velos General eResearch User Guide 6 December 2022 Page 421 of 624



wcg

9.213.2 Edit Calculation Attributes (Indirects, Fringe, Discounts, and Markups)
Permissioned users can add dynamic calculations, such as Indirect Costs, Fringe benefits,
Discounts, and Markups to a budget by using the Edit Calculations Attributes link on the budget
page. The Edit Calculations Attributes link is located in the lower left portion of a comparative or

patient budget, located right after the last line item.

Note: If your budget contains a large number of line items, it may be necessary to scroll to the
bottom of the budget to access the link.

To edit a budget’s calculation attributes:

1. Scroll to the bottom of the table and click Edit Calculation Attributes.

E] DEMO 0190 Calendar: DEMO Structured P3

Budget Name:
DEMO Structured Patien...

" By Coverage Type v

Final Visit (Per Patienf Fees)
Genetic Assa Patient Care R

Section Research Total
Section SOC Total
Section Other Cost Tolal
Lab Processing DEMO (Per Pafient Fees)

Lab Report Processing Patient Care R
Lab Report Processing Palient Care R
Section Research Total
Section SOC Tofal
Section Other Cost Tolal
Grand Research Total
Grand SOC Total

Grand Ofther Cost Total
Grand Total

Edit Calculation Attributes |

. lied to all lineitems with Salary-Classi
Cost Markup of 3.00% Applied fo all selected line items
Indirect1 of 1.00% Applied to selected Total Cost/Patient
Indirect? of 2.00% Mot Applied to selected Total Cost/Patient
S0C Lineitems not excluded from the Totals
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Edit Calculation Attributes

Budget Name: Study Startup Costs Budget
Study Number: 09877

Organizations: -

Calendar: -

Fringe Benefit 50 % (] Apply to all Salary-Classified and Salary-Faculty

@) Apply Discount to selected line items
Cost Discount/Markup 00 % O Apply Markup to selected line items

® Do not Apply Discount/Markup to selected line items

Apply to Total Cost/Patient for selected line items
Indirect1 00 % O Apply to Total Cost/Patient for selected line items

@) Apply to Sponsor Total Amount/Patient for selected line items
(Comparative Budget Template)

Indirect2 0 % @ Do Not Apply Indirect2 to selected line items

Exclude SOC line items from Totals [J

2. Make any changes needed to the Fringe Benefit percentage field by typing the percentage value

into the open field.

Note: 1. To view the applied fringe benefit, the Budget View must be Cost Type and the
Category “personnel”.
2. Any changes made to the fringe benefit will apply only to this specific budget.
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3. Next, make adjustments as necessary to the Cost Discount / Markup percentage field and select
either the option Apply Discount to selected line items, or Apply Markup to selected line items,

to indicate if this percentage is a markup or discount.

Budget Name: DEMO Structured Patient Visit Calendar 11/03/2022 11:08:21
Study Number: DEMO 0195

Organizations: WCG - VELOS

Calendar: -

Fringe Benefit 100 % ] Apply to all Salary-Classified and Salary-Faculty

o Apply Discount to selected line items
Cost Discount/Markup 2% O Apply Markup to selected line items
@ Do not Apply Discount/Markup to selected line items

Apply o Total Cost/Patient for selected line items

Indirect1 30 O Apply to Total Cost/Patient for selected line items
O Apply to Sponsor Total Amount/Patient for selected line items (Comparative
Budget Template)

Indirect2 43 % @ Do Not Apply Indirect? to selected line items

Exclude SOC line items from Totals

Warning: You can only apply a discount or a markup to any given budget. There is no way to
apply both calculations simultaneously.

Note: If you need to remove all indirect modifiers from the budget, Click the Remove Indirects
button, then click OK to confirm. To add indirects back, check the indirect 1 or indirect 2
box on the target line items.
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4. Finally, make adjustments as necessary to the Indirects percentage fields to indicate if indirects
should be applied to designated line items. Line items that have the Apply Indirects checkbox
ticked using the Edit Section Line ltems button are designated for application of the indirect
calculation. For Indirect1, there is the option to apply to Total Cost/Patient or turn the calculation
off. For Indirect2, there is the option to apply to Total Cost/Patient, Sponsor Total

Amount/Patient, or turn the calculation off.

Apply to Total Cost/Patient for selected line items I
Indirect1 0% © Apply to Total Cost/Patient for selected line items

O Apply to Sponsor Total Amount/Patient for selected line items (Comparative Budget Template)

0 % ® Do Not Apply Indirect? to selected line items

Indirect2

Exclude SOC line items from Totals (J

Note: 1. Indirects, Discounts and Markups are applied or removed by clicking on the Edit
Section Line Items button, as described in the Patient Template Type Example and
Comparative Template Type Example sections.

2. Indirect1 and Indirect2 should be applied separately as Indirect2 behavior can
depend on the budget type.

3. You can also optionally exclude any line items classified with the Coverage Analysis
type “Standard of Care” from the budget by clicking the Exclude SOC line items from
totals checkbox. This applies to cost type - Standard of Care or Coverage type that is
configured to designate 'Standard of Care'.

5. After configuring all necessary calculations to the Edit Calculation Attributes page, click Submit

to confirm to apply the calculations to the budget.

Note: See the examples described in the Patient Template Type Example and Comparative
Template Type Example sections for more information on how these are applied.
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9.2.1.4 Browser Budgets

Browser budgets are any budgets that are created directly from the Budget Browser page, as
accessed from Manage > Search (Budget). They do not include any of the budgets in the status of
‘Save as Template’ or any of the additional budgets available when checking the checkbox for
‘Default Calendar Budgets’. They do not include combined budgets specific to a study. Browser

budgets may use comparative, patient, or System Budget Template Types.

Comparative and patient templates, which are in ‘Work in Progress’ status, may be used as browser
budgets from the Budget Browser page. For more information, refer to Modify a Comparative or
Patient Browser Budget.

Comparative Browser Budget Example:

Tt w

Burkget Feame: Fuget Seat c Crgantzate P PO

m;_:mn.. VAR T Pruress Sole L TEsE L= o] Byt v @

o Calendar Selected @ Jug] <] & = = e & @ @

Applicd At 1INk st Unks

Rumter of Paients: 1 (%)
| crer | 1 | 000 1 nor
Tn0n HIH [ s
FLE ) LT £an? g
000 T 1) ELIE
[re—— [Revae—— 1
Wisz [oer I aa| .50 [11] [T5 oz ooy
000 i o i
5000 5007 5007 500
a0 00 (T i
5000 5007 5001 500
T I [ i
| 5000 50l ool a0
Gra 000 5007 5001 500
EdRk Calculation Aoribuics
T DAY 007 N AT 3 R G Sy 5008 ]
Ca: e Fems 5007 E0.00
[ HIH Tom
Indvect? of L% Wi g 5001 £ur0
SO0 Urerers eodladed I

Study browser budgets have a very different appearance. For more information, refer to Modify a
Study Browser Budget.
Study Browser Budget Example:

Details W Appendl;  Access Rights

Budget Name: o budgetlons - TEST ot Status: Wark i Progress Study Number: - Organimtion: WO - VELDS
et o Y L

T .
Study Budget by Category v | [3] Ch v 53

Calegory Descriplion Unit Cost No. of Units Tolal Cost Line Item

Subject Charge @

Completed Subjects Patlent Care v | - 0.00 1.00 o0 ®

Dropped Subjects Patient Care v - 0.00 100 000 ®

Screened Subjects Patient Care  ~ 0.0 1.00 0.00 ®
Sub-Total (in US Dollars) 000

Start Up Change

®
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92141 Modify a Comparative or Patient Browser Budget

Comparative or patient templates, not in’ Save as Template’ status, may be used as browser budgets
for forecasting future costs. There are icons for these types of browser budgets that can also be
found in a calendar budget. For information on using the icons also found in calendar budgets, refer
to Modify a Comparative or Patient Calendar Budget. For information on the Edit Calculations

Attributes button, refer to Edit Calculation Attributes (Indirects, Fringe, Discounts, and Markups).

Note: Review Patient Template Type Example or Comparative Template Type Example for
more information about these system budget template types.

In addition to the calendar budget icons explained in the Associate a Comparative or Patient Budget

Template to a Calendar section, comparative and patient browser budgets contain the following

icons:
Icon Name Description
m Library Used to select library calendars to link to the budget.
Calendar(s)
Study Used to select study calendars to link to the budget.
@ Calendar(s)
o Delete Used to disassociate one or more calendars from the budget.
Calendar(s)
= Repeating  Create line items that repeat in all sections, in the one-time fees’
e Line ltems  sections, or in the per patient fees sections.
R Personnel  Used to create personnel costs. Only available after selecting a

Costs specific calendar.

Copy Budget Used to create a copy of the budget.

Note: See Using the Bulk Edit tool for Budgets for more information about bulk updating a
comparative or patient browser budget.
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To update a comparative or patient browser budget:

1. Click Manage > Search under Budget to access the Budget Browser page.

Personalize ¥ Manage >~ Libraries ¥ eSample ¥ Reporting =

Search B o

y New Organizations
Budget Name/St

Search Groups

Browser Test 1 | New Links udy
Budget Templaty Sea rch Forms mparative Budget
cbudgetogog - Enrolled Portals udy
c Comparative E Schedule MNetworks mparative Budget
c.OSA Calendan ISkl 24 m mparative Budget
Calendar BUCgE
Studies New Search mparative Budget
13:57-45 'h mparative Budget

2. Click the budget name, for a budget identified as either a patient or a comparative template type,

in the Template column, that is in ‘Work in Progress’ status.

;:‘:“ — Fiod Hyperizrehan Dlagnasics Phase 1 n‘: g
Tz &
sy 01, Asszzsment of Eary deecdon Based on Liguk Elzp *% WICG - VELOS Vi ®
3. The browser budget for either a comparative or patient template type will appear.
Butetame. utos Staie e WO Organzation Repots ByVist v @ 0 I *

Comparative
Soloct Calendar

Al v By coverage ype v | B o © 0] = = £ = ® (o]

Category Coverage Type Appled Atirbutes Une Cost Unts Diect CostPatient Totat CostPasent CosyAl Patients ‘Sponsor Direct AmountPatient Sponsor Total AmountPatient

Persoanel Cost[Exampe Patient Catendss 2021) _(Fer
. — - —
Socion Resear 5000 00d 30000 0%
Secaon SO T o aos sood $000
Sechon Ohes Cont Toll Sl sood Sood )
Macelancous [Exampie Patent Caiendar 2021] (e Fatert Foes
£ T L o 009 000 (1] on
S000 000 So0d 000
ot So000 So00 sood S0
Sacton Oes Cost Total o so0d 500 S0
ol Vst _[Example Patent Calendar 2021] (Fer Favert Fees
s o (T — i 564 iod Y7} o4 1= (1)
8 o1 5004 Tou. o0l (18 (T
3000, $000 5004 w
@ so0u sood s0%0
So00 S04 S04 LTS
o T o 35000 3009 000 L] 000
e | Patert e R o1 50000 100 50,00, 000 (] %000
o 500 00 o 600l o0 o o0
wof 50000 %0000
5950 355000 $85000, 5000 30 525000
500 so0d 000 Soon 000 060
T30 Tosmo TS0 oo Soo LT
Lab Follow Up_ [Example Patient Caleniar 2071] Worber of Paceats: 1| 7 (D) =

4. Update, as needed, for icons described in Modify a Comparative or Patient Calendar Budget or

functional areas described in System Budget Template Types.

Velos General eResearch User Guide 6 December 2022 Page 428 of 624



5. LIBRARY CALENDARS ICON: If needed, Library Calendars may be added. Click Lib. Cal.

Lib. Cal

Organization: Reports
) By Visit v [g
© 55 = ® O]

a. Inthe pop-up, check checkboxes for the applicable library calendar(s) to add, e-Sign, and

click Submit.

Patient Visit Schedule Calendar
m} PhagsPharm patient visil cakendar
] Procedures A

The following are the Calendars currently listed In your Library. Select the Calendar that you wish to add to your budget.

Description Calendar Category

Structured Visit Calendar Wark in Progress Liwrary Calondar
B Work in Progress  Libwary Galandar

- Work in Progress Library Calendar

The new library calendar(s) will be added to the browser budget. Each Event section of the

calendar will appear with the associated calendar name colored red.

W Current Page: Patient!Comparative Budget

Details w
[

Budget Marne: Budget Status: .

Study 5 costB Work in Progress Sfudy Murnber: -
Select Calendar

- « orcomme o « [

Applied Attributes  Unit Cast Units

Reports
B By Visit v [3]

Organization:

ariance

Initiad Visit  [Patient Visit Schedule Calendar]  (Fer Pansnt Feas)

i 5000 5000 £000 saml
Sechion SO Tats 50 $0.00 $0.00 5 0.00) £0.09 50.00
Section Cher Cost Total S0 $0.00 $0.09 50,00 £0.00 50.00
Miscellanecus [Patient Vialt Scheduls Calsndar]  (fer Fatent | s6s) Number of Patisnte: 1| & (1)
Mise Habant Cana | Ctmer 1.0 [LFL ) i ! 0000 [T} a0 L)
Section R ch Tald 50 F0.00 $009 5000 $0.00 £0.00
Seclion SOC Tal 50 $0.00 $009 5000 £0.00 £0.00
Sechan Ciher Cost lotal 5001 0 0.0 5 0.0 s0.0 ]

0 an

Baseline Evaluation Patient Care: [=1]
Baseline Evaluation Cam [+1]
- - i = -

Humber of Patients: 1) 2 (F)

| (5 0 0.0 [T
300 5 000 £0.00 5 000 S000
¥ 500 5000 £000 S 000 S000
Saction Cihar Cost Totel SO0 5 0.00, £0.00 5 0.00 5000
Grand Toters For All Celendars
Grand Rrsaarch Taie £ 1500 § 150001 § 1500 00 [0 B0O0 &1 5000
Grend SOC Total 30 5 0.0 5 0.00 [} 50,00 5000
Grand ONer Cost Total § 12,500 5 12,5000 5 12,500.00 0, 50005 12,50000
Grand Toinl § 14,000 5 14,000.0 & 22,000.01F [0 B000 51200000
L
Edii Calculation Atiributes
Farge benedt of 0.00% Mot Appied to 6l linedams wih Salar-Clessiied end Seleny-Faculty Total Finge F0.00
N Pv—— S — B Toiatl Gt
Casl DiseountMarkug of 0.00% Nol Applied 1o all seleced line ilems DiscountMerkup $0.00
Trelweset 1 af 0 (015 Mk Aqypie] T srieeaed Tal) Gred Pt Tt I 000
Incliteet? af 0 (1% Mot Applied i seiecad Tals) CostPalin Tota Inire £000
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6. STUDY CALENDARS ICON: If needed, Study Calendars may be added. First click Details to

associate the browser budget to a study.

a.

b. The Budget tab now appears. Click Study Cal.

C.

Velos General eResearch User Guide

Select the applicable study in the dropdown for the ‘Associate Budget to the following Study

]

field, e-Sign, and click Submit.

[ [

P Current Page Budqet == Open

Busget Name * Stuoy Startup Cost Budpat

Verzion Number
(L irmil 4000 charamdens) 3
Crealed by * Laura Paimer Select User
Budget Currency * US Dollars v|
Budget Template * Comparative Budget
Budget Status Work in Progress v

® Dudget is Organization nua-spetific

O Budget 1s speci to Organizabon: | Select an option v

| DEMOZES v|

Valid o-Sign (RN SRETR m

Associate Budget o the folowing Study

P Current Page: Patient/Comparative Budget

Deetails w Milestones

Budgel Name: Buegel Slatlus.
Study Startup Cost Bud... Work in Progress Sludy Number. DEMOSS8 5| @
Select Calendar

Study Cal

In the pop-up, check the checkbox(es) for the applicable study calendar(s), e-Sign, and click

Submit.

iated to the $tudy. Select the Calendar that you wish to add to your budget.

e-Signature *

Calendar Category

Work in Progress Admin Calendar

-] Adminsirative Galendar

Struciured Vist Calendar Cfline for Editing Study Calendar

Fatient Visit Schedule Calendar

= Study calendars added in browser budgets may be in’ Work in Progress’, ‘Active’, or
‘Offline for Editing’ status, and may be study calendars or admin calendars
= As with adding library calendars, the study calendars will appear in the Budget tab with

each Event section showing the name of the calendar colored red
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7. DELETE CALENDARS ICON: If needed, added calendars may be deleted. Click Delete Cal.

P Current Page: Patient/Comparative Budget

Details Milestones

Budget Name:
Study Startup Cost Bud...

Select Calendar
All

Budget Status:

~ By Coverage Type v Remove Indirects @ m

a. Click Delete for the applicable calendar.

Study Calendars selected are :

Study Calendar

Patient Visit Schedule Calendar
Procedures A

Delete
Administrative Calendar
Patient Visit Schedule Calendar

b. Click OK to confirm deletion.

veltraining.veloseresearch.com says

Dielete Administrative Calendar fram Budget?

B = -
ra

Addrninisliative Calerds
Hatent Visit Schedule Calendar

o

c. Enteryour e-Signature and click Submit to confirm.

Please enter e-Signature to proceed with Calendar Delete from
Budget.

All sections of the calendar and costs will be deleted from the Budget tab.

Organization:
Work in Progress Study Number DEMOgss B © &

Delete Cal
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8. REPEATING LINE ITEMS ICON: If line items are needed for all sections, one-time fees' sections,
or in the per patient fees’ sections, they can be added at one time. Select a calendar from the

Select Calendar dropdown and click Go, if prompted, and then click Repeating Line ltems.

P Current Page: Patient/Comparative Budget

Details :TLLEEE Milestones

Budget Name: Budget Status: Reports
Study_Startup Cost Bud... Work in Progress By Visit

Belect Calendar

Patient Visit Schedule Cal v By Coverage Type v Remuve Indirects @ = ®
i Repeating Line ltems

a. Enter an Event name, and optionally enter a CPT Code and / or Description. Select a Category

Aa

from the dropdown options. Select either Repeats in all Per Patient Fee sections, Repeats in
One Time Fees sections, or Repeats in all sections in the Repeating Line ltems dropdown.

Enter your e-Signature and click Submit.

Comparative Budget => Add/Edit Repeat Line ltems

Description Category Repeating Line ltems
Patient Care Fee 1 1 Patient Care  +~ |Repeats in all Per Patient Fee sections +
One Time Fee 2 222 Equipment ~ |Repeats in One Time Fees sections  +
All Section Fees 3 333 Personnel v  |Repeats in all sections v
Patient Care  + Repeats in all sections -
Patient Care  ~ Repeats in all sections v
Patient Care v Repeats in all sections A
Patient Care  ~ Repeats in all sections -
Patient Care v Repeats in all sections v
Patient Care  + Repeats in all sections -
Patient Care  ~ Repeats in all sections -
Add More Rows Enter the desired number of new rows in the box to the left, your e-Signature below and then click Refresh
e-Signature * [---| ]
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The One Time Fees line items will only appear in the One Time Fees section(s), the Per

Patient Fees will only appear in the Per Patient Fees section(s), and the all sections selection

will appear as line items in all sections.

Personnel Cost|(Fer Fatient Fees)
All Section Fees 3 —— Personnel [ Other 0.0 1.00| 3
Patient Care Fee 1 4% Fatient Care | Other 0.0 1.00] -

Section Research Total

Section SOC Total
Section Other Cost Total

One Time Fees |(One Time Fees, (
All Section Fees 3 Personnel [ Other [ [ 0.03 1.00|

One Time Fee 2 &% Equipment | Other | | 0.0
o

ection Research Total

Section SOC Total
o

ection Other Cost Total

Initial Visit_(Per Patient Fees)

| All Section Fees 3 | Personnel Other 0.0 1.00 L
Franemeareree T Patient Care Other 0 1.00 1
| Baseline Evaluation Patient Care m 100.0 1.00 i
| Baseline Evaluation Patient Care Q1 250.0 1.00 £

Ikaline Phosihatase NOS Patient Care Other 0.0 1.00 |
ection Research Total

o
Section SOC Total
Section Other Cost Total

L

Follow-uE and Labs iﬁerlﬁaffenf Fees) - . P‘" ., . F“' ‘..‘_’-

The Unit Costs will be 0.00 for all new line items and each section will require editing to

add in specific costs

b. After adding line items, after clicking Repeating Line Items again, there are three options for

additional functionality.

Comparative Budget >> Add/Edit Repeat Line ltems

I Add More Rows 9 Enter the desired number of new rows in the box to the left, your e-Signature below and then click Refresh |

CPT code Description Category Repeating Line ltems Apply Changes To
All Section Fees 3 333 Personnel ~ Repeats in all sections ~ | Future Sections 4 1 BEES
One Time Fee 2 222 Equipment ~ Repeats in One Time Fees sections v  Future Sections ~ Delete
Patient Care Fee 1 m Patient Care v Repeats in all Per Patient Fee sections v IFuture Sections @ Delets
Future Sections

e-Signature * Submit k

Velos General eResearch User Guide

Click Delete, for a line item, to delete the Event from the applicable sections, then enter
your e-Signature and click Submit.

Change the Apply Changes To dropdown option to Previous and Future Sections, in
order to update information for the line item in all applicable sections which are existing,
and for those new sections in the future. Enter your e-Signature and click Submit.

As the additional blank lines have been deleted, more lines may be added by entering a
number in Add More Rows field. Then click Refresh, add data into the new line item(s),

then enter your e-Signature and click Submit.
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9. PERSONNEL COSTS ICON: If personnel costs are needed to be added, or individual calendars are

to be viewed, a specific calendar must be selected. Click the applicable calendar from the Select

Calendar dropdown, then click Go.

Details m Milestones

Budgel Name Hudgeal Status
Work in Progress

Select Calendar

Al | By Coverage Type v m
Al

Patient Visit Schedule Cale...
Procedures A

Patient \isit
Personnel Cost [Patlent Visit Schedule Calendar]  (Per Patient Fees)

Patient Visit Schedule Calendar Coverage Typ

a. Click Personnel Costs to add up to ten personnel costs simultaneously.

Reports
By Visit ~
§ © o
Personnel Costs
b. Enter and select applicable information, e-Sign, and click Submit.

Personnel Type Rate Include in Notes Category

Gas for Travel 10.00 All Per Patient Fee sections + For increase in gas prices Travel hd
Personnel Cost Section only v Personnel hd
Personnel Cost Section only v Personnel v

Add More Rows Enter the desired number of new rows in the box to the left, your e-Signature below and then click Refrash

e-Signature * s Submit u

= Forthe ‘Include In’ field, if selecting Personnel Cost Section only, then the cost will only

appear in that section; if selecting All Per Patient Fee sections, then the cost will appear

in all Per Patient Fee sections; or, if selecting All Sections, then the fee will appear in all

sections

= If requiring more than ten rows, or returning to the Personnel Costs page after

submitting, add more rows by entering the number of rows into the Add More Rows field,

e -Sign, then click Refresh. Complete information, e-Sign, then click Submit.

= Alternately, when returning to the Personnel Costs page, click Delete to delete a cost,

then e-Sign and click Submit to confirm, if needed
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10. COPY BUDGET ICON: If the budget created is something that would be beneficial to use later, or

referred to as a new version, it may be copied. Click Copy Budget.

A Reports
By Visit
i3 Copy Budget = ® @
The Budget Study Startup Costs Budget will be copied.
Please note that all the appendix files will not be copied if the size of the files the space for up files for your account.

Please enter a name for the new Budget * @ Generic Startup Costs

Please enfer a Version Number for the new Budget © 20

vaiid «-sign EEEETEL CrU m

The copied version is now located in the Budget Browser page.

Note: For all other icon and button functionality not noted in this section, for more information,
refer to Modify a Comparative or Patient Calendar Budget, or Edit Calculation Attributes
(Indirects, Fringe, Discounts, and Markups).

92142 Modify a Study Browser Budget

Study browser budgets may be used to analyze study costs for forecasting. The study type of budget
template may only be associated to a study from the Budget Browser. A new study template must be
created for use each time and must be kept in the ‘Work in Progress’ status. For information on how

to create a budget template, refer to Create a Budget Template.

Note: See Study Template Type Example for more information about using this type of budget.

Study Budgets can document general distribution plans for various types of costs incurred while

managing a Study.

Default Sections for new Study Budgets include the following, including their default line items:
= Subject Costs — Screened Subjects, Dropped Subjects, Completed Subjects

= Start Up Fees — IRB Fee, Advertising, Supplies, Training

= Administrative Charge — Regulatory, Resources, Monitor Visits, Lab Charges

* Miscellaneous — Data Management
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The Line Items can be customized by Category, Unit Cost, and Number of Units. Each Section
displays a Sub-Total and the Total of All Costs at the bottom of the Budget page. Indirect Costs can

be specified as a percentage of the Total Costs.

In addition to the Add New Line Item and Display Report calendar budget icons, and the Copy Budget

icon in the comparative and patient browser budgets, a study browser budget contains the following
icons:

Icon Name Description

2/ Edit Used for editing section names, sequencing of sections, and deleting.

° Sections For more information, refer to the Sections Icon information in Modify
a Comparative or Patient Calendar Budget, which has the same
functionalities.

i Delete Used for excluding line items in sections. For more information, refer
& Multiple to the Exclude Multiple Icon information in Modify a Comparative or
Patient Calendar Budget, which has the same functionalities.
C Refresh Used for refreshing calculations after modifying fields.
Calculations

To modify a study browser budget:

1. Click Manage > Search under Budget to access the Budget Browser page.

Personalize ¥ Manage » Libraries ¥ eSample ¥ Reporting =

Search B -
i New Organizations
Budget Name/S!

Search Groups
ouggetnamef Pens IS i
Browser Test 1 | New Links udy
Budget Templat; Search Forms mparative Budget
c budget0909 -1 Enrolled Portals udy
c.Comparative § Schedule Networks mparative Budget
c.OSA Calendan lalitlEY m mparative Budget
Calendar Budge
Studdies New Search mparative Budget
135746 mparative Budget

2. Locate the study budget and click the budget name.
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P Current Page: Budget Browser

Search By

Budget Name/Study Number:

Budget Name ¢ Version ¢ Template ¢ Study Number ¢
Budget A % Study -
Study P101 Study Budget Study 00012

= Study budgets show Study in the Template column
= A study budget not used for a study will have a dash in place of Study Number

= Study budgets in a Save as Template status are not usable for browser budgets

The Study Budget page appears.

b Current Page: Study Budget
Detais Appendix  Acress Rights
Budyet Name:  c budgei 203 - TEST Butget Status: Work in Progress Study Mumier: Oigmization: WES - VELOS
Reporls ;
o
Shurdy Budoet by Calagary ~ Chwvw
Category Description Unit Cost No. of Units Total Cost Line tem
Subject Charge @
Completed Subjects Pafient Care v 000 100 aan ®
Dropped Subjects Palient Care w a0 100 000 ®
Screened Subjects Palient Care w .00 100 000 ®
Sub-Total {in US Dollars) 000
Start Up Charge @
Advertising Other Expensa e 100 000 @
IRE Fee - — Daliiﬁt Care V'-\ asim = i, 0.0 1 DP- - 0“ ana "-& o~
Miscellaneous @
Data Management Pationt Care v 0.00 1.00 0.00 ®
Sub-Total (in US Dollars) 0.00
Total {in US Dollars) Qoo
Indirect Costs 0.0 % Of Total [lli)
Grand Total (in US Dellars) .00

3. If not already associated to a study, click Details to associate to a study, if needed, otherwise,

skip to step 4.

P Current Page: Study Budget

(ol i Appendix | Access Rights

Budget Name: Budget A

6 December 2022 Page 437 of 624

Velos General eResearch User Guide



wcg

a. Select an option from the dropdown in the field ‘Associate Budget to the following Study’.

Associate Budget to the following Study:

|:P101 v]

Valid e-Sign [ERslsiEIlII=RNEs m

b. Enter your e-Signature and click Submit to confirm.

To use the Add New Line Item, Edit Sections, or Delete Multiple icons, refer to Modify a

Comparative or Patient Calendar Budget.

5. Click Delete, to remove line items, if not needed. Then click OK in the pop-up, e-Sign, and Submit.

veltraining.veloseresearch.com says

Delete Data Management from Budget?

@ ca ! CEI

Valid e-Sign [SESIvHEITIE-RdaET

Please enter e-Signature to proceed with deletion.

6. Click a link in the Type column to update the name of a line item and its’ description, if needed,

per line item.

Category Description Unit Cost No. of Units

Subject Charge

ompleted Subjects k Patient Care ~

0.00 1.00

7. Click the Category dropdown and select a different option, if needed, per line item.

8. Modify the Unit Cost and /or No. of Units fields, per line item, as needed.
9. Modify the Indirect Costs field, if needed.

Indirect Costs [y 00 % Of Total

10. Click Refresh Calculations, to refresh the Total Cost column calculations after updating any

other cost fields.

B

Refresh Calculations

= |conis also located to the left of the Submit button

Velos General eResearch User Guide
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11. Click Submit, to save all changes to the budget.

12. For more information on the use of the Display Report icon, refer to Modify a Comparative or
Patient Calendar Budget.

13. For more information on the use of the Copy Budget icon, refer to Modify a Comparative or

Patient Browser Budget.

Warning: Ensure Submit is clicked to save all changes on the Budget page before navigating to
any other system tabs or areas.

14. Click Appendix to add files and links. For more information, refer to Adding, Downloading, Editing

or Deleting an Attachment.

DECTETILLE@  Appendix  Access Right::'h

15. Click Access Rights to adjust budget access rights. For more information, refer to Modify a

Comparative or Patient Calendar Budget.

9.2.1.5 Create a Combined Budget

Calendars may be combined to create a combined view of more than one study calendar budgets.
The calendars must all either be in Work in Progress or Active status only. All calendar types must
be either Patient or Comparative. This view is not dynamic and will only show a single point in time
for the data presented. If a combined budget needs to be created again, the original will need to be

deleted. For more information on deleting a combined budget, refer to Deleting a Budget.

To create a combined study budget:

1. Locate a study and click Budget in the Study Management area.

‘You are working on study: DEMO 0191

Study Details  Versions  Admin Schedule  Study Setup m Milestones  Molifications  Study Stalus  Reporls  Study Team  Foms  Sludy Network

There is no Study level Combined Patient Budget defined, Please Check the following checkbox and Submit to create a combined Patient budiget.

B Crams Budget from All Galandars with Calendar Status * Active ~ W of Calendars satisfying eriteria: 2

Budgst Template ©  Gomparative Budget -

Valid e-Sign [EREIUSITEEPEY m
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2. Select either Active or Work in Progress from the dropdown and check the checkbox to the far
left of the status field.
= Asthe type of status is selected, the number of calendars satisfying the criteria will show
3. Select the Budget Template field type from the dropdown, e-Sign, and Submit.
= The options are comparative or patient

4. The combined study budget will appear.

Study Details  Versions ~ Admin Schedule sludySemn Milestones ~ Nofifications ~ Study Status ~ Reports ~ Study Team  Forms  Study Network

Budget Name: " Budget Status Organization
Combined Patient Budge... & Work in Progress WCG - VELOS
select Calendar | Al ~ By Coverage Type v n Remove Indirects ¥ * o) ® ®
‘ , . — s . Sponsor Total
Category CoverageType  Applied Altributes  Unit Cost units Direct Cost/Patient Tolal Cost/Patient  Cost/All Patienis  Sponsor Direct Amount/Patient  ~POTSPLTBEL Variance
DEMO Structured Patient Visit Calendar By Visit v @ = E) = ® )
Personnel | Cost(Per Pationt Feas) Number o Patients: 1| 2 (@
T I T [ [ x| oo
Sestion Research Total 500 S0 50,00/ s000 500 S0.00
[ Section SOC Tofal 5 0.0 S0.00 S0.00] S0.000 5 0.0 50.00
[Section Other Cost Total 500 50.0 5000/ 5000 500 5000
DEMO Structured Patient Visit Calendar Byvist v [© = =) =
Miscellaneous (Per Patient Fees) Number of Patients: 1| 2 (1)
Misc [Palient Care [ Other I I 0.00 1 0.0 0. 0.00] [ 0.0 [X)
| Section Research Total 500 50.0 5000/ 5000 500 5000
[ Secton S0C Total I 500 5001 5000/ | S 001 5000
[ Section Other Cost Total | S0 SO0 50.00] s000 S0t s0.00
DEMO Structured Patient Visi Calendar By Visit v [EE @ = ®

Initial
Bas
Ba

atient Fees)

[ Patient Gare. To1 I

50.00 5001
Seo Total | 50.00] S000 50.00
[Section Other Cost Total | 51.000.00f $1.000.00] s000 51,000.00
DEMO Structured Patient Visit Calendar By Visit vE= @ ]
Followcsn and | ahe (ar Dationt Fanc) T Mumhor of Dationte: 4] 2 T

5. To hide icons above each calendar section, click Hide Icons, if needed.

Organization:
WCG - VELOS

a. Toview the icons again, click Hide Icons a second time.

[Budget Name N Budget Status Organization
[Combined Patient Budge... £ Work in Progress WGG - VELO!
Select Calendar All v By Coverage Type v n ¥ + ®

Category CoverageType  Appiied Attributes Unit Cost Units Direct Cost/Patient Total CostPatient  CostAl Patients  Sponsor Direct Amountpatient  SPonsor ofal Variance

DEMO Structured Patient Visit Calendar

PersommelCost (rer Patert Foes) Ve ot pavents 1] 7 ®
T Other o0g [0 o0g o0
[ Secion Research Tola 5000 00 S000 5000 S00 5000
[ Secion SOC Total 5000 500 5000 5000 00 5000
['Secion Ofher Gost Total 5000 5 0.0 S0.00 5000 S00 5000

DEMO Structured Patient Visit Calendar

Note: For all other icon and button functionality not noted in this section, please refer to Modify
a Comparative or Patient Calendar Budget or Modify a Comparative or Patient Browser
Budget, for more information.
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9.2.1.6 Exporting Budget-Specific Reports
All budgets provide a means to export data directly from the budget page for archival, compliance, or
offline sharing purposes. Each budget-specific report can only be accessed via the budgets page

and will only pull data for that specific budget where it is pulled from.

To access and export a budget-specific report:

1. Navigate to any budget and click on the dropdown menu under the Reports heading.

Study Budget by Category v

2. Select the budget-specific report you would like to export and click the Display Report (eye icon)
button.

Reports

Study Budget by Category v
Study Budget by Category
Study Budget by Type

Note: The specific reports available vary depending upon which budget type you are viewing.

3. Once the report displays, the report can exported as an Excel file, Word file, or opened in a

printer-friendly format by clicking on the associated icons.

Download the report in

Study Budget by Category

There are three distinct budget-specific reports associated with Comparative and Patient Budget
Template Types:

= By Visit

= Calendar Grid

= Overview

There are two distinct budget-specific reports associated with the Study Budget Template type:
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= Study Budget by Category

= Study Budget by Type

Review the sections below for examples of each type of report.

9.216.1

By Visit (Comparative / Patient Budgets)

The By Visit report is available only on Comparative or Patient type budgets. This report displays

your budget data in a summarized format organized by visit/section. Calculation attributes

information is summarized at the top of the report. See a report example below:

Downioad the reportn B [B & I

Budget Name: DEMO Structured Patient Visit Calendar 08/30/2022 11:16:31
Budget Version: 1
Study Number: DEMO 0190
Study Title DEMO 4 - Lung Hyperinflation in Adults with OSA
Study Calendar: DEMO Structured Patient Visit Calendar
Organization: WCG - VELOS
Applied Attributes: D1= ,1D2 ="2"%
Event CPT code Additional Codes Category  Coverage Type Applied Attributes Unit Cost Units Direct Cost/Patient Total C S| Direct Sponsor Total Amount/Patient Variance
Personnel Cost (Per Patient Fees) Number of Patients: 1
Admin Fee Personnel  Other D1 250.00 1.00 250.00 25250 25250 10.00 10.00 24250
Section Research Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section SOC Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section Other Cost Total $250.00 $ 25250 $ 252.50 $10.00 $10.00 5-242.50
Initial Visit (Per Fatient Fees) Number of Patients: 2
Baseline Evaluation Patient Care Q1 D1 100.00 1.00 100.00 101.00 202.00 10.00 10.00 -91.00
Baseline Evaluation Patient Care Qat DM 25000 1.00 257.50 257.50 515.00 20.00 20.00 -237.50
Lab Report Processing Patient Care  Other D1 102 00 1.00 500.00 505.00 1,010.00 0.00 0.00 -505.00
Lab Report Processing Patient Care Other 1D1 7,500.00 1.00 7,500.00 7,575.00 15,150.00 0.00 0.00 -7,575.00
Section Research Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section SOC Total §357.50 $358.50 $717.00 $30.00 $30.00 $-328.50
Section Other Cost Total $9,00500 $9,095.05 $18,190.10 $10.00 $10.00 $-9,085.05
Follow-up and Labs (Per Patient Fees) Number of Patients: 1
Follow Up Patient Care Qo ID1 35000 1.00 350.00 353.50 35350 10.00 10.00 -343.50
Follow Up Patient Care Q0 ID1 450.00 1.00 450.00 45450 45450 10.00 10.00 444,50
Genefic Assay Patient Care R 1D1 1,500.00 1.00 1,500.00 1,515.00 1,515.00 10.00 10.00 -1,505.00
3 B0
Section Research Total $150000 $1,515.00 $1,515.00 $10.00 $10.00 $-1,505.00
Section SOC Total $800.00 $808.00 $808.00 $20.00 $2000 $-788.00
Section Other Cost Total $3750.00 $3,787.50 $3,787.50 $10.00 $10.00 $-3,777.50
Follow-up Visit1_(Per Patient Fees) Number of Patients: 1
Follow Up Patient Care Qo ID1 35000 1.00 350.00 35350 35350 10.00 10.00 -343.50
Follow Up Patient Care Qo ID1 45000 1.00 450.00 454.50 45450 10.00 10.00 -444.50
Section Research Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section SOC Total $800.00 $808.00 $ 808.00 $20.00 $2000 $-788.00
Section Other Cost Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
test (Per Patient Fees) Number of Patients: 1
Genefic Assay Patient Care R ID1 1,500.00 1.00 1,500.00 1,515.00 1,515.00 0.00 .00 -1515.00
Baseline Evaluation Patient Care Other ID1  100.00 1.00 100.00 101.00 101.00 0.00 0.00 -101.00
Baseline Evaluation Patient Care Other ID1 25000 1.00 250.00 252,50 25250 0.00 0.00 -252.50
Section Research Total $150000 $1,51500 $1,515.00 $0.00 $0.00 $-1,515.00
Section SOC Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section Other Cost Total $350.00 $ 35350 $ 353.50 $0.00 $000 $-353.50
Follow-up Visit 3 (Per Patient Fees) Number of Patients: 1
Follow Up Patient Care Qo ID1 35000 1.00 350.00 353.50 35350 10.00 10.00 -343.50
Follow Up Patient Care QO D1 45000 1.00 450.00 45450 45450 10.00 10.00 44450
Section Research Total $000 $0.00 $0.00 $0.00 $000 $000
Section SOC Total $800.00 $808.00 $808.00 $20.00 $2000 $-788.00
Section Other Cost Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Genenc assay Follow-up VISit 4 (Per Patent fgesy care w1 swow 10w 1-5«!‘.%‘"*’ Of PatesiE 101500 v v azw
Section Research Total $150000 $1,51500 $1,515.00 $000 $0.00 $-1,515.00
Section SOC Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section Other Cost Total $1,000.00 $1,01000 $1,010.00 $10.00 $10.00 $-1,000.00
Lab Processing DEMO (Per Patient Fees) Number of Patients: 1
Lab Report Processing Patient Care R ID1 50000 1.00 500.00 505.00 505.00 10.00 10.00 -495.00
Lab Report Processing Patient Care R ID1 7,500.00 1.00 7,500.00 7.575.00 7.575.00 10.00 10.00 -7,565.00
Section Research Total $8,000.00 $8,080.00 $8,080.00 $20.00 $20.00 $-8,060.00
Section SOC Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Section Other Cost Total $0.00 $0.00 $0.00 $0.00 $0.00 $0.00
Grand Research Total $12,50000 $12,625.00 $12,625.00 $30.00 $30.008 -12,595.00
Grand SOC Total $435750 $4,39850 $4757.00 $130.00 $130.00 $-426850
Grand Other Cost Total $1435500 $14,49855 $23593.60 $40.00 $40.008 -14,458.55
Grand Total $3121250 $31,522.05 $40975.60 $200.00 $200.008 -31,322.05
Total Salary $ 25755 $ 262.60
Fringe benefit of 0.00% Not Applied to all lineitems with Salary-Classified and Salary-Faculty Total Fringe $0.00 $0.00
Cost Markup of 3.00% Applied to all selected line items Total Cost Markup $7.50 $15.00
Indirect1 of 1.00% Applied to selected Total Cost/Patient Total Indirect1 $309.55 $ 400.60
Indirect2 of 2.00% Not Applied to selected Total Cost/Patient Total Indirect2 $0.00 $0.00
SOC Lineitems not excluded from the Totals
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9.216.2 Calendar Grid (Comparative / Patient Budgets)

The Calendar Grid report is available only on Comparative or Patient type budgets in the “By Cost
Type” view. This report displays your budget data in an event-visit matrix. Calculation attributes
information is summarized at the top of the report, and personnel /calculation totals are displayed in
tables at the bottom of the page. All excluded standard of care items are marked with “SOC”. See a

report example below:

Note: The Calendar Grid report is only available in the “By Cost Type” view of the budget.

Download the report in: IE m é
Calendar Grid
Budget Name: DEMO Structured Patient Visit Calendar 11/03/2022 11:08:21
Budget Version: 1
Study Number: DEMO 0195
Study Title: DEMO Lung Hyperinfiation in patients with OSA
PI: Carla Demo
Study Calendar: DEMO Structured Patient Visit Calendar
Organization: WCG - VELOS
Applied Attributes: D1 = "10"%, ID2="0"%
y § . . ' |Additional /
e y Follow-upand |Follow-up Visit 1 |Follow-up Visit [Follow-up Visit |Follow-up Visit Final Visit (1 |Unscheduled . Total
EE CREjesteyin A S patien S Labs (1 patients) |(1 patients) 2(1patients) |3 (1patients) |d (1 patients) |patients)  Events (1 patients) ga?"l'e"“";"‘"s" (1 |costiPatient
Baseline i 350.00] 350.00)
Genetic Assay la4325 1,500.00 1,500.00|
Follow Up 800.00] 800.00) 800.00) 800.00) 800.00] 800.00) 4,800.00)
Lab Report Processing 8,000.00] 8,000.00] 16,000.00]
Drug Administrati 50C 500.00| 500.00) 500.00) 500.00) 500.00] 500.00| 700.00) 500.00 4,200.00)
(Genetic Testing Kits - Oral 3,750.00] 3,750.00)
Travel between Site A and Site B 1,000.00] 1,000.00] 2,000.00]
PPE 60.00] 60.00] 60.00| 60.00) 60.00 60.00] 360.00|
Direct Cost/Patient 1,410.00] 14,550.00] 1,360.00| 1,360.00) 1,360.00 1,360.00_10,360.00 700.00) 500.00
Total Cost (Per Patient)
(Inclusive of Calculation Attributes listed 1,551.00| 16,005.00) 1,496.00| 1,496.00) 1,496.00 149600 11,396.00 770.00) 550.00  36,256.00)
below)
Total (All Patients)
(Inclusive of Calculation Attributes listed 1,551.00| 16,005.00) 1,496.00| 1,496.00) 1,496.00 149600  11,396.00 770.00) 550.00  36,256.00)
below)
Sponsor Direct Amount (Total By Visit) 0.00| 0.00| 0.00| 0.00| 0.00] 0.00| 0.00| 0.00] 0.00|
Sponsor Total Amount (Total By Visit) 0.00) 0.00] 0.00] 0.00) 000 0.00) 0.00] 0.00) 0.00]

One time Sections:

Total (Inclusive of Calculation

Personnel Cost (1 patients) Cost Attributes listed below)

[Admin Fee 250.00| 275.00|

Total: 250.00| 275.00|

'Sponsor Direct Amount Total: 100.00]

Sponsor Total Amount Total: 100.00|

Attributes Total Cost/Patient Cost/All Patients

Fringe benefit of 10.00% Not to all
lineitems with Personnel category
Cost Discount/Markup of 5.00% Total Cost
Not Applied to all selected line 0.00| 0.00]
Discount/Markup
items
Indirect1 of 10.00% Applied to
selected Total Cost/Patient
Indirect2 of 0.00% Not Applied to
selected Total Cost/Patient
SOC Lineitems excluded from the
Totals

Total Fringe 0.00| 0.00]

Total Indirect1 3,321.00| 3,321.00

Total Indirect2 0.00 0.00

Legends.
soc |§tandard o]

Care
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9.216.3

Overview (Comparative / Patient Budgets)

The Overview report is available only on Comparative or Patient type budgets. This report displays

only section totals and grand totals from your budget. Calculation attributes information is

summarized at the top of the report. See a report example below:

Download the report in. @ B @

Budget Name:
Budget Version:
Study Number:
Study Title:

Study Calendar:
Organization:
Applied Atiributes:

DEMO Structured Patient Visit Calendar 08/30/2022 11:16:31
1

DEMO 0190

DEMO 4 - Lung Hyperinfiation in Adults with OSA
DEMO Structured Patient Visit Calendar
WCG -VELOS
ID1="1"%, ID2 ="2"%

) . . Sponsor Total )
Section IType Direct Cost/Patient [Total Cost/Patient (CostiAll Patients Sponsor Direct AmountiPatient | b e Variance

Personnel Cost

Section Research Total 5 0.00) 5 0.00| $0.00 $0.00 $ 0.00| $0.00|

Section SOC Total $ 0.00) $ 0.00| $0.00 $0.00 $ 0.00] $0.00|

Section Other Cost Total $ 250.00| $ 252.50| $ 252.50 $ 10.00| $10.00| $ -242.50|

Initial Visit

Section Research Total $0.00 $0.00 $0.00 §0.00 $ 0.00| $ 0.00|

Section SOC Total 5 0.00 5 0.00 $0.00 $ 30.00| §30.00  $ 30.00|

Section Other Cost Total § 9,005.00) § 9,095.05 § 18,190.10 $ 10.00| §10.00| | 18,180, 13

Follow-up and Labs

Section Research Total §1,500.00) $1,515.00 $1,515.00 $ 10.00| §10.00| 1,505, Ug

Section SOC Total $ 0.00 $ 0.00| $0.00 $ 20.00| $20.00 $20.00]

Section Other Cost Total § 3,750.00 § 3,787.50) $3,787.50 $10.00 $10.00] 3777, 5;
Follow-up Visit 1

Section Research Total $0.00 $0.00 $0.00 $0.00 $0.00} $0.00|

Section SOC Total $0.00 $0.00 $0.00 $ 20.00| $20.00 $ 20.00|

Section Other Cost Total 5 0.00 5 0.00 $0.00 $0.00 $ 0.00| $0.00|
Follow-up Visit 2

Section Research Total $ 0.00) $ 0.00| $0.00 $0.00 $ 0.00| $0.00|

Section SOC Total $0.00 $ 0.00 $0.00 $ 20.00) $20.00]  §$ 20.00|

Section Other Cost Total $0.00 $0.00 $0.00 $0.00 $ 0.00| $ 0.00|
Follow-up Visit 3

Section Research Total 5 0.00 5 0.00 $0.00 §0.00 $ 0.00| $ 0.00|

Section SOC Total $ 0.00) $ 0.00| $0.00 $ 20.00| §20.00] $20.00|

Section Other Cost Total $0.00 $ 0.00 $0.00 $0.00 $0.00} $0.00|
Follow-up Visit 4

Section Research Total $0.00 $0.00 $0.00 $0.00 $ 0.00| $ 0.00|

Section SOC Total $0.00 $0.00 $0.00 $ 20.00| $20.00  § 20.00|

Section Other Cost Total 5 0.00) 5 0.00| $0.00 $0.00 $ 0.00| $0.00|

Final Visit

Section Research Total §1,500.00 §1,515.00 $1,515.00 $0.00 $0.00| 1,515, U;

Section SOC Total $ 0.00) $ 0.00| $0.00 $0.00 $ 0.00] $0.00|

Section Other Cost Total $1,000.00 $1,010.00 $1,010.00 $10.00 $10.00] 1,000, 03

Lab Processing DEMO

Section Research Total $ 8,000.00) $ 8,080.00 $8,080.00 $20.00 $20.00) 8,060, U;

Section SOC Total $0.00 $0.00 $0.00 $0.00 $ 0.00| $ 0.00|

Section Other Cost Total $0.00 $0.00 $0.00 §0.00 $ 0.00| $0.00|

(Grand Totals

3

|Grand Research Total §12,500.00/ 512,625.00 §12,625.00 § 30.00] 53000 12,595.00

|Grand 50C Total $ 0.00] 5 0.00] $0.00 $130.00 $130.00( § 130.00

|Grand Other Cost Total § 14,355.00 §14,498.55 § 23,593.60 § 40.00] $ 40.00| 23,553, 6:

3|

|Grand Total § 26,855.00 § 27,123.55 $ 36,218.60 $ 200.00 $ 200.00] .36,018.60
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9.2.16.4 Study Budget by Category (Study Budgets)

wcg

The Study Budget by Category report is available only on Study type budgets. This report displays

budget financial data by section. Budget information such as name, version, description, study

number, study title and organization is displayed at the top of the page. See a report example below:

Dcvwnlnadlherepnrtm'@ m =

Study Budget by Category
Budget Name: Budget A
Budget Version:
Budget Description:
Study Number: P101
Study Title: Hypertension Diagnostics Phase 1
Organization:
|Category Section Type Description Unit Cost |Number of Units |Tolal Cost
Contractual
[Subject Charge [Dropped Subjects [-cost per study [75.00 2 [150.00
|sub Total $ 150.00]
Other Expense
[Subject Charge [Screened Subjects | [175.00 [ [175.00
|sub Total $175.00)
Patient Care
Start Up Charge Advertising 5,000.00 2 10,000.00
Miscellaneous Data Management 0.00 1 0.00
Start Up Charge Training 1,500.00 5 7.500.00
[Administrative Charge Regulatory 0.00 1 0.00
Admi Charge R 0.00 1 0.00
Administrative Charge Monitor Visits 0.00 1 0.00
Admi Charge Lab Charges 0.00 1 0.00
Start Up Charge IRE Fee 15,000.00 1 15,000.00
Subject Charge (Completed Subjects -Base cost per site 250.00 3 750.00
Start Up Charge Supplies 190.00 135 6.650.00
Sub Total $ 39,900.00|
Total $ 40,225.00|
Indirects of 0.00% applied to Total $ 0.00|
\Grand Total $ 40,225.00
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9.2.165 Study Budget by Type (Study Budgets)
The Study Budget by Type report is available only on Study type budgets. This report displays
budget financial data by budget section. Budget information such as name, version, description,

study number, study title and organization is displayed at the top of the page. See a report example

below:
Dovmload the report in &) @ =
Study Budget by Type
Budget Name: Budget A
Budget Version:
Budget Description:
Study Number: P101
Study Title: Hypertension Diagnostics Phase 1
Organization:
Section Type |Category Description Unit Cost Number of Units Total Cost
Subject Charge
Dropped Subjects Contractual -cost per study 75.00 2 150.00
Screened Subjecis Other Expense 175.00 1 175.00
Completed Subjects Patient Care -Base cost per site 250.00 3 750.00
Sub Total §1,075.00|
Start Up Charge
|Advertising Patient Care 5,000.00 2 10,000.00
IRB Fee Patient Care 15,000.00 1 15,000.00
Supplies Patient Care 190.00 35 6,650.00
| Training Patient Care 1,500.00 5 7,500.00
Sub Total $§ 39,150.00|
A i Charge
Regulatory Patient Care 0.00 1 0.00
Resources Patient Care 0.00 1 0.00
Monitor Visits Patient Care 0.00 1 0.00
Lab Charges Patient Care 0.00 1 0.00
Sub Total $ 0.00|
[Miscellaneous
[Data [Patient Care [ [0.00 1 0.00
Sub Total $0.00|
Total § 40,225.00|
‘ Indirects of 0.00% applied to Total 5 0.00|
Grand Total §40,225.00

9.2.1.7 Generating Milestones from a Budget
One of the methods available to generate meaningful milestones for your study is by using the
Milestones tool on any Comparative or Patient type budget. Using this tool, you can create
Additional, Visit, or Event type milestones. The advantage to generating milestones from your budget
is twofold:

= Allows you to create multiple milestones in one step

= Allows you to automatically inherit event/visit attributes including costs or sponsor amount

totals (comparative type only) from your budget as your milestone amount, to save time

Note: To learn more about creating milestones manually from within the Financial Summary or
Milestones tab of the Study Management page, see the Milestones section.
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To access the budget milestones tool to generate milestones from your budget:

1.

2.

Open the target comparative or patient budget.

5] Calendar: DEMO Structured Patient Vis...

Back to Calendars

Budget Name: 5 5 Budget Status:
DEMO structured patien.., ¢ | BY Coverage Type v Remova Indiracts Work I Progress ‘Repnns Overview

. . e . o . ot con Sponsor Direct
Category  Coverage Type Applied Alributes  Unit Cost  Unils  Direct Cost/Patient  Total CostiPatient  Cos/All Patients e

= ¥ 2 pEE @ O

Sponsor Total Amount/Patient  Variance

Personnel Cost (Per Patient Fees)

Number of Patients: 1) /(3 =
Admin Fee [ Personnel [ Gther [

252 51 10 10.00 24250
[ Section Research Total 5 0.0 5000 50.00 5000
[ Section SOC Total 500 5000 50 5000
["Section Other Gost Total 5252 51 51000 5 10.00] 524250
Initial Visit _(Per Patient Fees) Number of Patients: 2| /*

Click the Milestones button.

Back to Calendars

rts | Overview v | i 1 B = ®

o - Sponsor Direct
Cost/All Patients Amount/Patient

Sponsor Total Amount/Patient Variance

The Create Milestones window displays:

Create Milestones
Select Calendar. | Select an option v Haltback % Appiy to All

Milestane Rule Event Status et

Count

or
al  Paymen Type Holdback
Amount

Palient Status Lim#  Payment For DaleFrom  DaleTo

O visit Mikestones.

Select an oplion ¥ Selectanoplion v Al v ] [ Recevable ~ % Select an option Select an option Select an option
[ Event Milestones
Selectanopion v Selectanoption v Al v [ Recsiable v % Selectanoption v Select an option v Select an option =

O Additional Mikestones

1] o Receivable % - - Select an option v Selact an option
Piease Nate
i Amount is Total Costl P: To use sponser amounts asilestone amounts, please select Sponsor Total Amount.
- It ‘Additional Milestones' option is selected, all lendar r i a5 ‘Additional Milestones'

- It Exclude Milestones. with zero amount checkbox is checked, The system w't generate milestones with zero amount.
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Review the following table to learn more about how to generate each type of milestone from your

budget:

Column Name

Milestone Rule

Visual

Description

All events within the visit are marked z v

milestones will be considered achieved.
Milestone Rules are not applicable to
Additional milestones.

For visit and event type milestones, this lists
the condition under which the generated

| Eventis marked as -+ |

e.g. — "All events within the visit are marked as”

Milestone Type
Toggle

Milestone Rule

) visit Milestones
Sdlect an option v

()| Event Milestones
Sdlect an option v

)| Additional Milestones

Checkbox(es) that must be checked to
generate that type of milestone before clicking
Submit.

Event Status

Event Status

Done v

Select an option
Mot done

MNat Required
[Done |
To be rescheduled
Suspended

The trigger event status that completes the
condition established under Milestone Rule.

e.g. - All events within the visit are marked as
IIDONEII
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Column Name

Visual

Milestone Amount

All v

Section Research Total
Section SOC Total
Section Other Cost Total
All

wcg

Description

Establishes which sections totals from your
budget should be used to generate the
milestone value.

For Visit Milestones - options are:
= Section Research Total
= Section SOC (standard of care) Total
= Section Other Cost Total

Milestone = Al
Amount
Milestone Amount For Event Milestones - options are:
* Research
= SOC (Standard of Care)
Al v = Other Cost
Research . All
SoOC
Other Cost
All
For Visit Milestones — Selecting this checkbox
Exclude will exclude section totals that have a value of
Exclude MIESIONES 0 from milestone generation.

Milestones with
Zero Amount

with zero
Amount

For Event Milestones — Selecting this
checkbox will exclude line items that have a
value of 0 from milestone generation.

Selecting this checkbox will use the Sponsor
Total Amount as the value of the generated
milestones instead of the Total Cost/ Patient

Sponsor Total value. This option is only applicable to
Amount Comparative type budgets.
Determines the type of payment as a result of
PR the milestone achievement. Options include:
= Payable
Payment Type Receivable v «  Receivable

Payable

Receivable

Invoiceable
Select an option

= |nvoiceable
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Column Name

Holdback

Visual

Holdback

wcg

Description

Amount of the milestone that should be held
back as a separate billable amount. Defined as
a percentage of the milestone amount.

Patient Count

The number of patient achievements required
for this rule before it counts as 1 achievement.

Patient Status

The patient status that required for this
milestone to be considered achieved.

Patient Status
Active/On Treatment v
The maximum number of achievements that
can be logged from this milestone. If left blank,
Limit an unlimited amount of achievements can be
imi

logged against this milestone rule.

Payment For

Payment For

Select an option v
Coordinator
Investigator
Patient

Sponsor
Select an option

Flags the recipient of the payment. Default
options include:

= Coordinator

= Investigator

= Patient

= Sponsor

Date From

Date From

10/26/2022

Status date that the target achievement
defined in the Event Status field must be, at a
minimum, to be counted as an achievement.
Any event status achievements before this
date will not be a milestone achievement for
this rule. If left blank, there are no restrictions.
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Column Name Visual Description
Status date that the target achievement
defined in the Event Status field must be, at a
Date To maximum, to be counted as an achievement.
Any event status achievements after this date
1011712041 will not be a milestone achievement for this
rule. If left blank, there are no restrictions.
The state of the milestone. Will not begin
Milestone Status logging achievements per milestone rules until
) it is marked as Active. Options include:
MIIeStone Select an option v " ACtive
Status Actve = Inactive
e »  Work in Progress
Select an option
92171 Generating Additional Milestones from a Budget

The Create Milestones window allows you to create Additional milestones from any manually

created line items in your budget.

Note: Unless you create manual sections and line items on a Calendar Budget Template, this
function may not apply.

To generate additional milestones from a budget:

1. From the Create Milestones window of a budget, Select a calendar from the dropdown menu.

Create Milestones

Select Calendar: | | Select an option v

DEMO Structured Patient Vis. ..
Select an option

Milestone Rule Event St

2. Select the checkbox next to Additional Milestones in the Milestone Rule column.

Milestone Rule

Additional Milestones
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3. Configure the rest of the milestone rule as needed. See Generating Milestones from a Budget for

more information about each field.

4. Select a status for the milestones to be set as after generation.

Milestone Status

Select an option v

Active
Inactive

Work in Progress

Select an option

5. Enter your e-Signature and click Submit.

9.2172 Generating Visit or Event Milestones from a Budget

The Create Milestones window allows you to create Visit milestones from your budget sections, and

Event milestones from your budget line items.

To generate visit or event milestones from a budget:

1. From the Create Milestones window of a budget, select a calendar from the Select calendar

dropdown menu.

Create Milestones

Select Calendar: | Select an option v
DEMO Structured Patient Vis. ..
Select an option

Milestone Rule Event St
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2. Select the checkbox next to Visit Milestones in the Milestone Rule column to generate visit
milestones.

Milestone Rule

Visit Milestones |

All events within the visit are marked e v

-OR-

Select the checkbox next to Event Milestones in the Milestone Rule column to generate event
milestones.

Milestone Rule

Visit Milestones
All events within the visit are marked z v
Event Milestones |

Eventis marked as - v

3. Select an Event Status.

4. Configure the rest of the milestone rule as needed. See Generating Milestones from a Budget for
more information about each field.

Milestone Rule Event Status Milestone Amount ot

o Patient Status Limit Payment For Date From Date To

Payment Type Haldback

Visil Milestones

All events within the visit are marked i v Done ~ | Al - Recelvable v 500 % 5 Active/On Treatment v 10 Select an option v 102612022 0172041
Event Milestones.

Event is marked as - v Selectan option v | All v o Recelvable - ] Select an option v Select an option v
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5. Select a status for the milestones to be set as after generation.

Milestone Status

Select an option v

Active
Inactive

Work in Progress

Select an option

6. Enter your e-Signature and click Submit.

Note: When using the Milestones button, using the Sponsor amount instead of the Total Cost
allows providers to bill the payer the “agreed upon” sponsor amount as the milestone
amount. If the Sponsor Amount box is not checked in the Create Milestones window, the
milestones are set to the Total Cost/Patient amount indicated in the comparative
budget.

9.2.1.8 Using the Bulk Edit Tool for Budgets

A faster way to make changes to your budget(s) can be accomplished by using the Bulk Edit Tool for
budgets. This tool is available for Comparative and Patient type budgets used as Calendar Budgets,
Combined Budgets, or Browser Budgets. The process involves downloading a CSV file from the
budget page, making your updates to the Unit Cost, Unit, or Sponsor Direct Amount fields, saving the

file and then using the upload tool to import the changes back into eResearch.

To access the bulk edit tool for budgets:

1. Open any combined, browser or calendar budget using the Comparative or Patient template type.

B Calendar: DEMO Structured Patient Vis... Back to Calendars

Budgel Name 5 . Budget Status: . = - o=
DEMO Structured Patien... & DY Coverage Type ¥ R IS Work in Progress |REmﬂs Overview v @ 3 2 2 =2 ® 0

Calegory  CoverageType Applied Aliibutes  Unit Cost  Unils  Direct CostPatient  Tolal CosUPatient  CosUAll Patients ey Sponsor Tolal Amount/Patient  Variance

Personnel Cost (Per Patient Fees)
Admin Fee [ Personnel [ Gther T
| Section Research Tol
| Section SOC Total
——
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The first step in the process of performing a budget bulk upload is to download the bulk upload file

from your budget.

To download the bulk upload file:

1. Click the Download Budget button.

Reports  Overview w

«|
|

A CSV version of the file downloads.

@ budget_DEMO Stru....csv

el

Note: Each budget file is unique to the budget you initiated the download from. Ensure you are

updating the correct file before performing the upload.

92182 Updating the Budget File

After downloading the budget bulk upload file from a specific budget and opening it, users can

update the Units, Unit Cost and Sponsor Direct Amount per Patient (Comparative budgets only)

fields.
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To update the budget file:
1. Open the csv file for this budget.
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Budget Name DEMO Structured Patient Visit Calendar 08302022 111631

Calendar Name LineltemiD  Section Event CPTCode Category  Cost Type
DEMQ Structured Patient Visit Calendar 6080 Personnel Cost Admin Fee Personnel  Billable to Site
DEMO Structured Patient Calendar 6081 Initial Visit Baseline Evaluation Patient Care Billable to Insurance
DEMQ Structured Patient Visit Calendar 6082 Initial Visit Baseline Evaluation Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6083 Initial Visit Alkaline Phosphatase NOS Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6084 Initial Visit Albumin - Blood Patient Care Research Cost
DEMQ Structured Patient Visit Calendar 6099 Initial Visit Travel between Site A and Site B Travel Research Cost
DEMO Structured Patient calendar 7164 Initial Visit test Personnel  Research Cost
DEMO Structured Patient Visit Calendar 7165 Initial Visit Lab Report Processing Patient Care Research Cost
DEMO Structured Patient Visit Calendar 7166 Initial Visit Lab Report Processing Patient Care Supplies
DEMO Structured Patient Visit Calendar 6085 Follow-up and Labs Follow Up Patient Care Research Cost
DEMQ Structured Patient Visit Calendar 6086 Follow-up and Labs Follow Up Patient Care Resource
DEMO Structured Patient Calendar 6087 Follow-upand Labs Genetic Assay 44325 Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6098 Follow-up and Labs Genetic Testing Kits - Oral Equipment Research Cost
DEMQ Structured Patient Visit Calendar 6088 Follow-up Vi Follow Up Patient Care Research Cost
DEMO Structured Patient calendar 6089 Follow-up Vi Follow Up Patient Care Resource
DEMO Structured Patient Calendar 6090  Follow-up Follow Up Patient Care Research Cost
DEMO Structured Patient Calendar 6091  Follow-up Visit 2 Follow Up Patient Care Resource
DEMO Structured Patient Visit Calendar 7168 test Genetic Assay 44325 Patient Care Research Cost
DEMQ Structured Patient Visit Calendar 7169 test Baseline Evaluation Patient Care Billable to Insurance
DEMO Structured Patient Calendar 7170 test Baseline Evaluation Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6092 Follow-upVisit3  Follow Up Patient Care Research Cost
DEMQ Structured Patient Visit Calendar 6093  Follow-up Visit 3 Follow Up Patient Care Resource
DEMO Structured Patient Visit Calendar 6094 Follow-up Visit4  Follow Up Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6095  Follow-up Visit4 Follow Up Patient Care Resource
DEMO Structured Patient Calendar 6100 Final Visit Travel between Site A and Site B Travel Research Cost
DEMO Structured Patient Visit Calendar 7167 Final visit Genetic Assay 44325 Patient Care Research Cost
DEMQ Structured Patient Visit Calendar 6096 Lab Processing DEMO Lab Report Processing Patient Care Research Cost
DEMO Structured Patient Visit Calendar 6097 Lab Processing DEMO Lab Report Processing Patient Care Supplies

250
250

Unit Cost Units Sponsor Direct Amount Per Patient

N U P N A P R PO R [P R P P U U P U P T Y

10
10
10
10
10
10

[

0

o
10
10
10
10
10
10
10
10

[

0

[
10
10
10
10
10

[
10
10

2. Modify only the Unit Cost, Units, and Sponsor Direct Amount Per Patient fields as needed.

Budget Name DEMO Structured Patient Visit Calendar 08302022 111631

Ccalendar Name LineltemlD  Section Event CPTCode Category  Cost Type Unit Cost Units Sponsor Direct Amaunt Per Patient
DEMQ Structured Patient Visit Calendar 6080 Personnel Cost Admin Fee Personnel  Billable to Site 250 1 10|
DEMO Structured Patient Calendar 6081 Initial Visit Baseline Evaluation Patient Care Billable to Insurance 250 1 10|
DEMO Structured Patient Visit Calendar 6082 Initial Visit Baseline Evaluation Patient Care Research Cost 100 1 10|
DEMO Structured Patient Visit Calendar Initial visit Alkaline Phosphatase NOS Patient Care Research Cost [ 1 10|
DEMO Structured Patient Visit Calendar Albumin - Blood Patient Care Research Cost 0 1 10|
nEMO, Datiant \isit Caland. Trayel haty ita A andSitan Traual e, b Cast G — 5

Keep the following validation rules in mind:
» Commas are not accepted
= Asingle decimal may be used per field (e.g. — 10000.0)
= Up to two decimal places may be used (e.g — 199.99)

= If Sponsor Direct Amount Per Patient is left blank, it will leave the previous value intact in

the budget after upload

= Do not edit the Lineltem ID field, or eResearch will not accept the bulk upload file
3. Save and close the CSV file.
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9.2183

Uploading the Budget File

The last step in the process of performing a budget bulk upload is to upload the finalized bulk upload

file from your budget.

Note: 1.
process

Users must have edit permissions for that budget to perform the bulk upload

2. Budgets in the “Freeze” or “Save as Template” style cannot accept bulk uploads

To upload the bulk upload file:

1.

Click the Upload Budget button.

Reports  Overview w

3|2

2. Navigate to the finalized bulk upload file for this specific budget using the file picker and click

Open.

& Creative Cloud Files

@ OneDrive -

[ This PC
8 3D Objects

<« v 4 |& > ThisPC » Downloads v B ‘ | P Search Downloads

Organize v New falder - M @
S Cuick aceess | Today(3) Last week (4) Earlier this month (2
B Desitop . [/ budget_DEMO Structured Patient Viit Colendar 08302022 111631 (1)cov |5 budget DEMO? Patient Visit Calendar 09232022 04333.cs0  E]Milestone Achieverne

test v13 2.csv udget_test budget esv udget_| atien
py—— 132, budg budget 10172022 105736, budget_DEMO2 Pati
vt di budget_DEMO Structured Patient Visit Calendar 08302022 111631.csv

B - get |
] Documents *|=

& Pictures Ed

[l

£37|budget_DEMO2 Patient Visit Calendar 09262022 145846 (1).csv

File name: | budget_DEMO Structured Patient Visit Calendar 08302022 111631 (1).csv

[>

Note:

| [Microsoft Excel Comma Separs v

You can only use a bulk upload file that was downloaded from the specific budget you

are uploading the bulk upload file into.
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After uploading the bulk upload file, the system will notify you if the upload has been

successful.

veltraining.veloseresearch.com says

Data updated successfully

Note: If there is an issue with your upload file, eResearch will notify you that there was an error,
and provide insight into what may have gone wrong in the system notification
description.

9.2.1.9 Deleting a Budget
When a budget needs to be removed from a study calendar, or a study’s combined budget, template,
or browser budget needs to be removed, all deletions must occur starting at the Budget Browser

page. If a study calendar has a budget that has actively been used, it will not permit deletion.

To delete a budget:
1. Click Manage > Search (Budget).

alize * Manage ~ Libraries = eSample = Reporting

Search
CIENE COrganizations

Rudget Name'Sh
Search Groups

Fudget A Links

H;}:Jﬂ Templatd Search Forms wdoet

o+ Enrolled Portals

, Schedule Networks Jaget

Pl Eudget Financlals
. wdgat

Search
gt

1.0 Comparative Busget
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2. For combined study budgets and calendar budgets, first check the checkbox for Default

Calendar Budgets, then click Search.

Default Calendar Budgets

= For browser budgets of any template type, and for any template in Save as Template status,

these budgets will appear on the landing page of the Budget Browser

3. Click Delete to delete, then click OK in the pop-up.

Personalize ¥ Manage ¥ Libraries ¥ eSample ™ Reparting Delete Gudge! ‘Slady Startup Cost Busgel 27 RS A @ 3 O Susan Training2

B Cuirent Page: Budgel Browses
KN
Search By

Budget Neme!Study Number: ] Dsfaut Galendar Burdgets VIEW ALL BUDGETS CREATE A NEW BUDGET

Budget Name & Wersion ¢ Template & Study Number & t ‘Organization &

kel of Parly detection Meased on @iguid

Sy Starup Cost Buagst 2 - Comparatve Bucget o2 Henton Wsacal Work In 1'ragrass (%

4. Enter your e-Signature, then click Submit to confirm.

9.2.2 Milestones

Milestones are one of the key components of Financial Management in Velos eResearch. Whereas
budgets create a framework to estimate study costs based on calendars and custom items,
Milestones can be thought of as “financial achievement triggers”. When the condition for a

milestone rule is met, an achieve milestone is triggered as an item that can be invoiced.
Milestones can be triggered based on changes in study status, patient status, visits or events that

are marked as complete, or as an additional miscellaneous fee. The type of milestone determines

how it is triggered.
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See the table below for a detailed description of each milestone type and their configuration options:

Milestone Column Name
Section
ALL Payment
Type
Amount
Holdback
Payment For
Milestone
Status
All “Status” Limit
Milestone
Types (Patient,
Study, Visit,
Event)

Velos General eResearch User Guide

Description Example
Determines the type of payment N/A
as a result of the milestone
achievement. Options include:

= Payable
= Receivable
= Invoiceable
The value of each milestone N/A
achievement generated by this
milestone rule.
Amount of the milestone that
should be held back as a
separate billable amount. Defined
as a percentage of the milestone
amount.
Flags the recipient of the
payment. Default options include:
= Coordinator
= Investigator
= Patient
= Sponsor
The state of the milestone. Will N/A

not begin logging achievements
per milestone rules until it is
marked as Active. Options

include:
= Active
= |nactive

= Work in Progress

The maximum number of
achievements that can be logged
from this milestone. If left blank,
an unlimited amount of
achievements can be logged
against this milestone rule.

6 December 2022 Page 460 of 624



Milestone Column Name

Section

Date From

Date To

Patient Status | Patient Count

Patient Status
Milestone
Status
Calendar

Visit

Visit

Velos General eResearch User Guide

Description

Status date that the target
achievement defined in the Event
Status field must be, at a
minimum, to be counted as an
achievement. Any event status
achievements before this date
will not be a milestone
achievement for this rule. If left
blank, there are no restrictions.

Status date that the target
achievement defined in the Event
Status field must be, at a
maximum, to be counted as an
achievement. Any event status
achievements after this date will
not be a milestone achievement
for this rule. If left blank, there are
no restrictions.

Specify the number of the
patients that should be tracked.
This column does not apply to the
“Study Status” milestone type.

Specify the desired patient status
that should be tracked.

Specify the “Active” status when
the milestone should be turned
on or select “Inactive” if a
Milestone no longer applies.

Select the study calendar from
which you want to derive the visit
milestones.

Specify the visit name for the
milestone.

6 December 2022

wcg

Example

If a rule was set to the
date of 10-Oct-2022, no
trigger statuses (e.g.
patient status, event
status, visit status, etc.)
with status dates before
10-Oct-2022 will count as
an achievement for this
milestone.

If a rule was set to the
future date of 10-Oct-
2024, no trigger statuses
(e.g. patient status, event
status, visit status, etc.)
with status dates after 10-
Oct-2024 will count as an
achievement for this
milestone.

If a sponsor pays for every
fifth patient screened,
enter “5”. When every fifth
patient on the study has
the screen status added, a
milestone will be
achieved.

N/A

N/A

N/A

N/A

Page 461 of 624



Milestone Column Name

Section

Milestone
Rule

Event Status

Milestone
Status

Calendar

Event

Visit

Event

Milestone

Rule

Event Status

Milestone
Status

Velos General eResearch User Guide

Description

Select the logic that determines
when the visit is considered
complete.

Dependent on Milestone Rule
field. This completes the logic
selected in the previous field.
This field is left blank if “On
Scheduled Date” is selected in
previous field.

Specify the “Active” status when
the milestone should be turned
on or select “Inactive” if a
Milestone no longer applies.

Select the study calendar from
which you want to derive the
event milestones.

Specify the visit name for the
milestone.

Specify the specific event

associated with the calendar visit

for this milestone.

Select the logic that determines
when the event is considered
complete.

Dependent on Milestone Rule
field. This completes the logic
selected in the previous field.
This field is left blank if “On
Scheduled Date” is selected in
previous field.

Specify the “Active” status when
the milestone should be turned
on or select “Inactive” if a
Milestone no longer applies.

6 December 2022
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Example

Options include:

“All events within the visit
are marked as-", “At least

one event is marked as-“,

and “On Scheduled Date”.

Options include:

“Not Done"“, “Not
Required®, “Done”, “To be
rescheduled”, and

“Suspended”.

N/A

N/A

N/A

N/A

Options include:

“All events within the visit
are marked as-“, “At least

one event is marked as-“,

and “On Scheduled Date”.

Options include:

“Not Done”, “Not
Required”, “Done”, “To be
rescheduled”, and

“Suspended”.

N/A
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Milestone Column Name
Section
Study Status Study Status
Milestone
Status
Additional Milestone
Achieved
Date
Milestone
Description
Milestone
Status
Note: 1.

Description

Specify the study status that
must be achieved for the
milestone to be considered
complete.

Specify the “Active” status when
the milestone should be turned
on or select “Inactive” if a
Milestone no longer applies.

Indicates the calendar date that
this additional milestone was
achieved.

Enter a description of the
milestone.

Specify the “Active” status when
the milestone should be turned
on or select “Inactive” if a
Milestone no longer applies.

wcg

Example

e.g. — “Active/Enrolling”,
“IRB: Approved”, etc.

N/A

N/A

e.g. — “Contract Renewal”,
“Custom
Recruitment/Retention
Milestone”, etc.

N/A

All required fields are indicated by a red asterisk in the system

2. An Additional milestone is considered “achieved” when the additional milestone rule
status is “Active” and available to be invoiced
3. When a Milestone Payment Type is set to Payable, the Holdback field is locked at

0.00%

4. Milestones may also be added to Admin Schedules following the same steps as
described in this section. However, if the calendar’s status is Active, modifications

cannot be made

5. Milestone achievement dates can be modified using the View/Delete Achieved

Milestones page
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To manage a milestone:

1. From the study management page, or default homepage, click the Financial Summary button,

and select the Milestones tab.

Wil s Fnanciat s Ops

Tricr Anamia i Fatlents Wit fek

Search By

Wbesmene Typee Sebect - s St an uplen v Papment Tpe St wn uplion v

Laberni e Ll

Dale From: e T B Exchue mactve llsms m
Ik |0 m

Mease expand a migstons tpe panal balow to manage exsang

v Pastienl St Micshines

b Wil Mikestores

Study Stes Milestones

I ¢ Evenl Milestones

Ausdtiongl Miestones.

-OR-

From the Study page, navigate to the Milestone tab.

You ane workang on study. 08877

spn@m
Study Detalls  Attachments  Admin Schedule  Study Setup | Budget m Motfications  Study Stafus  Repors  Study Team

Foims | Study Netwark

Search By

Misestone Type

Seloct an option v SIS selectanoption v PaymeniTie  Selectan opton ¥
Cadenadar Vist Event
Date From Date T [ s |
Exciude Inacirve Nems
Hoback %

o
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Here, users will have accessibility to various functionalities:

Icon

» Patient Status Milestones

»  Visit Milestones

Event Milestones

»  Study Status Milestones

»  Additional Milestones

Add 0

Velos General eResearch User Guide

Name Description

Accordion Use the Dropdown Menu button to expand or
Dropdown close a section of the Milestones tab (not
Menus  applicable to the budget milestones page).

Add field Use the Add field to specify the number of rows
to be added for a milestone type.

Plus Use the Plus button to add the rows from the
Add field.

Preview Use the Preview and Save button to confirm any

and Save changes made to milestones. If you do not click
the Preview and Save button, you will lose your
changes.
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9.2.2.1 Example Milestone
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Below is an example of a patient status milestone. This is only one example of the many possible

milestone configurations but can serve as a reference for how one might construct a milestone

based on protocol/contract requirements.

Patient

Milestone

Patient Status

Screen
Failure

Payment
Type Status Type

Receivable

Amount Holdback  Limit

250.00 3.20%

Payment Date
For From

Investigator 03/15/2022 12/14/2022

5 5
O ©6 6 6 6 60 6 O
Ref # Element Description Example
1 Milestone Type: Patient  Indicates the type of This example is a Patient
Status milestone being configured.  Status type milestone, so it

listens for changes in status
for patients on this study to
the target status (see Patient
Status below)

2 Patient Count: 5 Indicates the total number In this milestone example, 5
of patients that are needed patients must be associated
to meet the status with the configured target
conditions set in this status (see Patient Status
milestone to equal 1 below) on this study to equal
financial achievement on 1 financial achievement
the study. Any milestone
that has a patient count > 1,
might also be referred to as
a “compound” milestone
rule.

3 Patient Status: Screen Indicates the target status In this milestone example, a

Failure for this milestone. patient must be assigned the

Velos General eResearch User Guide
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patient study status of
“Screen Failure” to meet this
condition of this milestone
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Ref # Element

4 Payment Type:
Receivable

5 Payment Amount:
250.00

6 Holdback: 3.20%

7 Limit: 5

8 Payment For:

Investigator

Velos General eResearch User Guide

Description

Indicates the type of
financial achievement line
item generated by this
milestone. Default options
include: Invoiceable,
Payable, or Receivable.

Indicates the amount that
each financial achievement
generated by this milestone
is worth.

Indicates the holdback
amount of the Payment
Amount to be separated as
a holdback line item.
Holdback is always a
percentage of Payment
Amount.

Sets a limit on the number
of financial achievements
that this milestone rule can
generate. If this field is left
blank, this milestone rule
has no limits on the number
of financial achievements it
can generate.

Informational tag used to
indicate who should receive
the payments as the result
of financial achievements
generated by this milestone

rule. Default options include:

Investigator, Coordinator,
Sponsor, and Patient.

6 December 2022
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Example

In this example, each
financial achievement
realized by the conditions of
this milestone will be
receivable line items.

In this example, each
financial achievement
realized by the conditions of
this milestone will be worth
$250.00

In this example, each
financial achievement
realized by the conditions of
this milestone will have a
holdback amount of 3.20% of
the total payment amount.

In this example, this
milestone rule can generate
no more than 5
achievements.

In this example, the
payments are for the
investigator.
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Ref # Element

9 Date Range:
03/15/2022 -
12/14/2022

Description

The Date From and Date To
fields can be used
independently or together to
define date ranges that this
milestone will monitor for
status changes.

wcg

Example

In this example, only patient
status changes that occurred
between the dates of
03/15/2022 — 12/14/2022
can be counted towards a
financial achievement. If they
fall outside of that range, but
otherwise match the
remaining criteria, they will
be ignored.

As noted above, the configuration of the milestone above requires 5 patients who have screen failed

on this study and meet the rest of the requirements of the milestone to equal 1 financial

achievement. Below is an example of how this would look on a study where this milestone was

achieved from the View/Delete Achievements tool.

I > 5 'Screen Failure' patients

1 Achievements

Total Amount: $250.00

PATIENTID ~ LASTNAME =~ FIRSTNAME ~ MILESTONE AMOUNT = PAYMENTTYPE = ACHIEVED ~
B oevo0s DEMO Elaine $50.00 Receivable 04/18/2022 5
B oenvoso00c DEMO Elizabeth  $50.00 Receivable 04/25/2022 (&)
B oevoso00c DEMO Scott $50.00 Receivable 06/27/2022 [
B oovoso00e DEMO Jenny $50.00 Receivable 06/29/2022 [
B ocvosooo DEMO Geoffrey ~ $50.00 Receivable 09/23/2022 [
Note: It's possible to change the achievement date of any milestone achievement from this

page if not used in an invoice or reconciliation. See View/Delete Achievements for more

information.
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9.2.2.2 Add Milestones

This section will instruct users on how to add a milestone.

Note: Itis possible to make modifications or add milestones using the milestones tab of a
calendar linked to a budget, the milestones button on a budget, on the milestones tab of
the study management page, or on the milestones tab of the financial summary page of
any study.

To add a milestone:

1. From the Milestone tab, use the arrows to expand the milestone section that you wish to add to.

W Cumrenl Page: Firkancials == Cpen

hotfications  Iwoicng Appendie Payments  Reports

Sudy Humber. eiTT

Milesstane Type Select an cpbon -
Calendar

xate: Froum
Hokdnack % 2.00 Apply o8

+ Pahent Statis Milestones.
v Wil Mileslonos
¢+ Event Milestones.

v Study Status Milestones

v Ackilional Mileslones.

Note: Event and Visit milestones should be created through the calendar budget if you want
the amounts / sponsor amounts to be carried over from the budget.

2. Add the desired number of milestone fields by using the Add field and the plus button.

Add 0 Milestone(s) @

Milestone

Status Set to Selected

Note: Each row represents a unique milestone rule.
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3. The input number of milestone rows will display. Use the fields to enter information as needed.

~ Patient Status Milestones

(Click vow o edif)

Proview and Save

Patient Count Patient Status Payment Type

Patlent
Status

Milestone Amount Holdback  Limit

Type

Patient
Count

Payment
Type

For

Palient Stalis 1 Activen Recevable 25000 5 D
Treatment

Patient Status 1 Enrobed Receivable 5.00 1.00%

Payment

eestigalon

Patient

hod Q Milestane(s) @

Milestone
Status

Payment For
Set to Selected

Date
From

Date To Select

Milestone Delete

Status

Adive

Active

Note:
want to review an example, see Example Milestone.

4. Click Preview and Save to save changes.

5. A notification displays asking you to confirm the milestone ch

click Save to confirm.

For more information about milestone configuration options see Milestones, or if you

anges. Enter your e-Signature and

Confirm Milestone Changes

For Patient Status Milestones:

Updated Row # 2

Total changes: 1

Note: Changes to the ‘Date To' field may Impact achleved milestone. If neaded, delete milestone achlevements using the "view/Delate Achievement’ button.

ERE

The milestone(s) are now created.

9.2.2.3 Updating Milestones

Milestone rules can be modified as needed from one of two screens —the milestones tab of a study

on the study management page, or the milestones tab on the financial summary page. Milestone

achievement dates can also be modified from the View/Delete Achieved Milestones page of these

tabs as well. This section will begin from the Milestones tab of a study but note that modifying a

milestone in any one of the two locations follows the same steps.
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To modify a milestone:

1. From the Milestone tab, select the milestone that needs to be modified.

Milestone Patient Patient Payment Amount Holdback Limit Payment Date To Milestone Select Delete

Type Count Status Type For Status [ (]

1 Patient Status 1 Enrolled Receivable 550.00 5.00% 200 Active
2 Patient Status 5 Screen Receivable 250,00 0.00% 3 Active m)]

Failure

2. Modify the fields as needed.

Warning: The milestone fields: Calendar, Visit, Event Status, Patient Count, or Patient Status can
only be modified in specific circumstances. The items listed can be modified if the
milestone status is set to “work in progress”. If the milestone status is “active”, it can
be changed to “work in progress” only if there are no achievements for the milestone.

3. Click Preview and Save.

4. Anotification displays asking you to confirm the milestone changes. Enter your e-Signature and

click Save to confirm.

Note: Use the bullseye icon in budgets as an easy way to create calendar level milestones.

9.3 Access Study Financials

Once milestones have been created, the next steps in the financial management process are to
generate invoices, record payments, and then reconcile those payments against either milestones or
an invoice. Before that can happen, however, the milestone conditions created must first be
achieved. Depending on the milestone type, this could happen instantly, or may require some time
until the milestone conditions are achieved. To learn how to view milestones that have been

achieved, and can be invoiced, see View/Delete Achieved Milestones for more information.
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In Velos eResearch, invoicing and payment management can be accessed using the financial
management module. For quick navigation, users can use the Financial Summary button to navigate

to the financial page for a study.

Last Modified Studies

Quick Access

(| @
be Do
B @

To access the Financials Module page:

1. From the Homepage, navigate to Search under Manage and “Financials”.

New

Organizations

Search Groups
New Links
Search Forms
Enrolled Portals
Schedule Networks

Financials
Search

The Financials Browser page displays with a list of Studies.

EN REFRESH LIST

Mebostonas for Shudy & Study Tt Shuety Irformaen
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2. Search using the search field and click the Search button, to limit the study numbers in the

Milestones for Study column, and/or click the appropriate study number.

Search By
Study Number or Study Title:

00012

09122019-A

0986776

Milestones for Study ¢ Study Title ¢

®
®©
®

The Financials page displays:

I Currant Paga: Financials >> Opan

mﬁam‘cmm imvoking  Appendx  Payments  Reports
o RO

Search By
Milestane Type: Sedect an aption -
Calendar

Date From

Tise: Anemia in Patients with RA

Sty Select an oplion v
Visit

Dat Te:

Ty —

Please expand a milestone type panel below 1o manage existing of add new milestone

BiaBE
Payeent Type: Sedect an option »
Event

9.3.1 Milestones

The milestones tab on the Financial Summary page displays all study milestones and allows users

to view and edit achieved milestones for that study.

P Current Page: Financials >> Open

w Notifications  Invoicing  Appendix  Payments  Reports
STUDY DETAILS Study Number. 09877

Search By

Calendar

Date From

ek 000

Milestone Type Select an option v

Status
Visit

Date To

Preview and Save

Please expand a milestone type panel below to manage existing or add new milestone

Titke: Anemia in Patients with RA

Select an option v

View/Delete Achievements
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Note: This page is one of two places in the system where all milestones for a study can be
managed.

For more information about managing milestones, see Milestones.

9.3.1.1 View/Delete Achieved Milestones

Achieved milestones for a study can be viewed and deleted from the Financial Summary page, on

the Milestones tab, or from the Study Management page, on the Milestones tab in Velos eResearch.

If an achievement is not part of an invoice or reconciled against a payment, the achievement date

may also be modified from this page. See Modifying Achievement Dates for more information.

To view and delete Milestone Achievements:

1. From the Financial Summary page, Milestones tab, click View/Delete Achievements.

View/Delete Achievements

elow to manage existing or add new milestone

2. The View/Delete Achievements page displays with tabs to each type of Achievement. Click the

tab for the appropriate milestone type to view and manage achievements.

View and Delete Achievements: Study DEMO 3000

9 31 12 $9,900.00
Milestones Achievements Patients Total Amount

VISIT EVENT PATIENT STATUS STUDY STATUS ADDITIONAL

1 Milestones i 5 Achievements |l 5 Patients | Total Amount: $125.00

v oOpenall v Closeal Search achievements Q

Visit: Initial Visit . Rule: At least one event is marked as -

) Done [ 1 patients], Calendar:Structured Patient Visit 5 Achievernents Total Amount: $125.00

Calendar - Alternate
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Warning: Achievements that have been included in an invoice, have been reconciled directly
(connected to a payment), or are part of a compound milestone cannot be deleted.

Note: Achieved milestones can also be viewed for your records by pulling the Milestone
Achievement Log (All) report as described in Report Central.

View the table below to learn more about the View/Delete Achievements page:

Element Visual Description

Summarizes key financial
achievement data for this study.
Includes the following data
points:
= Milestones: Total
Milestone Rules
= Achievements: Number of
achievements recorded
against all milestone rules
= Patients: Number of
patients involved in
achievements
= Total Amount: Value of all
achievements for this

Summary

study
MIIeStone VISIT EVENT PATIENT STATUS STUDY STATUS ADDITIONAL Used to SeIeCt and manage
Selector milestone rules by type of

milestone. Defaults to Visit
milestones.
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Element Visual

Milestone

8 Achievements | 12 Patients i Total Amount: $950.00 |

Type Summary

Open all /
Close all v Openall

A

Close all

Toggles

Search
Achievements Search achievements

Field

Velos General eResearch User Guide

6 December 2022
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Description

Summarizes key financial
achievement data for the selected
milestone type only for this study.
Includes the following data
points:
= Milestones: Total
Milestone Rules of this
type
= Achievements: Number of
achievements recorded
against all milestone rules
of this type
= Patients: Number of
patients involved in
achievements for
milestone rules of this
type
= Total Amount: Value of all
achievements for this
milestone type

Used to open or collapse all
Milestone Rule Categories to
display each achievement or
close them all simultaneously for
that milestone type.

Used to search all milestone rules
under a milestone type for a
specific keyword or other search
criteria such as Study Patient ID.

Page 476 of 624



wcg

Element Visual Description

Milestone Rule

I > st ptrs Each study milestone rule is self-
Category

contained within a category that
summarizes the key status or
description of the milestone. Click
on the arrow to expand this
category and view all individual
achievements. The category
header contains the following
financial data points:
= Achievements: Number of
achievements recorded
against this milestone rule
= Total Amount: Value of all
achievements for this
milestone rule

93111 Modifying Achievement Dates

eResearch gives you the ability to modify achievement dates for all milestone types, with the
exception of achievements that have been added to an invoice, have been reconciled against a
payment record, or are part of a compound achievement (any achievement where the Patient Count
in the milestone rule is required to be >1). Achievement dates can be modified using the View/Delete

Achieved Milestones window on any study.

To modify milestone achievement dates:

1. Open the View/Delete Achieved Milestones window from the milestones tab of any study.

View and Delete Achievements: Study DEMO 3000

9 31 12 $9,900.00
Milestones Achievements Patients Total Amount
vISIT

EVENT PATIENT STATUS STUDY STATUS ADDITIONAL

1 Milestones |l 5 Achievements | 5 Patients i Total Amount: $125.00

v Openall v Closeall Search achievements Q

> Done [ 1 patients], Calendar:Structured Patient Visit 5 Achievements Total Amount: $125.00

Visit: Initial Visit, Rule: At least one event is marked as -
Calendar - Alternate

Velos General eResearch User Guide 6 December 2022 Page 477 of 624



wcg

2. Select the milestone type and expand the milestone rule category to reveal the individual

achievements logged for that rule.

v Openall v~ Closeall Search achievements Q

Visit: Initial Visit, Rule: At least one event is marked as -

> Done [ 1 patients], Calendar:Structured Patient Visit 5 Achievements Total Amount: $125.00

Calendar - Alternate

3. Locate the achievement you would like to modify and click the Achievement Date field.

PATIENTID ~ LASTNAME =+ FIRSTNAME =~ MILESTONE AMOUNT ~ PAYMENTTYPE ~ ACHIEVED =
O  oemosooon Alberts DEMO Abby $25.00 Receivable 04/18/2022 [+
O  oemoroooe Thomlin DEMO Lorrie $25.00 Receivable 04/25/2022 ]

4. Select a new achievement date from the date picker.

Jun v 2002 ¥

Su Mo Tu We Th Fr Sa

12 3 4

5 6 5 9 10 1

213 14 15 16 17 18

19 20 21 2 23 24 25
% 27 28 2 30

Today Done

The milestone achievement date is now changed to the new date.

Note: If an achievement date is light grey and not selectable, this indicates you cannot modify
the achievement date for this item. Reasons an achievement date cannot be modified
are if this achievement is part of an invoice, reconciled against a payment record, or part
of a compound milestone rule (e.g. Patient count must be >1 to equal 1 achievement).

9.3.2 Manage Milestone Notifications

Notifications are configured through the Notifications tab of the Financial Summary page. The

Notifications page will display all milestones created from the Manage Budget, Manage Milestones,
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and Study Milestone pages and can be used to notify any associated user(s) when a financial
achievement is generated by that milestone. This section will cover how to configure notifications

when a milestone has been achieved. Milestones are described in further detail in Milestones.

Note: Milestone rules must be configured prior to configuring any milestone achievement
notifications.

To setup achieved milestone notifications:

1. From the Financial Summary page, select the Notifications tab.

Personalize ¥ Manage v Libraries ¥ Reporting ¥

p Current Page: Financials >> Notifications

Milestones W Invoicing  Appendix = Payments  Reports

The Notifications page displays.

Personalize ¥ Manage > Libraries ~ Reporting ¥

Study Number: 09877 Titie: Anemia in Patients with RA

chieved, based on the specified Miestone Rule

Patient Status Milestones
1 Envolled patients

5 ‘Screen Failure’ patients

ctured Patient Visit Calendar, Visit. Infial Visit . Rule.
the visit are marked as -Done [ 1 Active/On

Event Milestones

Study Milestones

Additional Milestones

2. Locate the milestone that you'd like to configure for notifications and click Select/Deselect

User(s).

STUDY DETAILS Study Number: 08877 Title: Anemia in Patients with RA

The Tollowing users will be sent notifications when the corresponding milestone is achieved, based on the specified Milestone Rule

Milestone Achieved Notify Users

Patient Status Milestones

1'Enrolled patients SelectDeselect User(s
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3. The User Search window will display. Select the appropriate user by clicking the corresponding

Organization Name:
Benton Medical v

User Type

Active Account User

Active Account User

Active Account User

Active Account Uiser

Active Account User

Active Account User

Active Account User

User Search >> Search Critena
User First Name: User Last Name:
Job Type: Select an option v
Group Name Study Team
N N Ses
Select an option L] Select an option v
The Selected Filters are: User First Name: AV User Last Name: AU Job Type: AT Organization Name: Benfon Medical Group Name Al Study Team: Al
" - , iy
Select All First Name Last Name Organization
Adam @ wce-VELOS
Alexandra @ wce-VELOS
cameron @ senton Medical
Deanna @ wce-vELOS
Harriet (D Benton Medical
Laura () Benton Medical
Solomon @ Benton Medical

4. Click Submit to confirm.

Note:
milestone has been achieved.

9.3.3 Manage Invoices

Users designated for a milestone notification will only receive a notification when that

Invoices can be created based on how many milestones have been achieved for a study, and how

much is to be invoiced. Achieved milestones can only be invoiced if the milestone rules have

payment types of 'Receivable” or "Invoiceable”. Auditable comments can be added at the study level

of the invoices tab using the “Quick Notes” tool, and for individual invoices using the “Internal

Comment” tool. See the Add and Review Invoice Internal Comments section for more information on

adding and reviewing invoice comments. After invoices are generated, they can be edited, including

removing individual line items.
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Note: Any holdback amounts specified in an achieved milestone will be listed as a separate
invoiceable line item when generating an invoice. Holdbacks are a portion of the
payment that is held back and not typically paid out until certain stipulations are met.

To navigate to the Invoice page:

1. From the Financial Open Milestone page, select the Invoicing tab.

Personalize ¥ Manage ~ Libraries * Reporting ~

p Cument Page: Financials >> Invoicing

Milestones Notifications m Appendix Payments Reports

The Invoicing page displays:

Milestones  Motifications m Appendix  Payments  Reporis @ ; ¥
EUVNGUILIEY o gy Number: 961 [“ Title: Lung Hyperinflation in Adults with OSA

CREATE ANEW INVOICE

DELETE SELECTED

Invoice # | . Invoice Invoice  Payment Due Created by Date Internal  Delete

Comment

0 Date¢ Amount¢ Date o 0 Rangeo oaus?d Notes &

9.3.3.1 Create an Invoice

Permissioned users can create new invoices using the Invoicing page.

To create an invoice:

1. From the Invoicing tab, select Create a New Invoice.

-

STUDY DETAILS Study Numbe

CREATE A NEW INVOICE

Invoice # ¢
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The Invoice Creation page displays:

STUDY DETAILS Study Number: 961

Titte: Lung Hyperinfiation i Adults with OSA

Enter the '\Jll:}‘.\'ﬂg detalls to create your Involce:
Study Number 961
NCT Number
Invoice Number
(System genarated if 961
loft blank)
Invoice Date * 0817/2021 Inveice Milestones by Coverage Type
. Oas Oot Or Do Cue
Fayment Dus Date * ) On or before Dslne
@ pue date within| 30 Day(s) v
Invoice To salect LUse
Payment To Select User
Nots Your promgt payment is appreciated )
@ O vosr 2021%| O month |8 w 2021w Weston® | Select an Option v Fameal gelact an Option v
Display All Receivables - o
© pate Range: From . Emrfng | Select an Option Jieol SelectanOption v
Fields available on this screen are defined below.
Field Description

Invoice Number
Invoice Date
Payment Due Date
Invoice To
Payment To
Note

Display

For Dates

Milestone Type

Enrolling Site

Payment for

Site of Service

Invoice Milestones by

Coverage Type

Velos General eResearch User Guide

Enter an invoice number. Will be system generated if left blank.
Enter the date for the invoice.

Use the calendar picker to specify the date the payment is due.
Click the Select User link to associate a user for the invoice.

Click the Select User link to associate a user for the payment.
Enter notes as necessary, if notes should appear with the invoice.

Select the appropriate options for which the receivables should
display. Options include: All Receivables, Uninvoiced Receivables,
Invoicables, Uninvoiced Invoicables.

Select a timeframe for which receivables should display.

Display by milestone type. Options include: Patient Status, Visit, Event,
Study Status, and Additional.

Display by enrolling site.

Display by payment for field. Options include: Investigator,
Coordinator, Patient, Sponsor.

Display by site of service.

Select a type for which receivables should display.
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2. After filling out information in the available fields to meet your specific invoicing needs, click
Submit to confirm.

The Invoicing page will refresh to display the newly created invoice:

I et Bage: Ircics Dreation == Step 2

4
Miestones | Matricatians m fppendi | Payments  Repors SN f
*

STU AILS y Numbsr: BB Title: Blood Clot Therapy Phase | Saarch Milasionas

Palient e Calendar  Visit Event Payment  Payment  Coverage Holdback  Descriplion of Service Cuanlity  Milestone v
First 58 MName Mame Mame Type For Analysis Amount to O
Name

Urescheduled Event: femase
Inftia st

Crermerale Invuicos

Note: You may search for milestones using any information contained in the table by using the
Search Milestones field.

There are two functionalities used to calculate the amount to be invoiced, Calculate and Erase:

Invoiced Invoice
to Date Amount
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View the table below to learn more about how calculate, erase, and search milestones work:

Name Description

Calculate  Power Bar: Click Calculate to insert the amount for all the milestones displayed. This
button adds the amount listed under the Milestone Amount column for each
milestone.

Row: Click Calculate to insert the amount for one line item.
The invoice amount(s) cannot be greater than the milestone amount.

Erase Power Bar: Click Erase to clear all invoice amounts displayed.
Row: Click Erase to clear the invoice amount displayed for one line item.

Search Enter a letter or word into the Search Milestones field to filter by Milestone Type
Milestones

3. Enter the amount to be invoiced by using the Calculate button to invoice the full invoiceable
amount or click directly in the Invoice Amount field to enter a custom amount to be invoiced.
Note that as you enter values in the Invoice Amount column, a total is calculated at the bottom.

This will be the total invoice amount.

Quantity Milestone Invoiced Invoice
Amount to Date Amount

Note: Only achieved milestones with an Invoice amount will be listed on the invoice.
Warning: The Invoice Amount cannot be greater than the Milestone amount but can be less.

Note: Each invoiceable line item may be invoiced partially. The system will keep track of
invoices that have been paid via the reconciliation process and update the “Invoiced to
Date” amount column accordingly. This ensures you cannot ever exceed the Milestone
amount as defined by the milestone.

4. Click Generate Invoice once all desired invoice amounts have been assigned.

Generate Invoice
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5. The Print Invoice window will display. Users may export the invoice, print using the appropriate

buttons, or close the window.

Warning: If your browser’s pop-up blocker is enabled, it may prevent the window from
automatically opening. Either allow this website to open pop-ups or click on the invoice
number in the Invoices table to open the Print Invoice window.

Note: 1. Anyitems added to a generated invoice will not be considered “Invoiced” until they
have been reconciled via payments. See Manage Payments to learn more.
2. There are three views available once the invoice generates: Velos Invoice (using your
logo), Invoice by milestone type, and Invoice by patient. Select the invoice template
that best suits your needs and export it for invoicing.

9.3.3.2 Edit an Invoice
Created invoices can be edited to reflect updated activities, amounts, patient data, and dates of

service. It's also possible to remove specific line items from an invoice from this page.

To edit an invoice:

1. From the Invoicing page, click the Edit button for the desired invoice.

CREATE A NEW INVOICE

Invoice # ¢

DEMO 0197-112

1to 1 of 1 Record(s)
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2. The window to modify an invoice will open. Update information as appropriate.

Header
#
Addressed Tor Sent From:
Select User Select User
Study Number: 961 Invoice Number:* 961 - 109
NCT Number: Invoice Date: * 10/27/2022
Study Title: Lung Hyperinflation in Adults with OSA Selected Date Range Filter: All
Payment Due Date: 1172612022 Internal Account Number:
Milestone Description Achieved Amount Invoiced
Organization: All
Patient Status Milestones
[Total Amount for All Patient Status Milestones: 0.00
Visit Milestones
Visit: Initial Visit , Rule: All events within the visit are marked as -Done [ 1 patients], 1 milestones
Calendar:Structured Patient Visit Calendar achieved
MRN-9766127 09/09/2020 37.50 O
Visit: Initial Visit, Rule: All events within the visit are marked as -Done [ 1 patients], 2 milestones
Calendar:Structured Patient Visit Calendar - ARM33123 achieved
0000-44444 10/20/2022 633.75 O
0000-44444 1072012022 16.25 O
[Total Amount for All Visit Milestones: 687 50
ilocs,

3. Toremove a specific line item, select the checkbox next to the item.

Milestone Description Achieved Amount Invoiced

Qrganization: All

Patient Status Milestones
| Total Amount for All Patient Status Milestones: 0.00
|Visit Milestones

Visit: Initial Visit , Rule: All events within the visit are marked as -Done [ 1 patients], 1 milestones
Calendar-Structured Patient Visit Calendar achieved

MRN-076612H 09/09/2020 7.50
Visit: Initial Visit , Rule: All events within the visit are marked as -Done [ 1 patients], 2 milestones
Calendar:Structured Patient Visit Calendar - ARM33123 achieved

0000-44444 1012012022 53375

0000-444447 1072012022 16.25

[Total Amount for All Visit Milestones: 687.50
oot wiloct,

-OR-

To remove all line items, select the Delete checkbox.

Milestone Description Achieved Amount Invoiced M Delete

Organization: All

Patient Status Milestones
|Total Amount for All Patient Status Milestones: 0.00
|Visit Milestones

Visit: Initial Visit, Rule: All events within the visit are marked as -Done [ 1 patients], 1 milestones
Calendar:Structured Patient Visit Calendar achieved
MRN-976612" 09/09/2020 37.50 m]

Velos General eResearch User Guide 6 December 2022 Page 486 of 624



wcg

Note: If removing all line items, or you remove the last line item in an invoice, the invoice will be
automatically deleted.

4. Enter your e-Signature and click Submit to confirm.

Valid e-Sign [l EITIEAN ‘ m

Note: You cannot delete any line items that have already been reconciled against a payment
record.

9.3.3.3 Delete an Invoice

Users may wish to delete an invoice that is not necessary. This section will cover how to delete an

invoice.

Note: Deleting an invoice will remove it from the system permanently.

To delete an Invoice:

1. From the Invoicing page, select the checkbox next to the invoice that you wish to delete.

DELETE SELECTED

Internal Delete
Commert

2. Click Delete Selected to delete the selected invoice.

DELETE SELECTED

Internal Delete:

Comment
“
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3. A window confirming deletion pops up. Enter your e-Signature and click Save to confirm.

Delete Invoice(s)

Delete the following Invoice(s):
#0OBTT-T5

e-Signature” I |

9.3.3.4 Manage Invoice Status

The default Invoice Status is “Work in Progress”. This section will cover how to change the Invoice

status. There are two invoice status options: “Work in Progress” or “Final”.

To manage an invoice status:

1. From the Invoicing page, click the Edit button for the status you wish to modify.

Created by ¢ Date Range ¢ Status ¢
susan @ All Work in Progress f. @
Adam @ All Final l’f. @

2. The Status Details page displays. Edit the status as appropriate.

Financials >> Invoicing >> Status Details

Invoice Number. 09877-75
Status * Select an option v

Date *

Notes 7

e-Signature * Enter e-Signature m

Note: A status date must be entered.
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3. Enter your e-Signature and click Submit to confirm.

21 RS0l e-Signature * [ m

9.3.3.5 Add and Review Invoice Internal Comments
Velos eResearch provides the ability to add auditable comments to the invoicing tab of a study.
Comments can be added at the study level of the invoices tab using the “Quick Notes” tool, and for
individual invoices using the “Internal Comment” tool. Comments are sequential, meaning that
multiple comments can be added over time, and reviewed when clicking on the “Quick Notes” tool or
appropriate “Internal Comment” tool. Each note contains the following information:

= Author

= Quick Note/Internal Comment creation timestamp (date and time of creation)

= Quick Note/ Internal Comment text

Note: 1. Quick Notes/Internal Comments text fields are limited to 4000 characters per entry.
2. Users cannot edit or delete comments once they have been created. Note that Quick
Notes/Internal Comments display is sorted in descending (oldest to newest) order.
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To add a Quick Note/ Internal Comment:

1. From the Invoicing page, to add a Quick Note click the add comment icon next to the study

number at the top of the page.

Study Number: DEMO 019 %

_OR_
To add an Internal Comment, click the add comment icon next to the target invoice in the

Internal Comment column.

DELETE SELECTED

Internal Delete

R Comment B
Your prompt payment is appreciated. E, O
Your prompt payment is appreciated. Ej a

The Quick Note/ Internal Comments modal will display. From here, you can review any existing

comments:
Invoice Internal Comments ﬂ
Adam added a Comment - 17/AUG/21 13:55

Reviewed by Admin Jane Doe 10/21/2021.

Adam added a Comment - 17/AUG/21 13:55
Finalized with no findings

2. Enter your Quick Note/Internal Comment text in the note field and click Add.

Invoice Internal Commenis

Adam added a Comment - 17/AUG/21 13:55
Reviewed by Admin Jane Doe 10/21/2021.

Adam added a Comment - 17/AUG/21 13:55
Finalized with no findings

Submitted to sponsor.

Mote: %
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The Quick Note / Internal Comment is added. If existing notes were already present, the display

will sort them in descending order (oldest to newest):

Invoice Internal Comments B

Susan Training2 added a Comment - 03/NOV/22 11:22
Only for one enrolled patient.

Adam added a Comment - 22/INOV/22 09:17
This i1s a comment - Training DEMO

Note: The information contained within Quick Notes / Internal Comments is auditable by
custom report or by contacting Velos Support.

9.3.4 Appendix

Velos eResearch provides the ability to add reference materials to a study’s Financial Summary page
using the Appendix tab. Permissioned users can add, delete, and edit files and links within the

appendix.

To access the Financial Summary Appendix:

1. Navigate to the Financial Summary page of a specific study and click the Appendix tab.

Personalize ¥ Manage ¥ Libraries ¥ Reporting ~

P Current Page: Financials >> Appendix

Milestones  Notifications  Invoicing Payments  Reports

STUDY DETAILS Study Number: 09877
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The Appendix page displays:

¥ Cusrent Paga: F ppan

dx
Mbsssnan Nt ke Wr’a.r\vh Roapars

Sty Nsrebser: 13877

Bad

Tike Anemis in Patients with iEA

The follewing web pages and documents re linked to this study:

LICK HERE 12 il & row sk

CLICK HERE 1 spload & sew fls

Edt Deletefll URS

Drescription

Note: The steps required to add, delete, and edit the files and links in the Financial Summary
appendix are the same as modifying the Event Appendix. See the Event Appendix for the
steps required to add and modify files and links to the Financial Summary appendix.

9.3.5 Manage Payments

In the Velos eResearch system, payments are managed from the Financials Module. Payments can
be reconciled with invoices and for achieved Milestones with “receivable” or “payable” payment

types. Payments should be managed to keep a record of Payments made, Payments received, and

their respective amounts.

To navigate to the Payments page:
1. From the Financial Summary page, select the Payments tab.

Personalize ¥ Manage v Libraries ¥ Reporting ¥

p Current Page: Financials >> Payment Browser

Milestones ~ Notifications ~ Invoicing  Appendix m Reports

The Payments page displays:

P Curmrent Page: Financials >> Payment Browser

Milestones = Notifications  Invoicing = Appendix m Reports
STUDY DETAILS Study Number: 09877 Title: Anemia in Patients with RA

@ Add New

Date = Payment Type Method Description

Amount Reconciled Not Reconciled
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9.3.5.1 Record a Payment

This section will cover how to record a payment.

To record a payment:

1. From the Financial Payment Browser, select Add New.

Milestones  Notifications  Invoicing  Appendix W Reports
STUDY DETAILS Study Number: DEMO 0195

@Add New
Date « Payment Type Method
11/18/2022 Payment Received Other

2. The Add New Payment window will open.

Selets g 1o = Select s paymam mathod

3. Enterrequired information into the fields for Payment Date and Payment Amount. For Payment

Type, select Payment Made, Payment Received, Credit Memo, or Write Off.

Payment Type*

Select a payment type ~

Payment Made
Payment Received
Credit Memo
Write Off

Select a payment type

Note: If the Payment Type of Payment Made is selected, you can only reconcile against
Milestones, but if Payment Received is selected, you will have the option to reconcile
against either Milestones or Invoices.
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4. Optionally, include the Payment Method by selecting Cash, Electronic, Cheque, or Other.

Payment Method

Select a payment method ~

Cash
Other
Electronic
Check

Select a payment method

Note: Information such as a Check # or other billing information that you might need to recall
later can be entered into either the Description or Comments field. This information can
then be recalled later by pulling the report “Payment Records (ALL)" from Report Central.
See the Report Central for more information.

5. Click Add New Payment to save the payment information.

9.3.5.2 Reconcile a Payment
In the Velos eResearch system, payments can be reconciled either to invoices or milestones for
Payments Received Payment Types or to Milestones only for Payment Made Payment Types. The

instructions below cover how to reconcile a payment for both Payment Types.

93521 Reconcile by Milestone
The reconcile tool allows users to reconcile payment records directly against milestone
achievements. This can be beneficial if a payment is sent automatically without an invoice, or as an

estimated payment.
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To reconcile a payment with a milestone:

1. From the Payments page, click Reconcile for the appropriate payment.

Date = Payment Type Method Description Amount Reconciled Not Reconciled

10/2712022 Payment Received other v13.0 updates 1.000.00 0.00 1.000.00 /‘ i

10/18/2022 Payment Received Cash test 1.00 1.00 0.00 Pl |

For a Payment Received Payment Type, the Reconcile Payments window appears.

| want to reconcile:

Invoices Milestones

a. Click the Milestones button.
The Reconcile Payments: Milestones Step 1 Select Milestones window displays, after
clicking the Milestones button for a Payment Received Payment Type or after clicking the

Reconcile button for the Payment Made Payment Type.

B swdyoemooiso @ PaymentAmount: 100000 [E] Paic:0.00 M Remaining: 1,000.00

o Select Milestones e Apply Amounts

show Al Milestones - All Milestone Types = All Milestone Payment Types = All Payments For - Search milestones  Q
Milestone Payment Type  Payment For  Milestone Description Patient Study ID
O  patientstatus  Receivable Coordinator 1 *ActiverOn Treatment’ patients DEMO002.DEMOOOS, DEMODOT DEMOO16.DEM 04/25/2022.06127/2022.09/23/2022.06.. 60000 100  599.00
O e Receivable Sponsor viit: Initial Visit, Rule: Al DEMG002,DEMOOS, DEMODO1 DEMOO1E, DEM. 04/25/2022,06/27/2022,04118/2022,09, 1,00000 000 1,000.00
O  additonal Receivable - Unseheduled Event - DEMO Structured DEMO016 0672712022 10,000.00 0.00 1000000
=0 ML SRR VAT |

€ Back Next: Apply Amounts
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click the magnifying glass, as needed.

Show All Milestones v All Milestone Types

All Milestone Payment Types v

All Payments For -

Search milestones

Milestone Description

Patient Study ID

1 'Enrolled’ patients

One time fee - Admin

DEMO3000H,DEMO3000F,DEMO3000G

Achieved

11/01/2022,11/03/2022

1111772022

Rows Per Page

Paid
1,650.00 50.00
100.00 0.00
v K

Next: Apply Amounts

3. Check the checkbox for the desired Milestone Type, then click Next: Apply Amounts.

chow Al Milestones -

O vt Receivable Spansor Visit: Inital Visit , Rule: A1,

O  adgaitionsl  Receivable Unscheduled Event - DEMO Structured..

All Milestone Types

DEMO002, DEMODDS, DEMO001, DEMOD 16.DEM.

DEMOO02 DEMODDS. DEMO001.DEMOD 1 6.DEM.

DEMOO1E

- All Milestone Payment Types =

All Payrments For

The Step 2 Apply Amounts step displ

ays.

B sy 0eMo 0190 @) PaymentAmount 1.00000 [ Pai0.00 M Remaining 1,000.00
. . ot
- —— 1'Active/On Treatment' patients
PATIENT STUDY ID. AMOUNT PAD  REMAINING
Payment
Total Payment Amaunt: 1,000.00 DEMOOD 00,0 1 99
sty Appli
- Polied:0.08 DEMOOD2 00.00 0.00 100.00
- Applied t
DEMDO1D 0000 a0 10000
Remaining o Apply: 1,000.00
Ailestones. DEMDOTS 00.00 0.00 100.00
Total Milestonies Amount: 600.00
DEMDOTE A 10000 000 100.00
- Selected Payment: 1.00
Remaining to Pay: 599.00 DEMO0DS 00,0 100
€ B

PAYMENT TO APPLY

Total Remaining: 539,00 @) Fay total i fu

@rayinful
@Payinful
@payinful
@Fayiniul
@pay inful

&Py inful

wcg

2. If there are multiple Milestones, filter using the dropdowns by Milestones, Milestone Types,

Milestone Payment Types, and/or All Payments For, and/or enter a word into the search and

a. Uncheck the Show previously paid items checkbox if you do not want to view paid items in

this view, if applicable.
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4. Inthe Payment To Apply column, enter individual amounts that should be paid to each line item.

1 "Active/On Treatment' patients Total Remaining: 599.00 @& Pay total in full

PATIENT STUDY ID AMOUNT PAID REMAINING PAYMENT TO APPLY

DEMO001 100.00 1.00 99.00 99.00 @rayinful
DEM0002 100.00 0.00 100.00 100.00 @payinfull

DEMOO10 100.00 0.00 100.00 100.00 oPaym full

DEMOO016 100.00 0.00 100.00

Py in ful

a. Calculations of Payment: Applied to Selected and Remaining to Apply and Milestones:
Selected Payments and Remaining to Pay will be shown in the Payment Calendar as
amounts are credited to each line item from the Total Payment Amount. See the following

example for entries made above.

Payment Calculator
Payment
Total Payment Amount: 1,000.00
Previously Applied: 0.00
- Applied to Selected: 299.00
Remaining to Apply: 701.00
Milestones
Total Milestones Amount: 600.00

- Selected Payment: 300.00

Remaining to Pay: 300.00

b. Alternatively, to pay each line in full, click the Pay in Full link to the right of the line item.
-OR-
If the full Total Payment Amount is to be used to pay the Total Remaining item costs, and the

costs are to be paid simultaneously, then click Pay total in full.

B swdy:DemM00190 & Payment Amount: 1,00000 [ Paid:000 M Remaining: 1,000.00
a select Milestones e Apply Amounts
Payment Calculator 1 'Active/On Treatment' patients Total Remaining: 599.00|@) Pay total in full
PATIENT STUDY ID AMOUNT PAID REMAINING PAYMENT TO APPLY
DEMO001 100.00 1.00 99.00 ’%DD ‘ o""‘i L
Applied: 0.00 DEMO002 100.00 0.00 100.00 \mo 00 ] @rayin
- Applied to Selected: 599.00
DEMO010 100.00 0.00 100.00 100.00 | @rayir
Remaining to Apply: 401.00
DEMO016 100.00 .00 100.00 100.00 ‘ Qrayir
DEMOO018-A 100.00 0.00 100.00 100.00 ] °"‘3v in full
DEMOQ00S 10000 000 10000 I‘DODCI J o“i‘
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Note: 1. The funds from the Total Payment Amount will be used for each line item paying
from the top line entry down to the last line entry in which there are available funds.
This may leave unpaid line items and/or the last line item may be partially paid.
2. If there is an excess of funds left after applying all amounts, then there will be funds
left in the Remaining to Apply section of the Payment Calendar and in the Not
Reconciled column on the Study Details page.

5. After Payment to Apply line items are entered, as needed, enter e-Signature and click Apply

Amounts From Payment.

Valid e-Sign [T ANERY Apply Amounts From Payment

The Study Details page will show the amount reconciled in the Reconciled column (added to any

previously reconciled amount) and any remaining amount to use for reconciling in the Not

Reconciled Column.

Payment Type Description Amount Reconciled Not Reconciled
10/27/2022 Payment Received Other v13.0 updates 1,000.00 99.00 901.00 @ /‘ i
. . s o=
10/18/2022 Payment Received Cash test 1.00 1.00 0.00 @ Fal |
93522 Reconcile by Invoice

The reconcile tool allows users to reconcile payment records directly against milestone
achievements. Depending on your specific processes, this method can be easier to track and is

generally more efficient than reconciliation by milestone.

To reconcile a payment by Invoice:

1. From the Payments page, click Reconcile for the appropriate Payment Received Payment Type.

Date « Payment Type Method Description Amount Reconciled Not Reconciled

10/27/2022 Payment Received Other v13.0 updates 1,000.00 0.00 1,000.00 /' [ ]

10/18/2022 Payment Received cash test 1.00 1.00 0.00 P |
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2. Inthe new Reconcile Payments Window, click the Invoices button.

I want to reconcile:

Invoices Milestones

The Reconcile Payments: Invoices Step 1 Select Invoice window appears.

B suor09877 @ paymereamount: 2000 [ Paiti100 M Remaining: 19.00

w  Invoke date v from (o = Saarch iwolces

Neat: Apply Ameunts

= If the payment date is past due, the date will be red and there will be a red exclamation mark
icon
3. If there are multiple Invoices, use the Search function by filtering by Invoice date or Payment
date and/or using From and/or To calendar selections, and/or enter a word into the search field

and click the magnifying glass, as needed.

Show  INvoice date D ¥ From D To Search invoices IEI
Amount Paid Remaining Payment Due
522.50 500.00 22.50 12/03/2022
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4. Choose the appropriate Invoice by selecting a radio button and click Next: Apply Amounts.

o Select Invoice o Apply Amounts

show Invoicedate [+ pom (] Ta Searchinvoices ~ Q
Number ald Payment Due
10/27/2022 DEMO 0190-110 190.00 0.00 190.00 11/26/2022
[ ]
50 T <> 3l

€ Back Next: Apply Amounts

The Step 2 Apply Amounts step is viewed.

B study:DEMo 0190 @2 Payment Amount: 1,000.00 [ Paid:99.00 M Remaining: 901.00

o Select Invoice e Apply Amounts. Show previously paid items

Invoice DEMO 0190-110 FC— g
Payment Calculator Total Remaining: 190.00 & Pay total in full

MILESTONE DESCRIPTION PATIENT STUDYID INVOICED ~ PAID  REMAINING PAYMENT TO APPLY

Visit: Initial Visit, Rule: All..  DEMO016 190.00 000  190.00 @Payin full

Payment
Total Payment Amount: 1,000.00
Previously Applied: 99.00

Rows Per Pag 50 -
- Applied to Selected: 0.00 o reTess 1< <o >l

Remaining to Apply: 901.00
Invoice
Total Invoice Amount: 190.00
- Selected Payment: 0.00

Remaining to Pay: 190.00

& Back e-Signature & Apply Amounts From Payment

a. Uncheck the Show previously paid items checkbox if you do not want to view paid items in

this view, if applicable.

5. In the Payment To Apply column, enter an amount to be paid.

Invoice DEMO 0190-110 Total Remaining: 190.00 @& Pay total in full

MILESTONE DESCRIPTION PATIENT STUDY ID  INVOICED PAID  REMAINING PAYMENT TO APPLY

Visit: Initial Visit, Rule: All... DEMOO016 190.00 0.00 190.00 5.00 QPay in full
Rows Per Page 50 v 1< < o171 2 >l
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a. Calculations of Payment: Applied to Selected and Remaining to Apply and Invoice: Selected
Payment and Remaining to Pay will be shown in the Payment Calendar as an amount is

credited from the Total Payment Amount.

Payment Calculator
Payment
Total Payment Amount: 1,000.00
Previously Applied: 99.00
- Applied to Selected: 5.00
Remaining to Apply: 896.00
Invoice
Total Invoice Amount: 190.00
- Selected Payment: 5.00

Remaining to Pay: 185.00

b. Alternatively, to the full line item, click the Pay in Full link to the right of the line item.
-OR-
If the full Total Payment Amount is to be used to pay the Total Remaining item cost, then

click Pay total in full.

B swdypemo0130 @ Payment Amount: 1,00000 [ Paid:99.00 M Remaining: 501.00
P Y- P Y- Y-
Invoice DEMO 0150-110 maining; & Fay total in s
Payment Calculator valce Total Remaining: \90‘
MILESTONE DESCRIPTION  PATIENTSTUDY D INVOICED  PAID  REMAINING  PAYMENT TO APPLY
Payment
Visit Initial Visit , Rule: Al DEMOO16 19000 000 190,00 190.00 @pPayin ful
Total Payment Amount: 1,000.00
Previously Applied: 99.00
50 K < 10>
- Applied ta Selected: 190.00 .
Remaining to Apply: 711.00
Invoice
Total Invaice Amount: 190.00
- Selected Payment: 190.00
Remaining to Pay: 0.00
« Back eSignature * P —

Note: 1. The total funds from the Total Payment Amount will be used towards the Payment
To Apply column in its entirety. This may leave a partially paid field.
2. If there is an excess of funds left after paying total in full, then there will be funds left

in the Remaining to Apply section of the Payment Calendar and in the Not Reconciled
column on the Study Details page.

6. After “Payment To Apply” line items are entered, as needed, enter e-Signature and click Apply
Amounts From Payment.

Velos General eResearch User Guide 6 December 2022 Page 501 of 624



wcg

VEIESS T e-Signature * "“| Apply Amounts From Payment

The Study Details page will show the amount reconciled (added to any previously reconciled

amount) in the Reconciled column and any remaining amount to use for reconciling in the Not
Reconciled column.

Payment Type Method Description Amount

Reconciled Not Reconciled

10/27/2022 Payment Received Other v13.0 updates 1,000.00 289.00 711.00 @ Pl |

9.3.5.3 Reconcile Details

From the Payments page, Reconcile Details can be viewed.

To view details for a reconciled payment:

1. Click a Reconcile Details button.

=3 [o|/s

Reconcile @ V|

Remaining

0.00

| Show  Invoicesand Milestones ¥ g, g, Most Recently Reconciled ¥ From B .

[ search description, patient and amaurk, I

1 'Active/On Treatment' patients

Milestone Balance: 99.00 of 100.00
RECONCILED ON PATIENT STUDY ID AMOUNT PAID PAID (THIS PAYMENT) REMAINING

10/18/2022 DEMOO001 100.00 1.00 1.00 99.00

Close Details

Filter as needed using the dropdowns, calendar filters, and searching tool to find a specific
record.

2.

3. Click Close Details when viewing is complete.
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9.3.5.4 Edit Payment Record

From the Payments page, payment records can be edited.

To edit an existing payment record:
1. Click an Edit button.

Reconcile @
Reconcile @

Note: Double check payment details and make adjustments as needed before editing.

The Update Payment Details screen appears.

Update Payment Details

W Date * ayment Amount*

10/27/2022 1000.00

t Type* syment Method

Payment Received N4 Other ~

v13.0 updates

v13.0 updates

2. Change payment details fields as needed and click Save And Close.
-OR-

Do not make any changes and click Close Without Saving.
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9.3.5.5 Delete a Payment Record

From the Payments page, payment records can be deleted.

Warning: The record will be removed when deleting, ensure the record is to be deleted before
deleting for accurate records. Deleting records may occur in such cases as when
applying an incorrect payment.

To delete a record:
1. Click the Delete button.

Reconcile @

Reconcile @

A Delete Payment Confirmation pop-up will appear.

2. To confirm deletion, enter e-Signature and click Delete Payment.

Delete Payment Confirmation X

Please confirm the deletion of this payment of 1,000.00 by providing your e-signature

e-Signature® Delete Payment

Velos General eResearch User Guide 6 December 2022 Page 504 of 624



WCEg
10 Reports, Ad-hoc Queries & Dashboard

Once studies are running in your system and data is being captured, one of the most important tasks
will be to extract data for use in compliance, budgets, and research management requirements. To
accomplish this task, Velos eResearch offers a variety of out-of-the-box reports in Report Central,

and for more advanced reporting jobs, an Ad-Hoc Query tool.

= See Report Central for more information about the types of reports offered in Velos
eResearch.
= See Ad-Hoc Queries (AHQ) to learn how to build and manage custom reports using Ad-Hoc

Queries.
In addition to pulling reports and creating Ad-hoc Queries, Velos eResearch Enterprise offers the
ability for Data Monitors and users with data monitoring responsibilities to review form entries,

provide feedback, and resolve any flagged issues.

= For more information about forms, see Forms Management

= For more information about the Dashboard tool, see Dashboard

Enterprise Only:  The Dashboard tool is only available in the Enterprise version of eResearch.
Additionally, some reports may only be available in Enterprise.
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10.1 Report Central

Reporting is available in Report Central to assist users with oversight and monitoring of day-to-day
operational activities. The reports provide account, regulatory, financial, patient, and study
information. Report Central can be accessed by using the Reporting tab. In addition, some specific
reports can be accessed directly from their functional areas (e.g. Patient reports for specific
individuals can be accessed from the patient management page or financials).

For each category of report, there is a set of search criteria available that allows permissioned users

to filter the reporting results.

Patient Study Status (All Statuses)

Sakrten Dal Range Fiter [Nt Range:al 1] [Lrjanization Araten Medea St al |
Srowe 10w antres Soanch: Cogy | Eacet | csv | PoF

Study Number Enrolling Site atient Study 10 I: Stetus Late

08677 Benton Medical o001 & s Enrciled D20

FUETEE) Genikon Mediss NG - e [RUEIE] U0

Showng 1% 2 al 2 entnes Previous - Hext
i Farar st AT 300 5T

Note: The Reports available in this module pull data from the standard eResearch fields. Ad-
Hoc Queries are used to generate reports on data entered into forms. For any custom
fields added to eResearch a custom report would need to be designed to report on that
data.

10.1.1 Access and Run Reports

Velos eResearch allows permissioned users to pull data from a variety of pre-determined reports.

See Report Types to learn more about the various reports available within Velos eResearch.

To access and run reports from Report Central:

1. Click the Reporting menu and select Report Central.

Reporting ~

Dashboard
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The Report Central page displays:

P Current Page: Report Central

Select Report Type Accrual v

Accrual Reports

O Accrual Performance Overview

QO Accrual by Study Site and Patient Status

O Accrual by Year

O Annual Accrual Trend (By Study/Site)

O Annual Accrual Trend (Study Level/ All Sites)

O Enroliment by Race / Ethnicity /Gender

OUOUSUSHONONS)

QO Studies with No Enroliment

NCI Reporis

O Data Table 3

Qe

O Data Table 4

= When hovering over the question mark icon, the available columns and filters for a report are

displayed. See example below.

Accrual Reports

® Accrual Performance Overview
Accrual Performance Overview
i i « Report Columns:# Enrolled by Year, #
O Accrual by Study Site and Patient Status Enrolled by PI, # Enrolled by Division, Total
Studies With Enroliment, Total Enroliment
Count, Study Number, Principal
Investigator, Study Opened to Enroliment,

O Accrual by Year

O Annual Accrual Trend (By Study/Site)
+ Filter By:Date (Enrollment Date)
Study (Study Number)

O Annual Accrual Trend (Study Level/ All Sites) QOrganization (Enrolling Site)

@
©)
@ Study Closed/Retired, # Enrolled
@
©]

O Enroliment by Race / Ethnicity /Gender
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2. Select Report Type from the dropdown menu. See Report Types for more information about

report types.

Personalize ¥ Manage ¥ Libraries ¥

Reporting ~

lelect Report Type

Accrual Rep
O Accrual Performd

QO Accrual by Study
QO Accrual by Year

O Annual Accrual Tl

P Current Page: Report Central

Accrual v
Accrual

ks Ad-Hoc Queries

Biospecimen

Custom Reports

Data Safety Monitoring
Financial

Patient

Research Compliance
Study

O Annual Accrual Tl

System Administration

O Data Table 3

O Data Table 4

QO Enroliment by Race / Ethnicity /Gender

(O Studies with No Enroliment

PREReee

Qe

3. Select the specific report by clicking the radio button next to the report name.

Select Report Type

Patient v

Demographics and Status
Patient Study Stal
atient Study Sta

O Patient Study Stal

tus (All Statuses)
tus (Current Status Flag)

tus (Most Recent Status)

O study Patients Demographics
O study Patients Enroliment Details

O study Patients Status Grid

OUOACHOUCHT)

Velos General eResearc
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4. Apply filters as needed. See Filtering Options for more information about report filtering.

\Available filters for this Report Type are:

Date Filter:
@ Al O vear O Month O Date Range
[AI

\Additional Filters:

Select Organization

Select Study

O Do not display selected filters in Report Header

Display %

Download as CSV

5. Click Display and the report will display in a new tab or window.

-OR-

Benton Medical

[ALL]

Click Download as CSV to download a CSV version without viewing in a new window .

10.1.2 Export and Print a Report

Velos eResearch provides a means to export any reports within Report Central. The specific options

to export a report vary, depending on the report that was selected. The options fall into two general

categories as shown in the tables below.

Note:
may only have the option to print the report.
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To export a report from Report Central:

1. Generate a report from Report Central. For more information about how to run a report, see
Access and Run Reports.

2. Option 1: Click on one of the labeled buttons at the top of the report to perform the described

export functions.

[ | e [ cov [ e
Icon Name Description
Copy to Clipboard  Copies the report data to your clipboard for easy “pasting”
into a document or spreadsheet.
Export to CSV Exports the report to a Comma-separated values (CSV)
delimited text file.
m Export to Excel Exports the report to a Microsoft Excel spreadsheet.

Export to PDF Exports the report to an Adobe PDF document.

-OR-
Option 2: Click directly on one of the Download the report in Export to: buttons located at the top

of the report page.

Note: The exporting option button appearance will vary depending on the type of report you
have pulled.

Example of Download the report in: button view.

Download the report in: @ @ @|
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Icon Name Description

@ Export to Word Exports the report to a Microsoft Word document.
@ Export to Excel Exports the report to a Microsoft Excel spreadsheet.
@ Print Opens a print-optimized version of the report.

10.1.3 Filtering Options

Within Report Center, filtering options are displayed on the right side of the page. The available

options that display depend on the specific report and report type that is chosen.

To filter a report:
1. Navigate to the Report Center. Select a report type and report.

2. Within the Date Filter area of the page define the date restrictions for the report, as needed:

Date Filter:

® Al O yvear O Month O Date Range
(AN

3. Within the Additional Filters area of the page, define other filter criteria as needed. You may also

choose not to display the filter selections at the top of the report page by clicking the checkbox
at the bottom of the Additional Filters area.

\Additional Filters:

Select Organization Benton Medical

Select Study [ALL]

O Do not display selected filters in Report Header

Display Download as CSV

Note: Depending on the specific report you choose, different filters may display. Common
options include, but are not limited to, Study, Organization, and User.
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4. Click Display to view the report in a new window.

Patient Study Status (Al Statuses)

Sewcind Oase Range Fier [Dae Range ALL| [OGaNEIOn Bamon MeScaStudy AL
Snow 10 ¥ ensnes Searcn Copy | taont | cow | v

orer? Bermon Mescu o001 a ves Erestes 02102000

s Berton Medca uRNTE? a Yes Ereotes 02212000

p—

-OR-

Click Download as CSV to download a CSV version without viewing in a new window.

10.1.4 Report Types

The following sections describe each available report, report category, and in which version(s) of
Velos eResearch they are available. For more information about how to access Report Central, see

Access and Run Reports.

10.1.4.1 Accrual Reports
Accrual reports display patient recruitment statistics.
Recommended Primary User: Study Coordinator
Benefits / Uses:

= Displays enrollment information in the aggregate

= Can be used to identify enrollment trends and issues

= Only report category that allows you to see aggregated demographic information
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Available Reports:

The following reports are available within the Accrual Reports library.

Report Name

Accrual
Performance
Overview

Accrual by Study
Site and Patient
Status

Accrual by Year

Annual Accrual
Trend (By
Study/Site)

Annual Accrual
Trend (Study
Level/All Sites)

Velos General eResearch User Guide

Report Description

This report presents a graphical
representation of study enrollment
by year, by Pl and by Division. The
report also provides details for
each study including when the
study opened for enroliment and
the number of patients enrolled.
This report can be generated to
show this data for all studies and
selected organizations for a
designated time period.

This report provides information on
patient status by study. The report
will show date of first patient
enrollment and include # of
screened patients, screen failures,
# of patients enrolled, # off
treatment, # in follow-up and the #
off the study. This report can be
generated to show this data for all
studies and selected organizations
for a designated time period.

This report provides information on
patient enrollment yearly data for
studies, PI details and therapeutic
area. This report can be generated
to show this data for all studies and
selected organizations.

Displays the total of number of
accrual by site (organization) for
each month per the specified
filters.

Displays the total of number of
accrual for all study sites
(organization) for each month per
the specified filters.

6 December 2022

Report Date
Filter Field

Enrollment
Date, Study
Number,
Enrollment
Site

Date,
Study
Number,
Study Site

Date,
Study
Number,
Enrolling Site

Enroliment
Date, Study
Number,
Enrolling Site

Enroliment
Date, Study
Number,
Enrolling Site

Enterprise

WCg

eXpress
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Report Name

Enrollment by
Race/ Ethnicity
/Gender

Studies with No
Enrollment

NCI Data Table 3

NCI Data Table 4

Note:

Report Description

Displays study accruals by race,
ethnicity, and gender per the
specified filters.

Displays active studies with no
enrollment.

Report design based on NCI CCSG
(Cancer Center Support Guidelines)
data guide. It draws data from the
fields as defined on a study’s
“Summary” tab. Only the Date
Range filter applies.

Report design based on NCI CCSG
(Cancer Center Support Guidelines)
data guide. It displays the Disease
Site and accrual data for a study.
To pull the accruals by Disease
Site, it looks at the value as defined
in the Disease Site field on a
study’s “Summary” tab. Only the
Date Range filter applies.

wcg

Report Date  Enterprise

Filter Field

eXpress

Enrollment X X
Date, Study
Number,
Enrolling Site

Study X X
Number

Enroliment X N/A
Date,
Reporting
Organization,
Enrolling
Organization,
Treating
Organization

Enrollment X N/A

Date, Study
Type,
Reporting
Organization,
Research
Type

For study or patient data to be included in either the NCI Data Table 3 or 4 reports, the

checkbox for the field “CCSG Data Table 4 Reportable” needs to be checked on the study
details tab of a study. For more information about this field and the Study Details tab,
see Manage an Existing Study.

10.1.4.2Biospecimen Reports

Biospecimen reports display storage, inventory and sample information using the eSample module.

Refer to the eSample User Guide for more information about this module.

Velos General eResearch User Guide
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Recommended Primary User(s): Study Coordinator

Benefits / Uses:

= Displays Inventory, Storage and Specimen reports

= Works exclusively with the eSample module

Enterprise Only:

Available Reports:

eSample is an optional add-on module for Velos eResearch Enterprise.

The following reports are available within the Biospecimen library.

Report Name

Specimen Storage
Association

Storage Capacity
Discrepancy

Storage Status
Discrepancy By
Child Storage
Status

Storage Summary

Storage Trail &
Occupancy

Depleted
Specimens

Specimen Listing

Specimen Listing
with Calendar

Velos General eResearch User Guide

Report Description

Displays specimen storage
association information.

Displays storage capacity
available versus storage capacity
used.

Displays storage capacity
available versus storage capacity
used, organized by child storage
status.

Summary of cataloged storage.

Displays a simple audit trail of
storage use.

Displays specimens that have
been depleted from processing.

Displays all catalogued
specimens.

Displays a list of specimen
samples collected on a study
with a calendar name.

6 December 2022

Report Date
Filter Field

Date, Study,
Storage,
Organization

Date,
Storage

Date,
Storage

Date,
Storage

Date,
Storage

Date, Study,
Organization

Date, Study,
Organization

Date, Study,
Organization

wcg

eXpress

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A
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Report Name

Specimen
Processing History

Specimen Provider
Association

Specimen Status
History

Specimen Trail
(Non Study
Specimens)

Specimen Trail
(Study Specimens)

Specimens by
Patient

Specimens by

Report Description

Displays a history of all specimen
processing.

Displays the association between
specimens and providers.

Displays an audit trail of
specimen statuses.

Displays an audit trail of non-
study specimens.

Displays an audit trail of study
associated specimens.

Displays the association between
specimens and the patient from
which they were collected.

Displays the association between

Report Date
Filter Field

Date, Study,
Organization

Date, Study,
Organization

Date, Study,
Organization

Date,
Organization

Date, Study,
Organization

Date, Study,
Organization

Date, Study,

Enterprise

wcg

eXpress
N/A
N/A
N/A

N/A

N/A

N/A

N/A

Study specimens and the studies for Organization
which they were collected.
10.1.4.3Custom Reports

Custom reports are built for specific client needs by the Velos eResearch team, and then deployed to

the Custom Reports group within Report Central.

Benefits / Uses:

= Displays custom reports

Enterprise Only:  Custom reports are only available in the Enterprise version of Velos eResearch.

10.1.4.4 Data Safety Monitoring Reports

The Data Safety Monitoring report type displays a study specific Study Enroliment by Race/Gender

report for use by safety monitors and data managers.

Velos General eResearch User Guide 6 December 2022
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Recommended Primary User(s): Monitors, Data Managers
Benefits / Uses:
= Displays information useful for data safety monitoring

Enterprise Only:  Data Safety Monitoring reports are only available in the Enterprise version of
Velos eResearch.

Available Reports:

The following report is available within the Data Safety Monitoring library.

Report Name Report Description Report Date Enterprise eXpress
Filter Field
Study Enrollment  Displays study accruals by race, Enrollment X N/A
by Race/Gender ethnicity, and gender per the Date, Study
(Per Study) specified study. Number

10.1.4.5Financial Reports

Financial reports display accounting, invoicing, and budgeting information.

Recommended Primary User(s): Financial Manager, Account Administrator

Benefits / Uses:
= Displays financial records and information
= Can be used to audit invoice records
= Can be used to identify payment records
= Can be used to predict future costs and/or income based on, personnel, calendar budgets
and coverage. To learn more about calendars in Velos eResearch, see Calendar

Management.

Note: Additional Milestones are only displayed in the Additional Milestones report.
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Available Reports:

The following reports are available within the Financial Reports library.

Report Name Report Description Report Date Filter Enterprise  eXpress
Field
Account Displays achieved payable Milestone Achieved X X
Payable (By  milestones with milestone, Date, Study Number
Milestone) invoice, and reconciled details
per the specified filters.
Account Displays achieved receivable Milestone Achieved X X
Receivable (By milestones with milestone, Date, Study Number
Milestone) invoice, and reconciled details
per the specified filters.
Account Displays the overall milestone Date, Study Number X X
Receivable (By amount, holdback %, invoice
Study) amount, amount not invoiced,

reconciled amount, and
outstanding amount for
achieved receivable
milestones by study per the
specified filters.

Additional Displays the overall milestone Date, Study Number X X
Milestones amount, holdback %, invoice

amount, amount not invoiced,

reconciled amount, and

outstanding amount for

additional milestones by study

per the specified filters.

Invoice Displays invoice details with Invoice Date, Study X X
Records (All)  reconciled paid amount and Number
remaining balance per the
specified filters.

Invoices - Displays invoice details with Invoice Date, Study X X
Aging Report  reconciled paid amount and Number
amount overdue per the
specified filters.
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Report Name

Milestone
Achievement
Log (All)

Payment
Records (All)

Payments
Made with
Reconciliation

Payments
Received with
Reconciliation

Research
Ticket Items
(Per Patient)

Research
Ticket Items
(Per Study)

Routine Care
Events (Per
Patient)

Routine Care
Events (Per
Study)

Velos General eResearch User Guide

Report Description

Displays achieved milestone
types with milestone details
per the specified filters. The
report has a column that lists
the Financial Summary button
for each milestone. The button
displays the Financial > Open
window for the study.

Displays all payment type

details per the specified filters.

Displays the payments for the
"made" type with amount
reconciled details per the
specified filters.

Displays the payments for the
"received” type with amount
reconciled details per the
specified filters.

Report listing the protocol
specific events, CPT codes
and charges by patient for a
study.

Report listing the protocol
specific events, CPT codes
and charges by patient for a
study.

Note: Data filter for Patient ID
not available in this report.

Report listing routine care
events, CPT codes and
charges by patient for a study.

Report listing routine care
events, CPT codes and
charges by patient for a study.

Note: Data filter for Patient ID
not available in this report.

Report Date Filter

Field

Milestone Achieved
Date, Study Number

Payment Date, Study
Number, Payment
Type, Payment Mode

Payment Date, Study

Number

Payment Date, Study

Number

Date of Service
Study Number,
Patient ID

Date of Service
Study Number

Date of Service,
Study Number,
Patient ID

Date of Service,
Study Number

6 December 2022

wcg

Enterprise  eXpress
X X
X X
X X
X X
X N/A
X N/A
X N/A
X N/A
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Report Name

Budget
Personnel
Items

Calendar
Budget and
Coverage
(Active — Per
Study)

Calendar
Budget and
Coverage (WIP
- Per Study)

Milestone
Forecast
Details

Milestone
Forecast by
Intervals

Velos General eResearch User Guide

Report Description Report Date Filter

Field
Displays budget personnel line Study Number
item details per specified
filters.
Displays budget sections and Study Number
line items with the cost details
for active calendars per the
specified filters.
Displays budget sections and Study Number

line items with the cost details
for work in progress calendars
per the specified filters.

This report shows forecasted
patient milestone details by
study and provides the
milestone description, type,
and scheduled milestone date.
This report can be generated
to show this data for a
selected study or studies,
organization(s) user(s),
division(s), therapeutic
area(s), patient(s) and/or
research type over a
designated time period or for
all data in the system.

Date, Study Number,
Organization, User,
Division, Therapeutic
Area, Patient,
Research Type,
Sponsor

This report shows the number
of forecasted milestones and
amount by study for a
specified date range. This
report can be generated to
show this data for a selected
study or studies, user(s),
division(s), therapeutic
area(s), patient(s) and/or
research type over a
designated time period or for
all data in the system.

Date, Study Number,
User, Division,
Therapeutic Area,
Research Type,
Sponsor

6 December 2022

WCg

Enterprise  eXpress
X X
X X
X X
X X
X X
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10.1.4.6Patient Reports

Patient reports display patient status, schedule, and treatment ARM information.
Recommended Primary User(s): Study Manager, Principal Investigator

Benefits / Uses:
= Displays patient records and information
= Can be used to audit patient statuses and enrollment details
= Can be used to audit events completed, and events that were completed out of the specified
window.
= Can be used to plan staff schedules vs patient schedules. To learn more about calendars in

Velos eResearch, see Calendar Management.

Available Reports:

The following reports are available within the Patient Reports library.

Report Name Report Description Report Date Filter Enterprise  eXpress
Field
Patient Study Displays all patient study Patient Status Date, X X
Status (All statuses for patient per Enrolling Site
Statuses) specified filters. Organization, Study
Number
Patient Study Displays the patient study Patient Status Date, X X
Status (Current  status that has the current Enrolling Site
Status Flag) status flag checked per Organization, Study
specified filters. Number
Patient Study Displays the patient study Patient Status Date, X X
Status (Most status with the most recent Enrolling Site
Recent Status)  “status date” per specified Organization, Study
filters. Number
Study Patients  Displays the patient Enrollment Date, X X
Demographics = demographic details per the Enrolling Site
specified filters. Organization, Study
Number

Velos General eResearch User Guide
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Report Name

Study Patients
Enroliment
Details

Study Patients
Status Grid

Adverse Event
Log

Adverse Event
Overview (Per
Study)

Adverse Event
Summary by Arm
(Per Study)

Adverse Event
Tracking (Per
Study)

Patient Current
Schedule -
Missed Events

Patient Current
Schedule -
Upcoming
Events

Patient Events
Done Out of
Window

Velos General eResearch User Guide

Report Description

Displays the patient
enrollment status details per
the specified filters.

Displays the patient status
grid with pre-defined
statuses per the specified
filters.

Displays adverse events by
study per the specified
filters.

Displays graphs and tables
for adverse event grades
and types per the specified
filters.

Displays the grades by arm
for serious adverse event
and adverse events per the
specified filters.

Displays type, attribution,
and other attributions for
study adverse events by
organization per the
specified filters.

Displays the missed events
and lists the number of days
past the scheduled date per
the specified filters.

Displays the upcoming
events and list the number
of days until it occurs based
on the scheduled date per
the specified filters.

Displays the events that
were done outside the
window per specified filters.

Report Date Filter
Field

Enroliment Date,
Enrolling Site
Organization, Study
Number

Date, Enrolling Site
Organization, Study
Number

“Adverse Event”
Start Date, Enrolling
Site Organization,
Study Number

“Adverse Event”
Start Date, Enrolling
Site Organization,
Study Number

“Adverse Event”
Start Date, Enrolling
Site Organization,
Study Number

“Adverse Event”
Start Date, Study
Number

“Event” Schedule
Date, Enrolling Site
Organization, Study

Number

“Event” Schedule
Date, Enrolling Site
Organization, Study

Number

“Event” Status Date,
Enrolling Site
Organization, Study
Number

6 December 2022
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Enterprise  eXpress
X X
X X
X N/A
X N/A
X N/A
X N/A
X X
X X
X X
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Report Name Report Description Report Date Filter Enterprise  eXpress
Field
Patient Schedule Displays all visits and events “Event” Schedule X X
(Current for the patient’s current Date, Enrolling Site
Schedule) schedule per specified Organization, Study
filters. Number
Patient Schedule Displays events with the “Event” Schedule X X
(Discontinued “not done” status for a Date, Enrolling Site
Schedule) discontinued schedule by Organization, Study
patient per the specified Number
filters.
Patient Displays the patient “Treatment Arm” X X
Treatment ARM treatment arms per the Start Date, Enrolling
Log specified filters. Site Organization,
Study Number
Study Form Displays the forms that have  Query Status Date, X N/A
Response Query query (s) with a count for Enrolling Site
Count each query status per the Organization, Study
specified filters. Number
Study Form Displays the query details Query Status Date, X N/A
Response Query for each query per the Enrolling Site
Details specified filters. Organization, Study
Number
Study Patient Displays patients with form Created On / Last X N/A
Form Tracking  responses and lists a count Modified Date,
by form response status per Enrolling Site
the specified filters. Organization, Study
Number
Patient Timeline Displays a chronological list Data Entry Date, X X
(Per Study of data entered for a patient Enrolling Site
Patient) per the specified filters. Organization, Study
Number
Patient Visit Displays a patient schedule “Event” Schedule X X
Calendar (Per in a calendar format perthe  Date, Enrolling Site
Study Patient)  specified filters. Organization, Study

Velos General eResearch User Guide

Number
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10.1.4.7Research Compliance Reports

Research Compliance reports display IRB submission and approval information.
Recommended Primary User(s): Study Coordinator

Benefits / Uses:
= Displays history of IRB submissions and approvals
Enterprise Only: Research Compliance reports are only available in the Enterprise version of

Velos eResearch for use with the eCompliance module.

Available Reports:

The following reports are available within the Research Compliance Reports library:

Report Name Report Description Report Date  Enterprise eXpress
Filter Field
IRB Continuing Review Displays IRB review Date, Study X N/A

information for studies per the
specified filters.

IRB Protocol History  Displays an audit trail of IRB Date, Study X N/A
statuses for studies per the
specified filters.

Study Submission Displays an audit trail of IRB Date, Study X N/A
History (All) submissions per the specified
filters.
Study Submission Displays all current IRB Date, Study X N/A
History (Current) statuses per the specified
filters.
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10.1.4.8 Study Reports
Study reports display study information such as study status, admin schedule, and study visit
calendars. Some study statuses are connected to specific report types. For a complete list, see

Study Status Tab for more details study statuses connected to possible reports.
Recommended Primary User(s): Study Manager, Principal Investigator, Account Administrator

Benefits / Uses:
= Displays study records and information
= Can be used to audit study statuses and enrollment details
= Can be used to understand resource efforts required for past and future events
= Can be used to plan staff schedules vs admin schedules. To learn more about calendars in

Velos eResearch, see Calendar Management.

Available Reports:

The following reports are available within the Study Reports library.

Report Name Report Description Report Date Filter Enterprise eXpress
Field
Active Studies (by Displays the studies with Study Status Date, X X
Current Status the “Active/Enrolling” or Enrolling Site
Flag) equivalent status marked Organization, Study
as the current study status Number
per the specified filters.
Active Studies (by Displays active studies per Date, Study Site X X
Timeframe) the specified filters. Organization, Study

Number, Division,
Therapeutic Area,
User- Principal
Investigator

Admin Schedule  Displays study admin “Event” Schedule X X
Event List calendar details per the Date, Study Number
specified filters.

All Studies List Displays all studies with Study Number X X
details from the Study
Summary page per the
specified filters.
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Report Name

IRB Approval
Expiration

Resource Effort
(Completed
Events)

Resource Effort
(Not Completed
Events)

Study Status Key
Metrics

Study Status List
(AN

Study Status List
(Current)

Study Summary
Information

Study Summary
Timeline

Velos General eResearch User Guide

Report Description

Displays studies with an
IRB approved status per the
specified filters.

Displays patients with
events that have a Role
Type duration specified and
the event status is done per
the specified filters.

Displays patients with
events that have a Role
Type duration specified and
are not done per the
specified filters.

Displays key study status
dates and number of days
to achieve the key study
status per the specified
filters.

Displays all study statuses
per the specified filters.

Displays a study’s current
status per the specified
filters.

Displays data form the
Study Summary page per
the specified filters.

Displays studies most
recent IRB approval, Open
for Enrollment, Closed to
Accrual, and
Completed/Retired status
per the specified filters.

6 December 2022
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Report Date Filter
Field

Status Valid From X X
Date, Study Site
Organization, Study
Number

“Event” Schedule X X
Date, Organization,
Study Number

Enterprise eXpress

“Event” Schedule X X
Date, Organization,
Study Number

Study Number X X

Study Status Date, X X
Study Site
Organization, Study
Number

Study Status Date, X X
Study Site
Organization, Study
Number

Date, Study Number, X X
Division,
Therapeutic Area
Date, Study Number, X X
Division,
Therapeutic Area
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Report Name Report Description Report Date Filter Enterprise eXpress
Field
Study Team Displays Study Team Date, Study Number X X
Members Members contact

information and status per
specified filters.

Study Status and  Displays a bar graph and Date, Study Number X X
Accrual Overview table by study statuses.
(Per Study)
Study Visit Displays study schedule in “Event” Schedule X X
Calendar (Per a calendar format listing all Date
Study) patients per the specified
filters.

10.1.4.9System Administration Reports
System Administration reports display system data such as account users, access logs, and audit

trails.
Recommended Primary User(s): Account Administrator

Benefits / Uses:
= Displays patient records and information
= Can be used to audit patient statuses and enrollment details

= Auseful tool to ensure compliance and security at the account level

Available Reports:

The following reports are available within the Administration Reports library:

Report Report Description Report Date Enter eXpre
Name Filter Field prise ss
All Account  Displays account user name, organization, Date X X
Users specialty, group, phone number, email, and
account status.
Audit Trail  Displays the modification by module with study ~ Created On / X X
number, patient ID, modified on date, user, field, Last Modified
old value, and new value. Date
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Report Report Description Report Date Enter eXpre
Name Filter Field prise ss
Report Displays report access by module, format, Date X X
Access when report was downloaded, user access

AuditLog  data, and IP address.

User Profile Displays a user's contact information, access Date, User X X
and Access rights, and notifications per the specified filters.

10.2 Ad-hoc Queries (AHQ)

Ad-Hoc Queries (AHQ) allow permissioned users to create custom reports from:

= Key Velos eResearch datasets (e.g. — Study Status, patient demographics, etc.)

= User-created forms (forms created in Velos eResearch). See Forms Management for more

information about forms.
» Defined form fields (Fields that are used in forms). See Field Library for more information

about fields.

Note: An AHQ report displays raw data. AHQ do not have the functionality to perform
calculations within the report.

To access the AHQ browser:

Click the Reporting menu and select Ad-Hoc Queries.

Reporting ~

Report Central

Ad-Hoc Queries

Dashboard @

The Ad-hoc Queries browser displays:

P Current Page: Ad-Hoc Query >> Saved Repont Templates

Search By
Report Name Report Type: | Select an option v Study: | Select an option  + Search CREATE REPORT

Report Template Name Edit Created by Shared with

Report - . .
S -0 Jelel
Type tudy Copy Filters Delete
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Note: Report Templates can be sorted by clicking on a table header one time to sort
descending, again to sort ascending, and again to remove the sort.

10.2.1 Create a New AHQ

If a required Ad-hoc Query does not already exist in the Ad-hoc Queries browser, permissioned users
can create new ad-hoc queries using the Reporting menu. Users can select from one of three report

types when creating an Ad-Hoc Query:

= Study
= Patient
=  Account

To create a new AHQ:

1. Navigate to the Ad-hoc Queries browser and click Create Report on the right side of the screen.

CREATE REPORT

The Select Report Type page displays:

I Cusment Page: Ad-Hoc Cueey > Repeet Ty
SelectRepon Typs  »»  Sewct Flests s> Fles Crena »»  SonCraena »» Preview & Save ﬂ
Select Report Type

Fatent

Select Patient Population

Select Form(s)

Avallable T

10.2.1.1 Select Report Type

There are three report types that can be selected when creating an Ad-hoc query, Study, Patient, and
Account. Depending on which report type you select, the report will have access to different sets of
data.
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Report Description Radio Button
Category - Additional Selection
Study Pulls data associated with studies. (e.g. All Studies
budgets, milestones achieved, study arms, etc.) Specific Study- Select Study
Patient  Pulls data associated with patients. (e.g. All Patients
Demographics, patient form data, etc.) Patients on a Study- Select Study

Specific Patient- Select Patient

Account Pulls data associated with the entire account. N/A
(e.g. usage audit, groups, organizations, etc.)

To define the report:
1. Select the report type from the Report Type dropdown menu as either Study, Patient or Account.

Select Report Type

Report Type Patient

Select Patient Population

@ Al Patients
O patients on a Study

@) Specific Patient

2. Click an applicable radio button to select a specific selection for the Report Type. [Refer to table

above.]

Select Report Type

Report Type Patient ~

Select Patient Population

@ Al patients
O patients on a Study Select Study | Select an option v
O Specific Patient Select a Patient
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3. Continuing down the page, select the forms that you would like to base this report on, if any.

Select Form(s)
Form Name Select/Search For
Search Forms with fields Where Field ID | Contains v | ;]l 'l
Note: You can further refine your report criteria by asking the report query to search forms with

specific field IDs, using the option below the form search field.

4. Click Next to continue.

Select Report Type>>Select Fields>>Filter Criteria=>Sort Criteria>>Preview & Save

The Select Fields page displays:

I Cument Fage: A-Hoc Query > Fiekd Selecion

SeleciRapori Trpe x> Gelect Fueids

Advorse Events

& Fasent Name

W sry numeer

W asvere Event )

W Asverse Evest Type

@ Category

-

Ty Descripton 1o

SereerrGirace se e T
B Severmy Ginte Descrpte Serverny/Grade Descriptn Severnyirae Descrpten 12
B MecORA Code MecDRA e MeDaA Cote 140
® Cucome Outeome. Oucome 10
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10.2.1.2Select Fields

Next, define the specific fields that will be used feed the report data output.

To select fields for a report:

1. Choose a Form or Table to derive fields for selection by clicking on the dropdown menu next to
Select Form/Table.

P Current Page: Ad-Hoc Query >> Field Selection

Select Report Type > Select Fields

Select Form/ Table Adverse Events ~

M Select Field Name

2. Select the specific field(s) you would like to be included in the report, if any, by clicking the
checkbox next to the field(s) in the Select column. Any fields from the form you selected in the

previous step will display at the bottom of this page, organized by form section.

SelectRepori Type > Select Fieids

Note: The Field Seq column is used for sequencing the Field Names in the report. The smallest
sequential number will be the first column shown in the report.

-OR-

Select the all available fields by clicking the checkbox next to Select in the Select column.
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3. If you would like the Field Name value to display in the report for a field, click the radio button

next to the field name.

@ patient ID

@ Ppatient Study ID
@ pPatient Name

® Study Number

_OR_
If you would like the Field ID value to display in the report for a field, click the radio button next to
the Field ID.

Field ID

O patient ID

O patient Study 1D
O patient Name

O study Number

4. If you would like to customize the Display Name for the field, modify the text in the Display Name

field. By default, the Display Name will always match the Field Name.

Display Name

Patient ID

Patient Study ID
Patient Name

Study Number
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5. If desired, you may determine if you would like the Field ID to display in the report for all fields in
lieu of the field name in the Display Name section of the report by clicking the checkbox at the

top of the screen.

Select Report Type>>Select Fields>>Filter Criteria>>Sort Criteria>>Preview & Save Next

i)
. Select Field ID as 'Display Name' for all Fields

O
Display Response Data Value in Report Output

6. If desired, you may also determine if you would like to display the specific response data value in

the report by clicking the checkbox at the top of the screen.

Select Report Type>>Select Fields>>Filter Criteria>>Sort Criteria>>Preview & Save Next

U
Select Field ID as 'Display Name' for all Fields

O
Display Response Data Value in Report Output

a. Additionally, instead of checking the checkbox above to display all fields with the ability to
show display response values, check an individual field's checkbox for Display Response

Data Value for only the specific field.

Bio-Indicators

@® 03 - Inflammation Biomarker C-reactive protein (CRP)
[ Display Response Data Value

Calculate Count and Percentage

-OR-
b. Select the checkbox for Calculate Count and Percentage.
= This option will summarize the data at the top of the report after creation

7. Click Next to continue.

Select Report Type>>Select Fields>>Filter Criteria>>Sort Criteria>>Preview & Save Next
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The Filter Criteria page displays:

I Curteet Page. Ad-Hoc Gusry >3 Filer Dersion

T e ) LS S e v
= PR 2ot [0 Juonrom et
Duate Fittes - Display data entered for;
. Patent from status date of | Select &n oplon w | To| Select an option A
v | 2020 s T v | 2020 w Date Raoge: From

Salect an opton - Selectan oplicn Ao
Seloct an opbon - Select an opton A And v
Saect an option w Select an option w And
Selact an opbon hud Select an opton - And
Sedoct an option - Satnct an opton - And v
Sadect an opbion w Select an option w And
Selact an opbon - Select an opton w A v
Saoct an option v Saloct an option w And
Sadect an opton - Selectan oplicn Ao
Seloct an opbon - Setect an opton w And v

10.2.1.3 Select Filter Criteria

Next, define the filter criteria that will be used restrict and define the data that displays in the report.

Note: Filters cannot be deleted from this page. Refer to View and Delete Filters applied to an
AHQ for more information.

To define the filter criteria:
1. Select the Date Filter criteria, and data-based filters by selecting the options within the fields at

the bottom of the page. Selecting the Exclude checkbox removes the information filtered from

I Curmrt Page Ad-Hos Qutry => Filler De
G P - |
= PE— 200 [T TJuonrom et
Diate Filtes - Cisplay dats enthred for:
® & Patent from status date of | Select &n oplon w | To| Select an option -
voar| 2020 v wenm T e || 2020 Eute Range From

= Selecting Exclude does not mean to include all data excluding the specified criteria
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Note: 2. Use the Start Bracket and End Bracket to create conditional filters. The Start Bracket

indicates the beginning of the filter definition, and the End Bracket indicates the end
of the filter definition. In most cases brackets are not needed but an additional

option.

3. Selecting “And” means the filter should match all of the criteria in this row and the
next.

4. Selecting “Or” means the filter should match any of the criteria in this row and the
next.

2. If you need to add additional filter logic rows, enter the number of new rows you need in the Add

More Rows field and click Refresh.

Add 0 More Rows m

3. Enter a name for the filter in the Specify Filter Name field and click New.

M| Specify Filter Name

4. Click Next to continue.

Select Report Type>>Select Fields>>Filter Criteria>>Sort Criteria>>Preview & Save m

The Sort Criteria page displays:

Select an option v Select an aption v
Salect an opbon v | Select an option v
Salect an option v Subect &n option ¥

10.2.1.4Define Sort Criteria
Next, define the sort criteria that will be used to determine the order in which the data is displayed in

the report for a selected header.
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To define the sort criteria:
1. Select a form or table to specify the sort criteria by selecting an option within the dropdown

menu at the top of the page.

I Comest Page: A Hoe, Gusry = S0
i Demographics S N
Sewanopten | MERRS_& ViIEW s
Seloct an ophion v Morg AE Detadls Saloct an opton
4 More Pt Dotads
Seloct an opticn . Mo Specimen Detals Seloct an opton v
1 Pt Saay Form Quary
Seiect an option " Pt Shxty Specmens Select an opton *
Sesct an optin . o Seioct an opton
Seloct an option - | Patint Cegs Saloct an opton ¥
| Patent Protocols
Seiact 40 opton v Patent Schoduly Salect an opton ¢
‘Selact an oplicn ’ Patent Study 1D Selact an opton v
1 Patient Study S1at
Solect an option " | Treakment Aem Seloct an opton *
Selnct a0 opbon v Seloct an opton ¥

2. Select a data field within the Select Field column and determine if the data should be sorted in

an Ascending or Descending order in the Sort Order column.

Select a Form or Table to specify Sort Criteria: L Budget Details v
ort Orde
‘ Name v ‘ Select an option v
| select an option v A;c;nd}ng'
{Select an option ~ ‘ ‘Descending ]
e —

3. Click Next to continue.
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The Preview & Save page displays:

I Comer: Page: AHoc Cuery = Preview and Save
Saketfepon Wpa s SeketFlsids o« FRorrnia we  SetCrela s Dmiow & Swe Dty
B Cemiier
Reoarl Header Cren
Cimgrt
W Cemter
Aegor Feoter Dren Mata: Flald Baquence changes are applicabla only afer saving tha réport and ks not appliad to falds In
) ‘Repeating Sections’
Onget
Sane Report s "
o Cesotsticn
Sl CPrivaiz

e oo Uizers

QAU A Cp

Saieet Graup Wieaw List
DA Users i sty bam Seiect Budy isw List
Al Users I an ST Suiact Orgaeization Wiaaw List

10.2.1.5Preview & Save

Finally, enter the report filename, header/footer, and sharing details. After establishing these

settings, and saving the report, you can preview the report.

Note: Reports can be previewed without entering data in the last step for Ad-Hoc Queries, if the

user intends to only preview the report and exit without saving.

To preview and save the report:

1. Enter the Report Header and Report Footer text, and their alignment using the available fields.

I Curent Page: AdHoc Query >> Preview and Save
SelectRuport Type 3> Selest Fieks Fiter Criesa Sort Creria Preview & Save sespi
® coner
Repor Header Len
st
W Comer
Repon Footer Len Mote: Field sequence changes are appiicable only after saving the report and Is not applied to
fiolds in ‘Repeating Sections”
Rignt
Save Roepon A *
Report Descrption
Shared ) Pimae
& An Acoount Users
AN Users in a Geoup Select Group Viww Lint
AN Users in study team Sehect Sruy Viww List
) AN Users in an Organation Select Organazansn Vi List
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2. Enter the filename that the report will output as, and a description of the report. The description

3.

will be how the report displays in the Ad-hoc queries browser.

Save Report As * PANSS_P2_CALLOUT

Report Description PANSS P2 Focus - Callout report

Define how the report should be shared. Use the table below as a guide.

See the table below for definitions of each share category:

All Usersina

All Usersin a

All Users in an

Category Definition

Private Hidden from all users in the system.

All Account  Available to all system users with access to the Ad-hoc Query tool. However, if
Users the user does not have access to the defined study, patient, or form for the

report, then no data will display when the user runs the report.

Group Groups.

Study Team  Study Management.

Velos General eResearch User Guide 6 December 2022

Available to all system users in a group. For more information about groups, see

Available to all system users in a study. For more information about studies, see

Available to all system users in an organization. For more information about
Organization  organizations, see Organizations.
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4. |If you select the option All Users in a Group, click the Select Group link, and select a group or

multiple groups using the selection window that displays. Click Submit.

Form Library >> Select Group

Remove Already Selected Group

Group Names

Admin
Admin without eSample
Financial Management

Patient_Management

_OR_
If you select the options All Users in a Study Team or All Users in an Organization, follow the

same steps above by clicking either the Select Study or Select Organization links.

5. Click View List to view all users who will have access to the report based on your group, study or

organization selections.

View List

View List

View List

Warning: If you share this report with a group, user, or organization to which you do not belong,
you will not be able to see the report in the Ad-hoc Queries browser after you have

saved it and leave the AHQ creation page.
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6. To preview the report, click Display.

wcg

Select Report Type>>Select Fields>>Filter Criteria>> Sort Criteria>>Preview & Save

7. After filling in the required information, enter your e-Signature and click Submit to confirm.

(AL ERSG e-Signature * ™

The report displays in a new window or tab:

Download the report in: m @ @ Ej

Form Report >> Preview

Summary Information is based on the data displayed on this page

Form: Groups.

Total Records Found: 24

Field Name

Principal Investigators

Description
Study 961 PI

[*No Fields selected fer Summary Information/No Data Found***

Basic Stats

Count/Percentage

‘Superuser
ES

Creator Last Modified By

\Annie Michel

\Annie Michel

Last Modified Date
022-03-08 16:38.54.0

[Created On
022-03-05 16:37:32.0

[Demo_Study Mgmi

Duties and pemmissions to view,
edit and enter patient data

NO

|Annie Michel

|Annie Michel

[2022-02-28 17:20.51.0

12022-02-28 17:19:13.0

IStudy Mgmt

Duties and Permissions to

iew, edit and enter patient
ata

MO

|Annie Michel

|Annie Michel

[2022-02-28 17:18:09.0

12022-02-25 14:53:35.0

10.2.2 Display and Export an AHQ

From the Ad-hoc Queries browser you can display or export any reports available to you based on

share or security settings. Permissioned users can display the report in normal or linear format,

export to a Microsoft Word document, or a Microsoft Excel spreadsheet. When the Display Report

icon is clicked the most up-to-date data will be displayed. There is no need to create a new Ad-Hoc

Query when the most current data needs to be viewed.

Velos General eResearch User Guide
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To display or export a report from the Ad-hoc Queries browser:

1. Navigate to the Ad-hoc Queries browser.
2. Click directly on one of the display buttons located in the display column of the specific Ad-hoc

Query.

Report Name:

Display Report Template Name

RaRRNES
EaMNKXES
RaRKNES
RaRKNES

Report Type

DEMO MERRS Report OSA Study - Oxygen Therapy 2
Advanced Demographics Report
DEMO EVENT DONE

DEMO MERRS Report O5A Study - Oxygen Therapy

Icon

(W]

) |EP

[0

2 @

Name

Display Report

Display Report in Linear
Format

Export to Word

Export to Excel

Export to CSV
CSV Format

Export to CSV
CSV Linear Format

SAS Export

Velos General eResearch User Guide

Description

Displays the report results.

Displays the report results in a linear format.

Exports the report to a Microsoft Word document.

Exports the report to a Microsoft Excel spreadsheet.

Exports to a CSV Format spreadsheet.

Exports to a CSV Linear Format spreadsheet.

Exports an SAS readable database file.
Note: This export type is only accessible by first
clicking on Display Report.
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10.2.3 Modify an Existing AHQ

From the Ad-hoc Queries browser you can modify any reports available to you based on share or

security settings.

Note: The Report Type, Study, Group, and Patient Population attributes cannot be modified.

To modify an existing ad-hoc query:
1. Navigate to the Ad-hoc Queries browser.

2. Click directly on the Edit button located in the Edit column of the specific Ad-hoc Query.

3. Edit report fields and parameters as described in Create a New AHQ.
4. After modifying the required settings and/or information, enter your e-Signature and click Submit

to confirm to save the report on the Preview & Save page.

\E\ G RG] e-Signature * [ m
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10.2.4 Copy an Existing AHQ

From the Ad-hoc Queries browser you can copy any reports available to you based on share or

security settings.

To copy an existing ad-hoc query:
1. Navigate to the Ad-hoc Queries browser.

2. Click directly on the Copy button located in the Copy column of the specific Ad-hoc Query.

Copy
B
D
D

3. A new page displays, asking you to enter a New Ad-Hoc Query Name for the copied report. Enter

a new name into the available field and click Submit to confirm.

p Current Page: Ad-Hoc Query >> Copy Report Template

Ad-Hoc Query Template Being Copied: Visit Report

New Ad-Hoc Query Name *

The new report displays in the Ad-hoc Queries browser.

Note: After copying a report, you will most likely want to make modifications to the copy. See
Modify an Existing AHQ for more information on how to modify an AHQ.

10.2.5 Delete an AHQ

From the Ad-hoc Queries browser you can delete any reports available to you based on share or

security settings.
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To delete an existing ad-hoc query:
1. Navigate to the Ad-hoc Queries browser.

2. Click directly on the Delete button located in the Delete column of the specific Ad-hoc Query.

Delete

®
®
®

3. Anotification displays, asking you to confirm the deletion. Click OK to proceed.

Are you sure that you want to delete report 'Visit Report'

10.2.6 View and Delete Filters applied to an AHQ

From the Ad-hoc Queries browser you can view filters applied to reports available to you. The
specific reports you see in the Ad-hoc Queries browser are based on the established share or

security settings in your system.

To view and delete filters applied to an existing ad-hoc query:
1. Navigate to the Ad-hoc Queries browser.

2. Click directly on the Filter button located in the Filters column of the specific Ad-hoc Query.

Filters

®
®
®
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The applied filters display in a new window.

Dynamic Report>> Filter Templates

Saved Fillers are

Filter Name:

Created by

Fallow-up and Labs

Visit 1

1102 of 2 Record(s)

3. Click directly on the Delete button located in the Delete column of the specific filter.

Delete

®
®
®

4. A notification displays, asking you to confirm the deletion. Click OK to proceed.

veltraining.veloseresearch.com says

Are you sure that you want to delete filter template '&gt;=10'

The filter has been removed from the Ad-hoc Query.

10.3 Dashboard

Velos eResearch Enterprise provides a means to monitor and perform data management activities

for a study using the Dashboard tool. The Dashboard tool allows permissioned users to monitor key
data in the following three areas:

= Form entries
= Adverse events

= Patient study status
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The Dashboard tool allows permissioned users to review data entries, open queries on specific data-

entry fields, correct data, and resolve open queries.

Enterprise Only: The Dashboard tool is only available in the Enterprise version of eResearch.

To access the Dashboard tool:

1. Click the Reporting menu and select Dashboard.

Reporting ¥

Report Central

Ad-Hoc Queries

Dashboarc@
Pannrt Tami

The Dashboard tool displays:

P Current Page: Dashboard
(M =R EE WETGR T Forms Queries v

M«
pearch Filters Search Results
Adverse Events Patient Study Status
- Query Alert ! _
g
0@ 0Os "Please select a saved search or one or more studies from the left hand panel to begin your search. Use other filters as needed.”
0@ 00k
O ps O@pg

a. If you do not see all columns shown in the above image, or if you wish to add or remove

columns in your view, click Show/Hide Columns.

Total Queries
Aged Query Status

The Max Age

Study Number

Enrolling Site
Patient Study ID

Form Name

Form Status

b. Then click each applicable header name in the dropdown to add or remove headers from the

table as needed.
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10.3.1 Search Results Panel

The Dashboard tool allows permissioned users to access Form Responses, Adverse Events, and
Patient Study Status information by study. Before reviewing any data, however, one must first

perform a study search.

To perform a dashboard study search:

1. Locate the “New Search” panel in the lower left corner of the screen.

New Search

Study | Search a Study

Patient Enrolling Site

All

Form/Data Screen | All

Form Status | Al

Data Entry Date From

Data Entry Date To

Patient ID | Al

Patient Study 1D | All

Aged Query Status

All

Query Status = 7 Days

2. Enter your search criteria in the Study field. A partial search will display results as well.

New Search

Study | p

Patien| pa7

Form/l  pgg

Form P33
Datag P100
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3. When the study you are searching for appears in the drop-down menu, click that option.

Search Results

nter ‘Nona' in the Patient Envoling Ste fler box 10 retieve 8 st of study Soems

Show 10 v entries

Aged Query The Max
Status Age

[TISTISSSSPOR 1 vese Events  Patient Study Status

T e s ¢

Search
Enter 3 Form Status v e-Signature’ Updato Selected
Entoling
Site

Pabent Study
0

Data Entry Last Modied
Date Date

Form Name

WCG-VELOS 1425 010772021

WCG - VELOS Complated 127212020 12212020

WCG-VELOS 15834 Comepleted 0116712021 own72021

WCG - VELOS 163456

Comglatad 01062021 0110672021

Showing 110 4 of & ectses

After selecting your study, all form response, adverse event, and patient study status items will

display (if available) in the search results panel, under each respective tab.

See the following sections to learn how to access and review data entries from each functional

area of the Dashboard tool:

= Access Form Responses

= Access Reported Adverse Events

= Access Patient Study Status

= Reset or Save Searches

10.3.1.1 Access Form Responses:

Permissioned users can access form responses by study using the Dashboard tool.

To access form responses:

1. After performing a valid study search, click the Form Responses tab in the Search Results panel.

‘ Adverse Events Patient Study Status

The list of available form responses displays.
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Search Results

Enter 3 Form Status v e-Signature” Update Selected

Aged Query
Status

;

Each entry displays the following information:

Note:

Total Queries: Displays the total number of queries associated with this form response.

Aged Query Status: Displays the status of the oldest query associated with this form.

The Max Age: Displays the age (in days) of the oldest query associated with this form.

Study Number: Displays the study number that the form response was collected through.

Enrolling Site: Displays the site that enrolled the patient associated with this form response.

= For Form response View, provide the filter details for different types of forms. For Ex:
Select ‘None' in Patient enrolling site to view Study forms and select Organization name
in Patient enrolling site to view Study patient form responses.

Patient Study ID: The patient study ID of the patient associated with this form response.

Form Name: Name of the form used to generate this form response.

Form Status: Current status of the form used to generate this form response.

Data Entry Date: Initial date that form response was entered.

Last Modified Date: Displays a time stamp indicating the last time this form response was

modified.

Data Entered By: Displays the user for who entered the data.

Visit: Displays the visit (if any) associated with the form used to generate this response.

1. Additional fields may be available in the Show/Hide columns button dropdown
options.

2. Clicking the Edit button allows permissioned users to revise data or generate queries
for the associated entry. Proceed to Response View to learn more about revising
data and managing queries.
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10.3.1.2 Access Reported Adverse Events:

Permissioned users can access all recorded Adverse Events by study using the Dashboard tool.

To access reported adverse events:

1. After performing a valid study search, click the Adverse Events tab in the Search Results panel.

Form Responses Adve{se Events Patient Study Status

Show 19 v entries

The list of available adverse event entries displays:

Search Resuits

Form Responses Patrt Sndy S

Shaw 10 e EESEAEEEN 9 -
Search
P —
o Patient Star o
. vty Severty/Gra d c
o Stidy ID Type Toxicity Severty/Grade Attribution o

#

7

7/

Vi 0 0 PS5 1425 <ot 0110772021 Completed
Showing 110 4 of 4 entries Fint  Proviows . Ned  Lowt

Each entry displays the following information:

= Total Queries: Displays the total number of queries associated with this adverse event.

= Aged Query Status: Displays the status of the oldest query associated with this adverse
event.

= The Max Age: Displays the age (in days) of the oldest query associated with this adverse
event.

= Study Number: Displays the study number that the adverse event was reported through.

= Enrolling Site: Displays the site that enrolled the patient associated with this adverse event.

= Patient Study ID: The patient study ID of the patient associated with this adverse event.

= Type: Displays either “Adverse Event” or “Serious Adverse Event”.

= Toxicity: Displays the toxicity (if any) associated with this adverse event.

= Severity/Grade: Displays the severity grade for this adverse event.

= Attribution: Displays the attribution value (if any) associated with this adverse event.
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= Start Date: Displays the date that the adverse event was reported to have begun.
= Last Modified Date: Displays a time stamp indicating the last time this adverse event was
modified.

= AE Status: Displays the current status of this adverse event.

Note: 1. Additional fields may be available in the Show/Hide columns button dropdown
options.
2. Clicking the Edit button allows permissioned users to revise data or generate queries
for the associated entry. Proceed to Response View to learn more about revising
data and managing queries.

10.3.1.3 Access Patient Study Status:

Permissioned users can access Patient Study Statuses using the Dashboard tool.

To access patient study statuses:

1. After performing a valid study search, click the Patient Study Status tab in the Search Results
panel.

Search Results

Form Responses  Adverse Events Patient Study Status

Show 109 v entries

The list of available patient study status entries displays:

Search Results
Form Responses  Adversa Events [ IREE SRR I

- ]
— —le o=
Search
Aged 3 Patient Current Last Last
S eoll Pates - Status - Sreates bt
Query aa 7l VEMNEL SO Saidy S Status (Y of Gromedyy | Ekeed T nodied Modited
Status iner f Status e N) = Y Date By
N E WCG ST SR Susan,
rd 0 0 PS5 VELOS 163455 Ervolled 010472021 Y 01062021 Teakning
N WCG pescy 2 e oon  Susan
rd 0 P55 VELOS 766 Envolied 12212020 Y 12212020 Training
3 - ICG - g 07, Susan,
0 5 < 158, 0104/, Y 01071,
4 0 P55 VELOS 15834 Envolled 1042021 1072021 Training
» WG - Yo P Sk 2 Susan
V4 0 0 Ps VELOS 14256 Envolled 01042021 Y 01072021 Training
Showing 110 4 of & entries Fist  Provious . Net  Last
—

Each entry displays the following information:
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= Total Queries: Displays the total number of queries associated with this form response.

= Aged Query Status: Displays the status of the oldest query associated with this form.

» The Max Age: Displays the age (in days) of the oldest query associated with this form.

= Study Number: Displays the study number that the form response was collected through.

= Enrolling Site: Displays the site that enrolled the patient associated with this form response.

= Patient Study ID: The patient study ID of the patient associated with this form response.

= Patient Study Status: Displays the patient study status that generated this entry.

= Status Reason: Displays the provided reason (if any) that the status was changed.

= Status Date: Displays the effective date of the status.

= Current Status (Y or N): Displays a Y or N value to indicate if this entry is the patient’s current
status.

= Created on: Displays the date that the status was created.

= Entered By: Displays the name of the system user who entered/changed the patient study
status.

= Last Modified Date: Displays a time stamp indicating the last time the patient status was
modified.

= Last Modified By: Displays name of user who last modified the Patient Study Status data.

Note: Clicking the Edit button allows permissioned users to revise data or generate queries for
the associated entry. Proceed to the Response View to learn more about revising data
and managing queries.

10.3.1.4Reset or Save Searches
After searching a search can be reset. Also, it is possible to save time and maintain consistency by
saving study searches using the Dashboard tool. To save a search, permissioned users must first

perform a study search, as described in Search Results Panel.

Note: Saved searches are unique to each dashboard functional area. In other words, there will
be a different collection of saved searches each for Form Responses, Adverse Events,
and Patient Study Status.

To reset a search within the Dashboard tool:
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1. Search for a study in the New Search panel.

Patient Enrolling Site

All

2. Click the Reset button in the New Search panel, to reset and start again.

&

To save a search within the Dashboard tool:

1. Search for a study in the New Search panel.

Patient Enrolling Site

All

2. Click the Save button in the New Search panel.

3. Enter a search name in the SAVE AS field and click Save.

Save Filter(s) I:‘

SAVE AS* lstudy 09877
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10.3.1.5Save View, View Refresh, View Search, and Update Selected Options
Additionally, Dashboard users may save a view for a study, refresh the data, search for data in a

view, or update selected data by form status.

[~ ¥ ¥ [

Search w
Enter a Form Status v =-Signature® Update Selected —£

1. Save View: To save the view, click this button. When returning to view the specific study, the
view saved is what will appear, including the specific tab shown when the view is saved. Also, if
navigating away from the page and returning, the saved view is what will first appear, however,
navigating to other tabs will show blank data and a study will need to be searched for in the
Results Panel.

2. View Refresh: After applying a search to the view or sorting a header, click this button to refresh
the data to the original view for the tab being viewed.

3. View Search: To search in a view, enter data into a Search field and the table for that view will
update automatically. Click the x next to the search in order to remove the search or move to
another tab and the search will be removed. Applying a search to one tab will not apply it to the
other tabs.

4. Update Selected: If available, select a Form Status from the dropdown, after checking the
checkboxes for appropriate rows, enter your e-Signature and click Update Selected, to update all
checked Queries in the Form Responses tab or the Adverse Events tab to the selected Form

Status. This does not apply to the Patient Study Status tab.

10.3.2 Response View

The Response View screen of the Dashboard tool allows permissioned users to view, edit, or open
queries for selected form responses, adverse event entries, and patient study statuses. The
Response View screen allows safety data monitors, data managers, or users tasked with data
oversight a means to review, and as needed, call out incorrect, inconsistent, or otherwise

questionable entries that need to be corrected.
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To open the Response View for a selected form response, adverse event entry, or patient study
status:

1. Click the Edit button in the first column of any form response, adverse event, or patient study
status entry.

Vs 0 - 0 P55

Vi 0 - 0 P55

Note: For more information about accessing the form response, adverse event or patient study
status tabs, see Search Results Panel.

The Response View displays:

L Sty Nurmbet P Farm Name Admnsliativs ol Phagefhasm

Date Entry 1192000 Patiert Study 10 159 Respanse i 658 L4 -
Form Statun Cormplated Organizasion WCG - VELOS Calandar it

Event

Fesim Mamne. Admarstsathos b Phagaihares &

Section 1 Forms »» Add/Edit ueries
Data Ertry

182020

Quenes for Form

= The response view for each entry type (form responses, adverse events, and patient study
status) displays two panels. The first panel is the original form, adverse event, or patient
study status page. The second panel is the queries panel, which displays any queries that
have been opened for this entry.
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10.3.2.1Revise Data

Depending on your specific processes, you may be required to both monitor data integrity and make
the necessary corrections. In Velos eResearch Enterprise, the Dashboard tool allows you to do both,
most notably, making virtually any data change necessary to the original form entry in an efficient
manner. Data revision from the Dashboard tool can only be done in the Response View. For more

information about how to access the response view, see Response View.

To revise data:

1. Navigate to the response view of any form response, adverse event, or patient study entry by
clicking Edit button.

Vi 0 - 0 P55

Vs 0 - 0 P55

The response view displays. The entry details as they were entered originally display on the left
side of the response view page.

2. Revise any data entry field as required.

Form Name: Adminstrative for PhagePharm

Section 1
Data Entry
Date” 11/19/2020
Type:of Supply [Needles for Injections ]o
ODbrug
Supply Type @ Device
QO Other

3. Enter your e-Signature and click Submit to confirm.

v - 5ion IR |
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The data revision is saved and the corrected entry is now displayed:

Type of Supply Sub-Dermal Needles for Inje 6'
O Drug
Supply Type ® Device
O Other
10.3.2.2 Queries

Queries allow permissioned users to document questions they have about any form response,

adverse event, or patient study status entry. The Dashboard tool provides the ability to make and

resolve query threads. Queries are tied to a specific field within an entry, meaning that any given

dashboard entry could have multiple queries opened at any time.

To view queries:

1. Navigate to the response view of any form response, adverse event, or patient study entry, by

clicking the Edit button.

- 0 P55

- 0 P55

= This example looks at the response view of a form response
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The response view displays

the Response View page.
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. Any queries associated with this entry display on the right side of

Form Name: Adminstrative for PhagePharm

Section 1

Data Entry Date” 1111912020

Type of Supply Sub-Dermal Needles for Inje: ‘@
O brug

Supply Type ® Device
O other

Forms >> Add/Edit Queries

& Queries for Form

Add New

Query ID Field

42 Type of Supply
41 Type of Supply
40 Type of Supply
39 Type of Supply

Query Latest Status ~ Query By Query Date

Check again ~ Open Alexandra Weiss 01/21/2021 20:45:42
Check again ~ Open Alexandra Weiss 01/21/2021 20:45:42
Check again ~ Open Alexandra Weiss 01/21/2021 20:45:01
Normal Resolved Susan Training 12/28/2020 15:46:32

10.3.2.21 Add a New Query

Permissioned users can create new queries for data entries using the Dashboard tool.

Warning: Queries cannot be deleted once they have been added.

To add a new query:

1. Navigate to the response view of any form response, adverse event, or patient study entry and

click Add New in the Queries panel.

Forms >> Add/Edit Queries

Queries for Form

Add New
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After clicking Add New, the Queries panel refreshes to display the new query entry form:

Form Query >> Add New

Field Name * Select an option v
Query Type” Select an option v
Query Status * Select an option v

Comments

Characters Allowed: 4000

Back e-Signature *

2. Choose the target field for the query using the Field Name dropdown menu.

Field Name * Select an option e

Data Entry Date
Type of Supply

Supply Type
Select an option

Query Type*
Query Status *

3. Enter the rationale for the query using the Query Type dropdown menu.

Field Name * Type of Supply v
Query Type*® Check again S
Query Status * Check again
Clarification required
Inconsistent data
Comments Inconsistent with Validation

High Priority
Normal

Select an option

4. Select a status for the query and enter any comments as needed using the Query Status and

Comments fields.

Form Query >> Add New

Field Name ~ Type of Supply .
Query Type” Check again v

Query Status * Select an option v

Comments
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5. Enter your eSignature and click Submit to confirm to create a new query for this entry.

Valid e-Sign [EESISRETTIRN m

The query displays in the query field for this entry:

Forms >> Add/Edit Queries
Queries for Form Add New
Query ID  Field Query Latest Status Query By Query Date
40 Type of Supply Check again Open Alexandra Weiss 01/21/2021 20:45:01
39 Type of Supply Normal Resolved Susan Training 12/28/2020 15:46:32

10.3.2.2.2 Respond to a Query

Permissioned users can respond to existing queries using the Dashboard tool.

To respond to a query:

1. Navigate to the response view of any form response, adverse event, or patient study entry and

click the Field Name link for the target query entry in the Queries panel.

Query ID Field

42 I Type of Supply I Check again Open
41 Type of Supply Check again Open
40 Type of Supply Check again Open

After clicking the Field Name link, the Queries panel refreshes to display the query history form:

Forms >> Query History

Query History for Field: Type of Supply (Query 1D : 40) Add Response
Query Status ID Date Status Query/Response Type Comments Entered By
66 g;"riyﬁ?m Open Check again Q - Alexandra Weiss
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2. Click the Add Response link.

Query Histary for Field: Type of Supply (Query ID - 42)

Add Response

Type Comments Entered By

Query Status ID Query/Response

01/21/2021
20:45:42

68 Open Check again Q - Alexandra Weiss

Select a new Query Status and add any Comments to the query as part of the response or

resolution to the initial query.

Query Responses >> Add New

Query ID 40

Field Name * Type of Supply
Query Status * Select an option v
Comments

Characters Allowed: 4000

-

Back to main query browser

3. Enter your eSignature and click Submit to confirm.

ZN G RS Ll e-Signature * |

The query response displays in the query history for this entry with the type “R".

10.3.3 Export

Velos eResearch provides a means to export the Dashboard form responses, adverse events, and

patient study status search results.
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To export the search results from the Dashboard tool:
1. Perform a valid study search for any form responses, adverse events, or patient study status.

2. Click on one of the labeled buttons at the top of the search results to perform the described

export functions.

e o | csv | o

Icon Name Description

Copy to Clipboard  Copies the search results data to your clipboard for easy
“pasting” into a document or spreadsheet.

- Export to CSV Exports the report to a Comma-separated values (CSV)
delimited text file.

Print Opens the print console to print the results.

@0
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11 CTRP Reporting

The CTRP (Clinical Trial Reporting Program) option supports the requirements of the National
Cancer Institute (NCI) Clinical Trial Reporting Program. Once a study is designated as “CTRP
Reportable” on the Study Summary/ Details page, drafts can be created that capture current study

data for NC| submissions.

All trial sponsored or otherwise financially supported by NCI are CTRP Reportable. For instance, NCI
expects all interventional clinical trials, however sponsored, that are conducted in NCI-designated
Cancer Centers, to be registered (with the exception below). Thus, trials that NCI-designated Cancer
Centers report as interventional trials in the Cancer Center Summary 4 Report to NCI are expected to
be reported through CTRP. Both industry-sponsored and investigator-initiated trials conducted at
NClI-designated Cancer Centers should be registered.

Exception: Trials that are reviewed and monitored by NCI CTEP and DCP PIOs need not be registered
through the CTRP website, as the information will be transferred within NCI. This exception applies
to all CTEP trials submitted via the Clinical Data Update System (CDUS), including all Cooperative
Group trials, and all early phase trials submitted to the Clinical Trial Monitoring Service operated by

Theradex.

To use this feature, ensure the following:
= CTRP access rights are selected

= Astudy is designated as CTRP Reportable

Note: Depending on your eResearch configuration, you may have either a Study Summary or a
Study Details tab as well as either an Attachments or a Versions tab for all studies. If you
have a Study Details tab and you need to add IND/IDE information, ensure you have
requested for this dropdown option to be added to the Study Details page through
eResearch Support.
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11.1 CTRP Access Rights

Users must have CTRP access rights options checked in their default user group to access CTRP

features.

Regulatory Reporting
CTRP Submission

CTRP access rights include:

Access Right  Description

New Allows users to create new drafts, view existing drafts, validate drafts and
download saved drafts.

Edit Allows users to view and edit existing drafts and validate drafts.

View Allows users to see existing drafts and validation reports.
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11.2 Designating a Study with CTRP Reportable Data

Designating a study as CTRP Reportable will allow for extraction of submission data by the National
Cancer Institute (NCI). Additional information may also be added such as IDE/INE data and NIH
Grant information. Documents for submission should also be added to the Attachments/ Versions
tab.

You are working on study: DEMO 0190

UGN EETI I Versions  Admin Schedule  Study Setup  Budget = Milestones  Notifications = Study Status =~ Reports =~ Study Team

Tip: Enu:r phiase. wae will assist woe.s .0 oo Loang o1l IS swidy

Previously IRB approved study - do not submit to HRPP 0O
for approval

CTRP Reportable a

1. Background

Each section has a maximum limit of 20,000 characters

NIH Grant Information (]

Primary Purpose Select an option hd

»  More Study Details

When creating the CTRP Reportable study, users should provide as much of the optional details as

possible in the Study Summary / Details tab.

Note: Some information in the Study Summary / Details tab is not required upon initial creation
of a study in Velos eResearch, but it may be required later when a user validates a draft
submission.
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11.2.1 Identify the Research Type and Assign CTRP Reportable

The Research Type field, in the Study Summary/ Details page for a CTRP Reportable study, must
have an option selected in order to be permitted to create a CTRP draft. (Refer to Create a CTRP Trial
Registration Draft for more information.) Selecting the CTRP Reportable option allows for study data

to be captured according to the reporting requirements of the National Cancer Institute (NCI).

To assign a study’s Research Type and assign CTRP Reporting:

1. Click Study Administration for the selected study from the Homepage or from search results.

P Current Page: Velos eResearch >> Homepage

Search A Study Search a Study

Last Modified Studies

Quick Access Study Number

B & m DEMO 0193
B & m & DEMO 0187
B 2 m w DEMO 0191
% 2 m DEMO 0190
@IM DEMO 0192

2. In the Study Summary/ Details page, select an option from the Research Type dropdown.

You are working on study: DEMO 0190

m Versions  Admin Schedule  Study Setup  Budget Milestones  Nofifications  Study Status

| =
S R Y T e e

Estimated Begin Date

Phase * Phase 111 ~

Research Type Select an option ~

Select an option
Externally Peer Reviewed

Study Scope

Study Type

Institutional

National .
Belec

NJA elect

Linked To

= All options that are not Industrial are considered in the category of non-industrial

= As per your configurations, the Research Type filed may have a different name, for example,
Study Source
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3. Scroll down and check the checkbox for CTRP Reportable, then click Save.

You are working on study: DEMO 0190

W Versions  Admin Schedule  Study Setup  Budget  Milestones  Nofifications  Study Status = Reports  Study Team

Expand All Save

OSA, Lung, Thoracic
%

Keywords
Tip: Enter phrases that will assist users in searching for this study

Previously IRB approved study - do not submit to HRFP 0

for approval
Il CTRF Reportable I

NCI Trial Identifier

1. Background

Each section has a maximum limit of 20,000 characters

NIH Grant Information 0

Primary Furpose Select an option v

»  More Study Detalls

11.2.2 Specify the IND/IDE Information

If a study involves an investigational new drug or device, the Study Summary/ Details page will be

used to specify any IND/IDE Information.

Note: Depending on your eResearch configuration, you may have either a Study Summary or a
Study Details tab for all studies. If you have a Study Details tab and you need to add
IND/IDE information, ensure you have requested for this dropdown option to be added to
the Study Details page through eResearch Support.
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To assign a study’s IND/IDE Information:

1.

Click Study Administration for the selected study from the Homepage or from search results.

P Current Page: Velos eResearch >> Homepage

Search A Study Search a Study

Last Modified Studies
Quick Access Study Number

B a 1. J DEMO 0193
B a m & DEMO 0187
B a 1 DEMO 0191
% - 1. I DEMO 0190

| Study Administration DEMO 0192

In the Study Summary/ Details page, click the IND Section dropdown arrow.

[

You are working on study: 09877

m Versions  Admin Schedule  Study Setup  Budget  Milestones  Notifications = Study Status = Reports = Study Team  Forms  Study Network

=

¥ IND Section

IND/IDE Information

NIH Institution, NCI Division/Frogram Code (If
applicable)

IND/IDE Number INDADE Grantor IND/IDE Holder Type

IND b 555-PO9X32 CDER hd Industry A O

Select

Select the IND/IDE Types option from the dropdown, enter an IND/IDE Number, select an
IND/IDE Grantor (CDER or CBER) and IND//IDE Holder Type from the dropdowns, if not pre-
populated.

Optionally enter an NIH Institution/ NCI Division/Program Code, click the Select link to select the
applicable data.

Scroll the bar at the bottom of the table to the far right.
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6. If needed, check the Expanded Access checkbox, then select an Expanded Access Type from the

new dropdown available.

* IND Section

v

Industry

v

NIH Institution, NCI Division/Program Code (If
applicable)

: Expanded Access Type (If applicable)

Exempt? (If
applicable)

Select an option v
Available =

MNo longer available b
Temporarily not available
Approved for marketing
Select an option

7. If the study should be exempt, then check the Exempt checkbox.

8. Optionally, a row may be added by clicking Add, or deleted by clicking Delete and then OK in the

subsequent pop-up box.

11.2.2.1 Specify NIH Grant Information

If a study has any National Institutes of Health (NIH) funding, the Study Summary/ Details page will

be used to specify the NIH Grant Information so that it can be included with a submission. This only

applicable to NIH related studies.
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To add NIH Grant information, from the Study Summary/ Details page of a study:
1. Check the checkbox for NIH Grant Information.

*You are working on study: DEMO 0130
w Wersions  Admin Schedule = Study Setup  Budget  Milestones | Motifications  Study Status  Reports  Study Team  Forms  Study Network

Expand All

CTRP Repartable [}
NCI Triad ldenbfier

1. Background

Each section has a maximum limit of 20,000 characters

NIH Grant Information

Funding Mechanism  Institute Code Serial Number NCI Division/Program Code
Select an option v | | Select an option v Select an option w ®
Primary Furpose Select an option hd

b More Study Details

2. Inthe new NIH Grant Information table, select a Funding Mechanism, Institute Code, and an NCI
Division/Program Code from the dropdown options, and enter a study-specific Serial number.
a. Additional rows can be added by clicking Plus. A row of information can be deleted by

clicking Delete and then clicking OK in the resulting pop-up.

Funding Mechanism Institute Code Serial Number NCI Division/Program Code

Select an option v Select an option v Select an option v
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3. When the table is complete, click Save.

Funding Mechanism Institute Code Serial Number NCI Division/Program Code
801 v | aa v | DEMO1234 ccr v |®
Primary Purpose Select an option ~

v More Study Details

11.2.3 Attach New Documents to the Study

In the Versions / Attachments tab, CTRP supporting documents may be uploaded. These documents
may be required for validating drafts. (Refer to Run Validation for more information.) Only upload

batch upload files compatible with the CTRP website for Subject Accrual Data.

To attach a new CTRP document, from the Study Summary/ Details page of a study:

1. Click the Attachments or Versions tab.

You are working on study: DEMO 0190

Versions | Admin Schedule

2. Click ADD NEW VERSION/DOCUMENT.

You are working on study: DEMO 0180 @M

Sty Details

Admin Scheduk: Sty Setup | Budpst | Milesiones | Nofifilions— Study Stelis Reports Stady Team | Forms Study Netwark

Search By

Versian & Categary | Select an option ~ Type Select an ophon v St Select an optinn -

Associated Versions/Documents Listed Below

EW VERSION

Version # O Version Date &

Calegory & Seclion ¢ endix & Delele  Copy I
20 061412022 Fratocal Modifies latiachments (1) Wark = D ® [a]
Miscallaneaus ttachments (1) Work i Progress & €9 ® (]
1.00 039022 Frotecol Ittachments (1} approven & 4D ® [}

180 1 af 3 Racardis)
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A pop-up window will appear.

Version Number Version Date Description

Selact an option v Selact an opfion v @I No file chosen
Selact an option v | Ssloct an option @I Mo file chosen
Select an option v Select an oplicn v @I Nao file chosen
Select &n option v Selectan option v “Choose File | Mo file chosen
Select an option v Select an oplicn v m‘ Na file chosen

= |nthe Version Number column, enter the document version number

= Inthe Version Date column, optionally enter a date for the version of the document
= In the Category column, select the appropriate category from the dropdown menu

= Inthe Type column, optionally select the document type from the dropdown menu

= Inthe File column, click Choose File, then browse for the appropriate file and select
= In the Description column, enter a brief description of the document

3. When all document are added, as needed, enter your e-Signature and click Submit.

Version Number Version Date Description
10 0802022 Miscellaneous v Initial - Chaase File | HRP_430_VA pdf Document for CTRP Reporting
Select an option ~  Select an option Choase File | Ng file chosen
Select an option v  Select an option v Choose File | No file chosen
Select an option v  Select an option v Choase File |No file chosen
Select an option v Select an option v @I Nao file chosen

—

11.3 Create a CTRP Trial Registration Draft

After a CTRP Reportable Study has been created, a trial registration draft can be created which will
capture reportable information from the study. This information should be reviewed and used as part
of the submission to NCI. For an “On-Hold” or “Rejected” NCI status, a trial registration draft can be
reverted to “Work In Progress”. The system will track the history of the trial registration draft

statuses and NCI Trial Processing Statuses.

Note: Trial registration drafts may vary slightly depending on the Research Type that was
selected.
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11.3.1 Locate Study and Create a Trial Registration Draft

All CTRP Reportable studies can be viewed from the CTRP Reporting option. When a draft is first
being created, the study should be searched for by displaying studies without drafts.

To locate a CTRP study and create a draft:
1. From the Navigation menu, click Reporting > CTRP.

Reporting =

Report Central
Ad-Hoc Queries
Dashboard

Regulatory Reporting

The CTRP Trial Registration page will appear.

ey 1, Tilk o Ky qQ - WCG Training O susan Tranng2

B et Fag

LIRF Inal Hegstrahon RIS EERIEEH

Sewch By

Study Humber HCI Trial ludeer difieer Sludy St Selact an opton w

Crall Slalus | Sakact an opfion ~ Drsplay Sldies Wil GTHP desgnation v Selactan apton To

Al drefts.
M Processing Stalus | Salact an option w Most T r
CTRI designation Cioanhgune CTHF Stidy Stane r..1-1_'.=\'r.-:.

To Sekcted Delele Drall Downicad  Unmark CTRP Reportable

o (] Currant Pags] 1 Total Pages: 1 ] ] Fows PerPage |5 v Showrg 1- dof4 %] o 1]
Study NC! Trial e Sl Sl - Draft Last Downkad  Last Submitled  View Create
Hurmber Number Study Titke Shudy Statiz ; Murmber Status Dt Dt Mistory ~ Draft

] | — e in Patiets with RA ActiveEnraling ndusia |#

ul S Acemiain Paliets vith RA MuclivwTinciivg wlusiid [#

DEMO 4 - Lung

o B powo SN In Ao e Lol
eQ OEA

: " oMo yperiension Disgrostics e — . P

] B pron 33234444 Frame 1 Erratment netubzna ! o |#

2. Click Without drafts in the Display Studies With dropdown, then click Search.
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Only the CTRP Reportable studies without drafts will appear in the table.

In Sderied Delete Draftt Downloas  Unmark CTRP Reportable

|| B Carreril Paage| 1 Totid Pages. ] ] Ties P P | 5w Showing 1 Jud B L0 5]
Study . NCITial S Shudy Draft Las! Download
Mumber Mumber e MNumber Date:
[T Jo— e — #
[§] ) goorr Anemia n Hatonts wih A Actacserealing Industnal 7
o E pepn LIENC) 4 - Lung Fyperriancn o
T i Bkt wilh D56, .

= If there is an exclamation mark in the Create Draft column for the specific study, the
Research Type field is missing data. Click the study icon to the left of the Study Number to
update the Study Summary/ Details page Research Type field prior to continuing.

Trial Submission Categon

Trial Submission Category has to be one of
National, Institutional, Externally Peer-
Reviewed or Industrial. Please go to Study
Summary page to edit!

NCI Trial Trial Submission Create

MNumber EURIHE Category Draft
0 @ 0986775 Anemia in Patients with RA Active/Enrolling Industrial P [7]

. . L 4
O @ 00877 Anemia in Patients with RA Active/Enrolling Industrial
@ A DEMC 4 - Lung Hyperinflation . ( » )
o gion in Adults with DSA Industial ’ )
- Create Draft
o
4. In the pop-up, click Create Blank Draft.
You may create a new draft for this study.
A
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5. Review the data in the CTRP Draft for accuracy and update as needed.

P Current Page: CTRP Draft Industriz

CTRP Trial Registration  [STEEREERIEE

Please select or enter a value for each field below by referming to the corresponding saved in Velos eResearch

Site Recrutment Status * | Select an option A Current Study Status

Data required will vary depending on the

template selected as per the Trial Submission

Category in CTRP (from the selection made in the Research Type field for the study)

At minimum, ensure all required fields w

IDs, and/ or Site PI ID, as applicable

the second Select option will pull fro

ith red asterisks have entries

Use Select to select the applicable information for such fields as Trial Owner, Organization

If there are two Select options, the first will be for pulling data from a global list, whereas

m the data you have added to your system. If using

the second option, ensure that the address and phone number for the user or

organization is populated in the specific User or Organization’s pages.

Ensure the Trial Related Documents are

selected, as applicable, which were previously

uploaded in the Attachments / Version tab for the study

Trial Related Documents

An Abbreviated Trial Template is required if you have not provided an NCT number. Valid formats: Excel, Word, Word Perfect and PDF.

Abbreviated Trial Template |

HRP_490_VA pdf

R

6. The draftis now in Work in Progress status on the CTRP Trial Registration page and is ready for
validation.
Study o MGl Trial Trial Submission Draft NC| Processing Last Download Last Submitied  View Create
Number Number Category MNumber Status Date Date History Draft
[m} [ [— Aovemia n Paets wi RA ActiverEnro rrdustial &
[§} Bl oaarr Anomia nPaterts win A ActiverEnm ustrial #
0 B orwo S etz #
aHe OSA N
0 Bew  E. Rt CIE ° s
7. Continue to Run Validation for next steps.
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11.4 Run Validation

Once a trial registration draft is created, the information will require validation to ensure there are no
errors. Velos eResearch has automated this validation process so that the system checks the report
and immediately notifies users of any errors. Preferably, a user should validate the draft prior to
navigating away from the CTRP Draft page, however, the draft will still be accessible for validation
from the CTRP Trial Registration page by clicking the Work In Progress link in the Draft Status

column.

To validate the draft, from the CTRP Draft page:
1. Scroll to the bottom of the page then click Validate Draft.

P Cumrent Page: CTRP Draft Industrial
R PEEENEETL O Subject Accnuals

_Elcpne seleghongater e or gach Iielow by arna 9 0 4RI SRNASRIEA MAIRALRGILIN o . AP e 4 . e, B asshcm oo A

Date Closed for Accrual Closed for Accrual Status Valid From

Site Target Accrual  *

Trial Related Documents

An Abbreviated Trial Template is required if you have not provided an NCT number. Valid formats: Excel, Word, Word Perfect and PDF.

Abbreviated Trial Template  * Select
Other Select
NCI Processing Status Selact an option | Status Date
Diraft Status Work In Progress e

e-Signature*

2. The resulting pop-up will indicate if the validation was successful or not.
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3. If the draft fails validation, click Close, make necessary changes, and click Validate Draft again

until successful.

Please select or enter a value for each field below by referring to the corresponding saved in Velos eResearch

— —
Site Recruitment Status

This field is required.
Site Recruitment Status Date

Date Closed for Accrual

Site Target Accrual

This field i required.

Date Opened for Accrual
This field is required.

* Select an option

w

Current Study Stats

Current Status Daf

\alidate Draft (x|

0]
Thes dralt fals vabdabion. Please correct the erors
on the screen and validate again

This fiedd is required -

R o —

Note: You may need to enter some of the missing information in other areas of the system. For
example, if selecting a Pl that does not have an address listed in their User Details page,
the validation may fail. You would then need to return to the PI's User Details page, add
an address, and then select the Pl again.

[

4. Once the validation is successful, enter your e-Signature.

Validate Draft

Validation has been completed successfully. Would you like fo save the draft as ‘Ready
For Submission’ status? Please be advised that no further changes can be made to
drafts in ‘Ready For Submission’ status!

Valid e-Sign [ERAG L
y

5. Click No, to keep the draft in Work in Progress draft status.
-OR-
6. Click Yes, to push the draft to Ready For Submission draft status.

Study  ,  NCITral Fo—— Trial Submission  Draft Doalt Shatios NCIProcessing  LastDownload  Last Submitted  View Create
Number NuTiDer Sl e Date Date History Draft

Category Nurmper Status
Anemia in Patients with RA

Anemia in Patients with RA

DEMO 4 - Lun
Hypernfiation inAdults with
o84

Inghtcnsl 1 9 &

= DEMO Hyperienson Diagnestics
a B pin 3334444 Phase 1

» By clicking Ready for Submission, the draft can be accessed. Most data will be locked and
grey in color, however the draft may be updated and re-validated. Each time a validation

occurs, the Draft Number field will update.

P Current Page: CTRP Draft Non-industrial

CTRP Trial Registration  [SLEn s =l

Draft Number 3 %
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a. If updates to the draft are needed, click Create Draft in the CTRP Trial Registration page.

Create New Draft

You may create a draft based on this draft or create a new blank draft for this Study.

Create Copy From Last Draft Create Blank Draft .h

b. Inthe pop-up, the Create Blank Draft option will remove most data, including required data,
and will require a new validation, whereas the Create Copy From Last Draft option will keep
all data and will require validation to again push the draft to Ready for Submission draft

status.

11.5 Download the Draft, Save Locally and Submit

Once the trial registration draft is saved as ‘Ready For Submission’ it may be downloaded and saved

locally to manually submit via email to NCI.

To download a draft, from the CTRP Trial Registration page:
1. Check the checkbox for the applicable draft to download, then click Download.

To Selected: Delete Draft Downlgad Unmark CTRP Reportable
E K] Current Page: 1 Total Pages: 1
Study » NCITrial
Select Number Number Study Title
O @ 0986776 Anemia in Patients with RA
O B os77 Anemia in Patients with RA
[3 DEMO 4 - Lung
] DEMO Hyperinflation in Adults with
0190 OSA
DEMO Hypertension Diagnostics
@ P101 33334444 Phase 1
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In the pop-up, click Download then download and save locally.

-

Zip File generated successfully.
This Zip File may or may not contain the duplicate files!

Download -h

9 TrialRelatedDocum....zip ~ Show all X

-

Click Close to close the pop-up window.

The submission will show Downloaded draft status.

Draft Status NCI Processing Last Download Last Submitted  View

Status Date Date History

Q Downloaded 08/10/2022 D) {b

= The draft may be updated and revalidated by clicking Create Draft, if needed

= Each time the submission is downloaded, the Last Downloaded Date field will populate with
the current date

Submit the NCI submission via email as per your company'’s policies.

Return to the draft by clicking Downloaded in the Draft Status column, scroll to the bottom of the

draft, click Submitted in the Draft Status dropdown, enter your e-Signature, and then click Save.

Draft Status Ready For Submission v Validate Draft

Work In Progress

Valid e-Sign JCEl ALY Ready For Submission

Downloaded

Follow the Run Validation steps, if requested. For more information, refer to Run Validation.

Continue to Manage NCI Processing Status, to update NCI processing statuses as they occur.
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11.6 Delete a Trial Registration Draft

Permissioned users may delete a trial registration draft. Only drafts may be deleted. A CTRP
reportable study with a draft will have a Draft Status of either Ready for Submission or Downloaded.
If there is no draft, the Draft Status will be blank, and the system will show an error message when

trying to perform deletion of the draft.

To delete a draft from the CTRP Trial Registration page:
1. Check the Select checkbox for the applicable Study Number entry, then click Download Draft.

n Seierred] Delete Draft | Downdoad  Unmark STRP Reporatle
I
] Current Page. 1 Tkl Pisges 1 ] ] RuwsPer Page 5w Shuwing 14 ol 4 a o 5]
Study MNC Trial - fal 5 o Draft " Cl e Last Download 5 Submitled  View Create
¥ - Study Trie Study Status Status 5 = I f
MNumber Mumber R ST Cz Mumber BT iEL Stat Date [0 History Draft
ul B geasrns Ancmiain Fationls with KA Actheeirealing Ineasmal s
u] B gearr Ancemiain Fahonl with HA  Actheirmling Ineasmal ra
% DCHWO 4 Lurg 1 -
B peme Hypennfiaton in Adufts wih Incusimal 1 |y Lol #
atan o5 Submascr .
o Bl e L\‘EEM -_l;gf:elrsuu Diagnestics f:n - med o Institutiorsal q =~ N— AT @D F

2. Click OK to confirm deletion.

veltraining.veloseresearch.com says

Are you sure you want to delete the selected drafts?

@] Coneel

3. Enter your e-Signature and click Save in the pop-up.

Confirm Draft Delete x

Please enter e-Signature to proceed

e-Signature®

4. The status in the Draft Status column will be removed and Create Draft can be performed again.

udy o NCITnal Study Tille - o . nission Draft NC| Procassing Last Download Last Submitted View
Nurmber Number SHEEIEE . [ Number Stalus Date Date Mistory
o B qusrrs Aueriain Paferls will A Ative T Ineastia P
[m] B oserr ARERE IN Fate wiin A ActsFanting I #
=5 DEMC 4 - Lung j—
o DEMC Hyperinflation in Aduks wis Incustia K
0180 058
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11.7 Subject Accrual Reporting

The Subject Accruals tab allows for downloading patient accrual data if a study has been submitted
to NCI and has an NCI trial identifier. For qualified studies, validation will be run after a user enters
the cutoff date. Studies that fail the validation can be downloaded but will not meet NCI CTRP

requirements, and as such may not be accepted.

Possible requirements:

= Race of Patient: If this is required, update in the patient’s Demographics page

= Disease Code: If this is required, update in the patient’s study Protocol > Screening /Enroliment
page using the Edit Details link

= NCI PO-ID: If this is required, go to the patient’'s Demographics page and view the organization

they are associated with. Then go to the Organization’s page and update the NCI PO-ID field.

To manage Subject Accruals in CTRP, from the CTRP Trial Registration page:
1. Click the Subject Accruals tab.

P Current Page: CTRP Trial Registration

G EANERESEEI I Subject Accruals

All studies with patients, part of the CTRP Trials, will be listed.

B Cument Page: Subjoct Acensss

GIRE Iral Hogetahan

Sty Mumbesr K Tiicel Ideertifien Study Sealus Select an oobon - o

Ta sake Download 9 o e @
g R B3}

[ ) = tiurent Fage: 1 atal Fages: 1 A (3] Hows Fer Page |5 w Shewng 1-1at1

Select  Study Mumber = NCI Trial Mumber Study Tite Trial Submission Category Cutoff Date Last Download Date Last Downloaded By Validate

0 E o DEMG 330444 Ivoertensn Disgnoslics Fl'z-.:te AetivesClused o Creclinent Institutianal Susan Traiir? o 2|

The following functions may be performed on this page:

1. Enter search criteria and click Search to further filter results.

2. Click Study Management to access the Study Summary/ Details page for the study.
3. Click Study Status to access the Study Status tab for the study.
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4. Click Save View, to save the view.

Click Save(d) Search to access the Search Widget.

Search Widget x

Save As B [%

Saved Searches Select an optior v ®

Reset Search

a. Enter aname into the Save As field and click Save Search.
b. To access the saved search, return to this pop-up and make a selection from the Select
an option dropdown. Note that clicking Delete allows for deletion of the selection.
6. Click Export to Excel to export an Excel Spreadsheet of the view. The spreadsheet will open
automatically after clicking.
7. Click Validate to validate the data.

Subject Accrual Validation B

Please enter the cuttoff Date :
06/30/2022

a. Select the cutoff date then click Continue.

= In the next pop-up, the validation will show as passing or failed.

= If a patient linked with a study with 'Enrolled' status, and the status date falls on or below
the 'Cut Off' date, AND in the case the NCI criteria is not satisfied, then the system will
display an error message; otherwise the system will display a validation successful
message.

b. If failed, click Close and make corrections before clicking Validate again otherwise click
Save and a download of the failure message will become accessible.

Subject Accrual Validation

Validation failed for the Study due to below reasons.

Subject Study ID Missing Fields

14258 Enralling Site NCI PO-1D, Patient Disease Code, Race
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c. If validation passes, click Close.

Subject Accrual Validation

This Study passes all the validation.

8. Check a checkbox in the Select column, then click Download to download the subject

accruals for a study.

Subject Accrual Validation

Please enter the cuttoff Date :
06/30/2022

Enter the subject accrual date into the pop-up and click Continue.

o o

If the validation fails, a warning note will appear. The data may still be downloaded by
clicking Download Accrual Data and then opening the downloaded file folder with text

file.

Subject Accrual Validation

Validation failed for studies with the following NCI
trial numbers. The accrual data can be downloaded
but will not meet NCI CTRP requirements.

DEMO 33334444

Download Accrual Data @

-OR-
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If the validation passes, the following pop-up will be observed. Click Download Accrual Data

to view the data by opening the downloaded file folder with text file.

Subject Accrual Validation B

All Studies passed validation.

Download Accrual Data \b

= See the example below of a validated text file for subject accruals.

PATIENTS,887766,1-
PATIENT_RACES, 8877
PATIENT_RACES, 8877
PATIENT_RACES, 88771
PATIENT_RACES, 8877
PATIENT_RACES, 8877
PATIENT_RACES, 8877
PATIENT_RACES, 8877

B
881,94538,"US - United

66,1-804,"Not Reported”

66,1-8085, "White"
66,1-003, " Asian”

EOLLECTIONS, 887766, ,,,,,,,,

PATIENTS, 887766,1-804, ,,198505, "Female”, "Not Reported”,,28178512,,557,,,,,,,,,,10,,
PATIENTS, 887766,1-005, ,,1980805, "Female”, "Non-Hispanic”, ,20170512,,557,,,,,,,,,,10.81,,
PATIENTS,887766,1-803, ,,1990805, "Female", "Hispanic or Latino”,,20170512,,557,,,,,,,,,,108.94,,
PATIENTS,887766,1-807, ,,198505, "Female", "Hispanic or Latino”,,20170512,,557,,,,,,,,,,108.04,,
PATIENTS,887766,1-802, ,,198509, “Female”, "Hispanic or Latino®,,2017@403,,557,,,,,,,,,,184,,
PATIENTS, 887766,1-006, ,,199805, "Female”, "Unknown", , 28170512, ,557,,,,,,,,,,10.81,,

States”,198104, "Female", "Non-Hispanic",,201704@3,,557,,,,,,,,,,11.03,,

66,1-807,"American Indian or Alaska Native"

66,1-802, "White"
66,1-806, "Unknown”
66,1-801, "Asian”

11.8 Unmark CTRP Reportable Study

If a study was incorrectly identified as CTRP Reportable, the study can be removed from the CTRP

Trial Registration page, only if the study in CTRP does not have a draft. If the study has a draft, the

draft would need to be deleted first before unmarking for CTRP Reportable.
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To unmark (remove) a study as CTRP reportable from the CTRP Trial Registration page:

1. Check a checkbox in the Select column for the appropriate study, then click Unmark CTRP
Reportable.

Personalize = Manage ~  Libraries =  eSample =

Reporting =

Sty #, Tike or Keywors Q - WCG Training @ 3 Sissan Trainmg?

B et Page: GTRE Tnal Hegstraten

CTRP Tiial Reyistration ESIAEEEE

Search 2y
Study Numner NC: Tnal ideniher Shaty Stanes | Selecl an oplion ~
Cral Sttu= | Select an option v Cisubay Sudies Wilh - CIRIP dasignation + Salect an option v To
MCI Processing Status | Select an cplion Ed

Ganfigure GTRF Study Status Notcations

I seiceice: Delete Draft Downlcad - Unmark CTRP Reportable

[ E Curant Page: 1 Total Pages: 1 (] ]

Faws Per Page 5§ v Showng 1-£af4 B 2 1]

- Study NC Trial o e Trial Submission  Draft NC1 Processin Last Downioad  Last Submitied  View Create
Select 1 Study Titke Shudy Status " TCEang 231 Downlos a L a

Number Number Category Murmber Status Dake Dale Hisfory Draft

-] B oo Anenia in Patients wilh Al Erling Irelustial

2. Inthe pop-up, enter your e-Signature and click Save.

Confirm CTRP Reportable Unmark *x

Please enter e-Signature to proceed

e-Signature™ [ ]

3. The study will no longer appear in the CTRP Trial Registration page.

11.9 Configure CTRP Study Status Notifications

When CTRP reportable study statuses change, users may receive notifications of the change in
status from the system.
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To assign users to receive study status change notifications, from the CTRP Trial Registration page:
1. Click Configure CTRP Study Status Notifications.

B Cunrenl Page. CTRE Thiel Registrativn

Search Dy,
Sty e Configure GTRP Notifications Study St | Select 8 aption w
Lot St Sekect an oplion = . taoption v i
Configured CTAP Study Status
Tl Brocessng Stene Sk an oplion w —
N Aciiee = Corfiguen GTRE Shdy Status Nafeatians
At Tinolivg | b
To Selected. Delete Draft Download  Unmark CTRP Reportable ciheariosed o Enrolment =) I
fuctveiTatienls OF beatnent ()
B B Casrend Pagal 1 Total Fages: 1 Sty Complaton Ratins O Sraming 1 -3a13 a o [
Tempuiary Suspension ()
- - withdrawn o
Golet  SUOY . NOIThal ST - = Lasi Downlosd  Last Submitted  View Creste
Selec MNumber Number Slugy lide = Dudyeet Irt Reviesy | Date Dale History Draft
Rudget Signem O
(8] [ gearr Anzmia n Faserts with Ha act [T In Review O
B DCHOA Lung Emall to Hotity® Selert Useiz)
I8} DEMD Hynennfiatian  Adults wrn 1
i CEA
c-Signaturs”
DEMO Hypertersion Ciagnostics At S
CHEN P EEn o 9 &
A

2. Inthe pop-up, check one or more study status checkboxes, then click Select User(s) and select
one or more users to receive study status notifications for the selected status(es), then click

Save.

Configure CTRP Naotifications

Status

Mot Active

Active/Enrolling
Active/Closed to Enroliment
|Active/Patients Off-reatment
Study Completed/ Retired
Temporary Suspension
Withdrawn

Budget In Review

Budget Signoff
CA In Review

HO0|0|0|0D|0(ojo|0]a

Email to Notify™ Annie Michel Select User(s)

esgranrer e ]
Valid e-Sign

|

3. When a selected status is changed, the user(s) will receive a change in status email notification.

11.10 View History of CTRP Reportable Draft

History of CTRP reportable drafts may be viewed. Draft statuses and NCI processing status in the

history may also be deleted.
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To view a draft history from the CTRP Trial Registration page:

1. Click View History, for a specific study number.

B Cumant Paga: CTRP Trisl Asgstatin

Srarcn By
Sty Kumsar HC el Idantiier Atusy Sas  Salact an option -
DN Stshus an option - T
Samtanunl Draft History B

HCI Provessng Stslus | Seluct an option

Sty Hypertension Diagnostics Phase 1 Drat Number: 1 Bl Comtigure CTHE Sy Sl holiiesms m

To Seecies: Delete Draft Download  Unmark CTRP Reporable

o o ot Pl e s Status Reconded By N B o B
[ anaR fusanTwnng?
Resaty For Subirigsion Fe] SaanTnng? O
WD In Progress. 4RI SusanTranngs [

u] B yerr e Psenl

o B nemn oie a4 ey processing Status

Tl Processing States Status Reconsed By

o B pn DEWK 3334444 Hypariension Nia

He Results Frend

2. If deletion of a draft status or an NCI processing status is required, check the appropriate

checkbox, then click Submit.

Warning: Do not use deletion of draft status or NCI processing status unless required to do so
as this data will no longer be available in the draft history.

11.11 Manage NCI Processing Status

After manually submitting the submission to NCI, the NCI Processing Status may be updated in the

system.

To update NCI Processing Statuses, from the CTRP Trial Registration page:

1. Click either Ready for Submission or Downloaded in the Draft Status column.

Study NCI Trial ~ Trial Submission Draft NCI Processing
F — Study Tille Study Status = Jraft Stalus = =
Number MNumber SR e Category Number e Status
O B 09877 Anemia in Patients with RA Active/Enrolling Industrial
o Etnmn DEMO 4 Lung Hyperinfaton in Industial 1 & novnioaed
O B rio DEMO 33334444 Hypertensian Diagnosties Phase 1 ';'.:.-}i..'..ﬁ.l.c-!ﬁric “ Institutional 3 o] . ady For Aceapled

Submission
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2. Scroll to the bottom of the submitted draft, click the appropriate NCI Processing Status in the

dropdown, select a Status Date from the date picker, enter your e-Signature, and then click Save.

NCI Processing Status Accepted w Status Date | 09/15/2022
Select an option

Draft Status Submitted Validate Draft
Amendment Submitted

e-Signature® Accepted

Rejected

Abstracted

Verification Pending

Abstraction Verified Response
Abstraction Verified No Response
On-Hold

Submission Terminated

y

3. Click Yes in the subsequent pop-up.

Validate Draft

The draft has been saved successfully. VWould you
like to run validations now?

4. Enter your e-Signature and click Yes.

Validate Draft B

Validation has been completed successfully. Would you like to save the draft as '‘Ready
For Submission’ status? Please be advised that no further changes can be made to
drafts in 'Ready For Submission’ status!

VEERSNY = Signature® [----I ]

5. To view the NCI Processing Status update for the submission, click Reporting > CTRP.

Study . MNCITrial 5 e Si0n Drraft ST = Last Download Last Submittcd
Number Number ELEEE Cate: Number B 52T 5 Date Date

[ Anvemis i Palisns wilh & Industrial

B pewo DEMO 4 - Lung Hyparinfiation In
o190 Adults with OFA

Industrial - ¥ For Suhmbtad [LEN L

E rim DEMO 334428 Hyparansion Diagnastizs Phaze 1 e Instmuticnal 1 d Accaptad [LRET

= Submissions with NCI Processing Status dates added that last showed Downloaded Draft
Status will now appear as Ready for Submission status in the Draft Status column

6. Continue to update the NCI Processing Status until fully approved.
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12 Support

Technical support is provided to users of the Velos eResearch system. There are several ways for a

user to access this support.

Note: For support with using Velos eResearch, please contact your internal eResearch Support
Team or Administrator. If needed, they can contact WCG Velos Support on your behalf.
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13 Appendix A — Technical Information

13.1 Revision History

Version Section Description of Changes

1 N/A, first version 1. N/A first version

2 All Sections as Applicable 1. Incorporation of both Enterprise and
eXpress functionality.

3 All Sections as Applicable 1. Update for new 11.2 Ul and add-ons.

4 All Sections as Applicable 1. Update for 11.2.1 Ul
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5 Throughout as listed:

Throughout

General Information>Getting Started

Deleting Users from a Group

Studies
Add a New Study

Copy an Existing Study

Versions Tab

Versions Tab

Adding, Downloading, Editing, or
Deleting an Attachment

Associate a Calendar to a Study

Study Status Tab

Velos General eResearch User Guide

o

10.

11.

12.

6 December 2022
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Description of Changes

User Guide content updated to incorporate
Version 11.3 new software functionalities
including:

Throughout sections the Manage
dropdown images have been updated.
Added table information of new additional
functionalities.

Removed steps for removed Delete
column buttons and replaced with new
steps.

Added Advanced Search information.
Added Enterprise Only details and notes
due to deleting the no longer applicable
section previously titled Study
Summary/Study Details Tab.

Updated to include both paths to access
for copying an existing study link.

Updated title and associated references to
the tab throughout document as this is
now the only tab name for both core
Enterprise and eXpress versions, changing
the title from Attachments/Versions/Study
Documents Tab.

Updated title and directions as this is only
Versions tab in both core Enterprise and
eXpress versions. Updated to Versions
Tab throughout document.

Changed title and added details on how to
perform each function from the Appendix
page.

Added steps for editing events in this
section.

Added information on Display Browser
Logic.
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Forms Audit Trail and Forms Tab
Track Changes

Screening/ Enrollment and Sub-
Sections, Add Unscheduled Events,
Edit Multiple Events, Add New AE,
Add Multiple AEs, and Patient Forms
and Labs

Edit Multiple Events

WCG IRB and sub-sections

Add a New Patient

Patient Forms Audit Trail and
Patient Schedule
Create a Budget Template

Manage Payments and Sub-Sections
Record a Payment and Reconcile a
Payment

Reconcile Details, Edit Reconciliation
Record, and Delete a Payment
Record

Financial Reports

Preview & Save

Display and Export an AHQ

Dashboard and Sub-Sections

Reset or Save Searches

Adding, Downloading, Editing, or
Deleting an Attachment

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

6 December 2022
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Added new sections.

Updated Images for new Attachments
Link.

Added Steps and updated images for
additional Performed By column.

Updated to WCG's IRB references as there
is now only one WCG IRB.

Add a New Patient: Added a note and
instructions instructing the user on two
ways to add a new patient using the Enroll
button versus using the Create & Enroll
button.

Added new sections.

Added steps for assigning access rights
for an individual user.

New tabs in the header for the table.

New steps for the new Payment Type
options of Payment Made versus Payment
Received.

Added new sections for new icons.

Added new table rows for new Report
Names.

Revised steps to click Display to preview
before clicking Submit for an AHQ AND
updated image for new CSV icon export
option.

Updated image and tables for new CSV
Format and new CSV Linear Format icons
for export options.

Added information on Hide/Show columns
button for adding and removing table
headers in the Search Results table.
Added “Reset or” to title and steps for
using the Reset icon in the New Search
area.

Changed title and added details on how to
perform each function from the Appendix

page.
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Associate a Calendar to a Study

Appendix A — System Icons
eSample Reports
Portal Design and Options

Throughout all sections

6 Throughout as listed:

Appendix A

Appendix C

Manage Invoices

Create Invoices

29.
30.
31.
32.

33.

Add and review invoicing comments 6.

Velos General eResearch User Guide

6 December 2022
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Description of Changes

Added steps for editing events in this
section.

New Section.

Added section.

Updated title name and made all option
sub-sections into this section.

Minor user interface updates to images
have been made including changing of
colors for buttons, dropdowns, icons, and
other updates which do not affect process
steps.

User Guide content updated to incorporate
Version 11.3.1 new software
functionalities including:

Moved Revision History and Supported
Workstations to be Appendix A and all
Appendices became the next letter.
Added as a new Appendix for Special
Character Behaviors and moved all
Appendices to the next letter

Updated user interface controls to allow
adding Quick Notes at the study level, and
internal comments on individual invoices.
Both controls are located on a study’s
invoices tab.

Updated filters and fields when searching
for and adding achieved milestones to an
invoice.

New sub-section under Manage Invoices.
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Throughout as listed:

Settings
Organizations

Define and Edit Super User Rights
for a Group

Non-System Users
Deactivated Users
Add Quick Links

Configure Visits

Manage an Existing Patient to a
Study

View Linked Forms and Adverse
Events in Schedule

Add Milestones

Add Quick Notes to Invoicing for a
Study
Create an Invoice

Accrual Reports

Biospecimen Reports
Financial Reports

Ad-Hoc Queries

Save View, View Refresh, View
Search, and Update Selected
Options

Application Rights

Patient Management (in Study Role

Permissions)
eSample Appendix — throughout

See description

W™

oo

©

10.

11.

12.
13.
14.
15.
16.
17.
18.
19.
20.

21.

22.

6 December 2022
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User Guide content updated to incorporate
Version 12.0 new software functionalities
including:

Added a note about Logout time.

Updated the Organization Types as per
default options.

Updated for the Assign Rights steps and
information for “What is Complete Patient
Data”.

New section.

New section.

Added examples for General and Adverse
Event Type of Account links.

Added Time Point Type description table.
Updated images for new Most Recent
Status and Current Status columns.

New section.

Updated images for moved Payment Type
column and added note about 0%
Holdback for Payables.

New section.

Updated images to show Step 2 and new
Site of Service and Event Name columns.
Added three new reports to the table.
Added one new report to the table.
Added two new reports to the table.
Added a note for new sorting options.
New section.

Added information on Complete Patient
Data.

Added information on Complete Patient
Data.

Updated images for a new Export link, a
More Specimen Details field in the Search,
a new Scan Multiple button, a new column
header titled Storage Name, and a Child
Specimens PowerBar including the Set and
Clear Location buttons.

Moved Specimen Inventory Management
after Storage Admin, changed name to
include Management, and split Preparing a
Sample with a Storage Kit to remain after
Storage Kit Library
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Create a Storage Kit
Add Multiple Storage Units

Child Storage Units, Edit Child

23.
24,

25.

Storage Units, and Search and View

in Grid View
Specimen Details Overview

Create Specimen and Edit a
Specimen

Child Specimens

Bulk Upload of Specimens
Update Specimen Status

Associate Specimen to a Parent
Specimen

Export Specimens

Scan Multiple Option
Participant Login Details

eCompliance and Acronyms

Velos General eResearch User Guide

26.

27.
28.
29.
30.
31.
32.
33.
34.

35.

6 December 2022
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Description of Changes

Added Disposition field in table.
Added information on the new Storage
naming Style dropdown.

New sections.

Added a note about the new See Patient
Schedule link in a Patient’s Specimens tab
next to the Visit/Event field.

Updated images for the new Age at Time
of Collection field.

New section.

New section.

Added warning about Clear Location
button.

Added image to show updated fields of
Collected Amount and Current Amount.
New section.

New section.

Updated images and process for new
Change Patient Password checkbox.
New appendices.
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Section

Entire user guide

eSample Appendix
Participant Portal Appendix
eCompliance Appendix
Networks Appendix

Throughout UG

Revision History

About This Guide

Deleting Users from a Group
Email Users

Delete a Form

Submit Documents for WCG IRB
Review

Review Submission

Create a New AHQ

Display and Export an AHQ
Account Management and Study
Management

Account Administration
Understanding Permissions

User Experience Map

Financial Management, including
sub-sections from Recommended
Process Overview Flowchart down
to and including Updating
Milestones

System Budget Template Types
Example Milestone

Appendix A — Revision History and
Supported Workstations
Appendix C — System Icons

apOd =

o

10.
11.
12.

13.
14.

15.
16.

17.
18.
19.
20.

21.
22.
23.

24.

6 December 2022
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Description of Changes

Converted to new template.

Removed to a free-standing user guide.
Removed to a free-standing user guide.
Removed to a free-standing user guide.
Moved after Form Management in Account
Management.

Updated images for Ul changes and
updated verbiage for any links to
reference. to new free-standing user
guides.

Updated this table to change from Author
to Section.

Added topic bullet point.

Button name change in image and text.
Button name change in image and text.
Added note with an image.

Added Success pop-up and step.

Add #5 Notes description.

Updated image with new SAS Export
button.

Added SAS Export to table and description.
Added note to reference Networks section
for users with Networks access.

Added note and revised most information.
New section.

New section.

Revised approximately 20% of information
and images for clarity.

New section.

New section.

Updated Supported Workstation
Requirements

Added SAS Export icon.
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Settings

Homepage Options

Add an Organization

Non-System Users

Deactivated Users and Reactivating
their Accounts

Deleting Users from a Group
Manage Account — Form
Management

Display and Sequencing Options
Linked Forms in Account
Management

Add a Form

Modify a Form and Form Statuses

Delete a Form

Networks

Create Networks

Study Network Association
Adding Users along with their
Documents and Links

Adding Organizational Network
Documents and Links

Adding Organizational Network
Forms

Modify Network Details

Study Network Associations
Search the Calendar Library
Add Calendar Events

Remove a Calendar
Link Forms and Patient Links

Add an Edit Field

Add a Multi Choice Field

Add Fields
Versions/Attachments Tab
Admin Schedule Tab
Generate an Admin Schedule
Study Setup tab

Associate a Calendar to a Study
Study Dictionaries/Settings
Study Enrollment Process
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Added note #3.

New section.

Added to note.

Added notes #1 and #3.
Revised title.

Added to note.

Revised title and complete revision for
more details.

New section.

New section.

Major revisions for more details.
Revised title and complete revision for
more details.

Maijor revisions for more details.
Minor revisions to first paragraph.
Revised warning.

Complete revisions for accuracy.

New section.

New section.
New section.

Revised second note and removed step
9 for creating a new section.

Revised for new steps.

New Export column images.

New Cost Types to include option with
new events.

New Export column.

Revised information on adding labs and
Adverse Events to patient schedules.
Added steps 5 and 6 and notes 2 and 3.
Added to first note and added #2 note.
Added to Lookup description and note.
Revised Title.

New Export column.

New section.

New Export column in Associated
Calendars section.

New Export column.

Added/ updated bullet points.

Added to description for Flag to Allow
Patient Accrual.
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Modify an Active Calendar
Update Multiple Schedules
Associated Forms
Notifications Tab

Study Status Tab

Study Enrollment Process

Patient Management

Patient Search

Enrolled Tab

Schedule Tab

Patient Record Tabs

Manage Patient Demographics
Generate a Study Patient Schedule
Change Schedule Date

Edit Visit

Add Unscheduled Events
Discontinuing Schedules
Patient Form Queries

Financial Management Setup

Budgets

Budget Types and Template Types
Diagram
System Budget Template Types

Patient Template Type Example
Comparative Template Type
Example

Study Template Type Example
Calendar Budget Templates

Create A Budget Template
Create a Budget Template

Associate a Comparative or Patient
Budget Template to a Calendar
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Added first note; added steps 3 and 7.
New section.

Revised note.

Added #2 to note.

Added #1 and #3 to note.

Updated Flag to Allow Patient Accrual
information

Added information to first paragraphs.
Added steps 4 and 5 and note.

New section.

New section.

New section.

Added step 5.

Added bullet points to step 2.

Added second paragraph and note #3.
New section.

New Cost Type option for new events.
New section.

New section.

Added additional workflow information
for clarity and accuracy.

Revised Patient Cost Item note
verbiage for clarity.

Moved section below Budget Types to
improve section structure.

Moved section below Budget Types to
improve section structure.

Added links to template type example
sections.

New Section.

New Section.

New Section.

Added additional information for clarity
and accuracy.

Added links to new template example
sections.

Added bullet to step 2.

Added missing Budget Template Step
Updated screenshots to include new
icons/functionality.

Added additional information for clarity
and accuracy.

New Section.
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Modify a Comparative or Patient
Calendar Budget

Modify a Comparative or Patient
Browser Budget

Edit Calculation Attributes (Indirects,
Fringe, Discounts, and Markups)

Browser Budgets

Modify a Study Browser Budget
Create a Combined Budget
Exporting Budget-Specific Reports
By Visit

Calendar Grid

Overview

Study Budget by Category

Study Budget by Type

Generating Milestones from a
Budget

Generating Additional Milestones
from a Budget

Generating Visit or Event Milestones
from a Budget

Using the Bulk Edit tool for Budgets
Download Budget File

Updating the Budget File
Uploading the Budget File
Deleting a Budget

Milestones

Example Milestone

6 December 2022
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Revised title and removed basic
template examples and linked to the
more robust new template example
sections.

Added table descriptions / images for
new Download and Upload budget
functions.

Added additional information for clarity
and accuracy.

New Section.

Added additional information for clarity
and accuracy.

Updated screenshots.

Removed template graphic and
descriptions and redirected with note to
new budget template sections.

New Section.

New Section.

New Section.

New Section.

New Section.
New Section.
New Section.
New Section.
New Section.

New Section.
New Section.

New Section.

New Section.

New Section.

New Section.

New Section.

Added first note.

Added new ALL and All “Status”
Milestone Types (Patient, Study, Visit,
Event) sections to description table.
Added new Milestone Achieved Date
field to description table.

Updated screenshot to reflect new Ul
changes.
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Section

Updating Milestones

View/Delete Achieved Milestones

Modifying Achievement Dates
Manage Invoices

Create an Invoice

Edit an Invoice

Record a Payment

Reconcile by Milestone
Reconcile by Invoice
Reconcile Details

Edit Payment Record

Delete a Payment Record
Access and Run Reports
Filtering Options

Select Fields

Select Filter Criteria

Preview & Save

Display and Export an AHQ

CTRP Reporting and all sub-sections
Minimum Workstation Requirements

6 December 2022
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Description of Changes

Added note about updating
achievement dates.

Added new information about updating
milestone achievement dates.

Added new information about updating
milestone achievement dates.
Updated screenshots.

Added View/Delete Achievements Ul
description table.

New Section.

Added new information about deleting
line items from invoices.

Updated table on erase / delete and
added search milestones information.
Added new information about deleting
line items from invoices.

Updated screenshots to reflect new Ul
changes.

Added screenshots and references to
reflect new Credit Memo and Write Off
Payment types.

Updated screenshots to reflect new Ul
changes.

New Section.

New Section.

Updated screenshots to reflect new Ul
changes.

Updated Section Title.

Changed references from
“Reconciliation Record” to “Payment
Record”.

Updated screenshots.

Updated screenshots.

New Download as CSV button.

New Download as CSV button.

Added steps a and b to step 6.

Added bullet to step 1; added #2 and
#3 to second note.

Added bullet to step 1.

Added to first paragraph.

New section and all new sub-sections.
Internet Explorer is no longer
supported, and Microsoft Edge is now
a supported browser.
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13.2 Related Software

Software Version

Velos eResearch 13.0

13.3 Minimum Workstation Requirements

Browser Version Screen Resolutions
Google Chrome 104 1280x1024
Firefox 104 1360x768
Edge 104
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14 Appendix B — Acronyms

The following table lists the acronyms used in this user guide along with what the acronyms stand

for.

Acronym
ADT

AE
AHQ
CPU
CPT
CRF
Ccsv
CTEP ID
CTMS
CTRP
DSMB
EHR
FDA
HUD
IND/IDE
IRB

LLN
NCT
NIH
PDF

PI

Pt

Acronym Spelled Out

Admissions, Discharges, and Transfers
Adverse Event

Ad-Hoc Query/ Queries

Clinical Pharmacology Unit

Current Procedural Terminology

Case Report Form

Comma-separated Values

Cancer Therapy Evaluation Program Identification
Clinical Trial Management System
Clinical Trial Reporting Program

Data Safety Monitoring Board

Electronic Health Records

Food and Drug Administration
Humanitarian Use Device

Investigational New Drug / Investigational Device Exemption
Independent or Institutional Review Board
Lower Limit of Normal

National Clinical Trial number

National Institutes of Health

Portable Document Format

Principal Investigator

Patient
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Acronym  Acronym Spelled Out

SAE Severe Adverse Event
socC Standard of Care

SSO Single Sign On

Tx Therapy

ul User Interface

ULN Upper Limit of Normal
URL Uniform Resource Locator
WIP Work in Progress
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15 Appendix C — System Icons

Icon

dOE NX 2@ ¢

RO DS XR

Velos General eResearch User Guide

Name

Access Rights

Action Small

Add
Add New Event
Appendix
Audit
Box
Budget
Calendar
Cart
Choice
Clear
Clip
Comments
Copy

Create

Delete

VOOYD B =V

Name

Delete Selected

Delete Trash

Design Portal
Disable Format
Down
Edit
Edit Section
Email
Erase
eSample
Excel
Financial Gadget
Form

Form Link
Help

History

Icon Clip

6 December 2022

Icon
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JP

®

r=
| S~ |
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wcg

Name

Last Page

Less

Library
Line
List Expand
Milestone
More
More Info
Navigation Next
Org
Patient
Personnel Cost
Preview Linear

Printer
Refresh

Repeating Line Items

SAS Export
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Name

Save

Unexpected Event
Up
User
View

Word

2Oy rp> DS

Velos General eResearch User Guide

Icon

fo

BB e

Name

Schedule
Section
Setting

Snapshot

Sort Descending

Edit Achieved
Milestone Date

6 December 2022

ERE@D0OE

WCg
Name
Space Break
Study Patients
Study Search
Submissions

Track Changes
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16 Appendix D — Special Character Behaviors /

Reserved Words

When entering special characters on specific pages in the portal, some special characters may be

saved while others may not be saved. Please see the following guidance below.

The use of the word ‘alert’ (in any case) when completing fields in the database or when naming any

objects (form fields, ad-hoc query names, report names, etc.) will result in that word being removed.

Special characters allowed and NOT allowed in the Study Module:

Page Name/ Title Field Name(s) Allowed Common Special
Characters NOT

Allowed

Study >> Summary Study Number ~l@#S$%"&*()_+" Single quote (),
-={}1>200\; ./ double quote ("), less
than sign (<), Comma

sign ()
Title, Objective, Summary ~l@#8%*&*()_+" Double quote (")

-={}<>?2[1\;,

Principal Investigator (If Other), ~!@#$%"&*()_+"  Single quote (),
Agent/Device, Sponsor Name(if -={}|:<>?[]\;,./ double quote (")
Other), Sponsor ID, Contact,

Other Information, Keywords

Study >> Summary>>More | All Text Fields ~l@#S%*&*()_+" Single quote (),
Study Details ={}:<>?[]\;, ./ double quote (")
Study >> Version>>Add Version Number, Notes ~l@#S8%"&*()_+" Single quote (),
New Version ={}:<>?[]\;, ./ double quote (")
Study >> Version>>Add Version Number, Description ~1@#S%*&*()_+"  Single quote (),
New Version/Document -={}:<>?[]\;,./ double quote (")
Study >> Study Name, Description, Drug ~l@#S%*&*()_+" Single quote (),
Setup>>Study Treatment Information -={}:<>?[]1\;,./ double quote (")
Arm>>Add New
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Page Name/ Title

Study >> Study
Status>>Add New Status

Study>>Study
Team>>Add/Edit Study
Team Member

Field Name(s)

Notes

First Name, Last Name

Allowed

~l@#S%BAN&*()
-={}i<>?[]\;, ./

~l@#S%BAN&*()
-={}<>?[]\;, ./

Special characters allowed and NOT allowed in the Patient Module:

Page Name/ Title

Manage Patient >>
Demographics

Manage Patient>>
Demographics>> Register
to a new organization

Manage Patient >>
Demographics>>More
Patient Details

Patient >>
Appendix>>Add new URL

Velos General eResearch User Guide

Field Name(s)

Patient ID

First Name
Middle Name
Last Name

Address1, Adress?, City,
State, Country, Zip/Postal
Code, Home Phone(s),
Work Phone(s), E-Mail,
SSN, Specify

Notes

Reason For Change (FDA
Audit)

Patient Facility ID

Provider (If Other)

All Text Field

URL, Short Description

Allowed

~@#SARF ()t -z
{(H<>2015./

14

l@#S% &*()_+ -
{OHli<>2[15,./
l@#S% &*()_+ -
={}:<>2[]\;,./
~@HS%AR*()_+ -
={}:<>?[];,./
M@#ES%ARE()_+ -
={}:<>?[]\;,./

14

M@ESHARE()_+ -

={ <> 2[1\, .7
~M@#SHA&E()_+ -
={}:<>?[1\;,./
~M@#SA&Y() 4 - =
Fli<>2[1\;, ./
~M@#SHBARF() -
={H:<>?[1\;, ./
~M@#SHARF()_+ -
={ :<>?[1\;, ./

M@H#S%N&*()_+ -
={}:<>2[1\;,./

6 December 2022

+°  Single quote ('

+°  Single quote (

Wcg
Common Special

Characters NOT
Allowed

~—

’

)

—~

double quote

~—

’

)

—~~

double quote

Common Special
Characters NOT
Allowed

Single quote ('), double
quote ("), percent (%),
backslash (\), Comma sign

()

Single quote ('), backslash
(\), double quote (")

Single quote ('), double
quote (")

Single quote ('), backslash
(\), double quote (")

Single quote ('), double
quote (")

Single quote ()

Single quote ('), double
quote (")

Single quote ('), double
quote ("), percent (%)

Single quote ('), double
quote (")

Single quote ('), double
quote (")

Single quote ('), double
quote (")
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Page Name/ Title Field Name(s)

Patient >>
Appendix>>Upload
Document

Short Description

Patient>>Enrolled Patient Study ID

First Name, Last Name

Special characters allowed and NOT allowed

Page Name/ Title Field Name(s)
Field Library Field Name
Browser>>Field type
edit box
Field ID
Field Description
Search Keyword
Field Help
Field Library Field Name
Browser>>Multiple
choice box
Field ID

Field Description

Search Keyword

Velos General eResearch User Guide

Allowed

M@#ES%HA&*()_+ -

={}:<>?[]\;,./

S @#SREH()_+ -

Flo<>?[1;,.7

={}:<>?[];,./

in the Library Module:

Allowed

M@#S%BANRK()_+ =
{(<>2[1\;, ./

~@Sh () -={}
<>?7[]\;,./
~M@#S%BAF()_+-=
{(Yl:<>2[]1\;,./

~@&_+ -={}|:<>[]\
"

~@H#S%BA&*()_+ -
=:<>?[];,./

M@#ES%A&*()_+-=
{H<>201\;, ./
~t@S$hR() o+ -={}
<>?[1\;,./
M@H#SHART()_+ =
{Hli<>2[1\;, ./

~@&_+ -={}|:<>[]\
.

6 December 2022
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Common Special
Characters NOT
Allowed

Single quote ('), double
quote (")

={ Percentage(%),
Backslash(\), Single quote

(), double quote (")

Backslash(\), Single quote
(), double quote (")

Common Special
Characters NOT Allowed

Single quote ('), double quote (")

Percent (%), ampersand (&),
hash (#), single quote ('), double
quote (")

Single quote ('), double quote (")

Single quote ('),percent (%),
asterisk (*), caret
(*),exclamation(!), question(?),
brackets (), hash (#),dollar (8)

Backslash (\), single quote
(),double quote ("),curly
brackets({})

Single quote ('), double quote (")

Percent (%), ampersand (&),
hash (#), single quote ('), double
quote (")

Single quote ('), double quote (")
Single quote ('),percent (%),
asterisk (*), caret

("),exclamation(!), question(?),
brackets (), hash (#),dollar ($)
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Library Calendar
>>Define the
calendar

Library>>Calendar
>>Copy

Protocol Calendar>>
Visit Definition

Event Library>> Event
Category

Event Library>> Event
Category

Event Library >>
Event Message

Event Library >>
Event
Appendix>>Link URL

Event Library >>
Event
Appendix>>Upload
Document

Event Library >>
Event
Resource>>Select/Ed
it Role Type

Event Library >>
Event Crf>>Add CRF

Field Name(s)

Field Help

Display Value, Data
Value

Calendar Name

Calendar Description

New Calendar Name

Visit Name, Description

Event Category Name,
Description, Event
Name, CPT Code, Notes

Event Category Name

Event Category
Description

Send Message to
Patient, Send Message
to User

URL, Short Description

Short Description

Notes

CRF Number, CRF
Name

Velos General eResearch User Guide

Allowed

~@#SBARF()_+-

=]:<>?[1;,./

~M@#SBAF()_+-=

{(H:<>2[1\;,./

M@#S%AR*()_+-=

201,/

M@#S%ANR*() _+-=

{F:<>2[1\;, ./

M@#S%HAN&*()_+ -

{21015,

~@#SBARF()_+-

={}:"<>2[1\s"

~M@#S%BA&F()_+-=

{H:<>2[1\;, ./

M@#S%AR*() _+-=

{F:<>2[1\;, ./

M@H#S%BN&*()_+-=

{F:<>2[1\;, ./

M@H#S%BN&*()_+ -

{Hli<>2[1\;, ./

M@#S%HAN&*()_+ -

{Hli<>2[1\;, ./

M@H#S%BN&*()_+ -

{(<>2[1\;,./

SM@#ESBA&*()_+ -

{(<>2[1\;,./

~M@#ESBA&*()_+ -

{(<>2[1\;,./

6 December 2022
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Common Special
Characters NOT Allowed

Backslash (\), single quote
(),double quote ("),curly
brackets({})

Single quote ('), double quote (")

Less than sign(<), Greater than
sign(>), Backslash (\), Single
quote ('), double quote (")
Single quote ('), double quote (")

Backslash(\), Single quote (),
double quote ("), Less than
sign(<), Greater than sign(>),
Forward slash(/)

N/A

Single quote ('), double quote (")

Single quote ('), double quote (")
Single quote ('), double quote (")

Single quote ('), double quote (")
Single quote ('), double quote (")

Single quote ('), double quote (")
Single quote ('), double quote (")

Single quote ('), double quote (")
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Special characters allowed and NOT allowed in the Forms Module;

Page Name/
Title

Forms >> Define
the Form

Forms>>Add
Fields>>Edit Box

Forms>>Add
Fields>>Multi
Choice

Forms>>Add
Fields>>Comments

Forms>>Add
Fields>>New
Section

Field
Name(s)

Form Name

Form
Description

Field Name
Field ID

Field
Description

Search
Keyword(s)

Field Help
(On mouse
over

Field Name
Field ID

Field
Description

Search
Keyword(s)

Field Help
(On mouse
over

Text

Section
Name

Velos General eResearch User Guide

Allowed

~@ESBA&*()_+ -
={}:?01;..

~@#SHBA&*()_+ -
={}:<>2[]\;", ./

~M@#SBN&*() 4+ -=
{(Hi<>200Ns, ./

~@SAr() o+ -={} <
>?[1\;,./

M @#S%BANRH()_+ =
{(H<>200N\s, ./

~@&_+ -={}|:<>[]\
-

~M@#ESBA*F()_+ =
[:<>?[1;,./

M@#SBANRF()_+ =
{(Hi<>201\s, ./

~M@Srr() o+ -={} <
>?2[1\;,./

M@#S%N&*()_+ -z
{Hli<>2[1\s, ./

~@&_+ -={}:<>[]\
0/

~@#SHAR*F()_+-=
l:<>?2[];,./

M@#ESHAET()_+
={H:"<>200N\;,

M@#ESHAET()_+
={H:"<>200N\;,

6 December 2022

Common Special Characters NOT
Allowed

Single quote (), backslash (\), double quote
("), less than sign (<), greater than sign (<),
forward slash(/)

Double quote (")
Single quote ('), double quote (")

Percentage(%), And(&), Pound(#), Single
quote ('), double quote (")

Single quote ('), double quote (")

Single quote ('), double quote ("),
Percentage(%), Asterisk(*), Caret(*),
Exclamation(!), Question mark(?),
Parentheses bracket(()), Pound(#), Dollar(S)

Single quote ('), double quote ("),
Backslash(\), Braces({})

Single quote ('), double quote (")
Percentage(%), And(&), Pound(#), Single
quote ('), double quote (")

Single quote ('), double quote (")

Single quote ('), double quote ("),
Percentage(%), Asterisk(*), Caret(*),

Exclamation(!), Question mark(?),
Parentheses bracket(()), Pound(#), Dollar($)

Single quote ('), double quote ("),
Backslash(\), Braces({})

N/A

N/A
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Special characters allowed and NOT allowed in the Manage Account Module:

Page Name/ Title Field Name(s) Allowed Common
Special
Characters
NOT Allowed
Manage Account >> ALL Fields ~l@#S%"&*()_+ - N/A
Organization Details ={}:"<>2[]\;, ./
Manage Account >> Group Name, Group Description ~@#S%"&*()_+ - N/A
Group Details ={}:"<>?2[]\;",./
Manage Account >> Group Name, Group Description ~@#S%BMN&*()_+ - N/A
Groups>>Add ={}:"<>?2[]\;",./
Multiple Groups
Manage F/N, L/N, Address, City, State, Country, E- ~!@ #$%*&*()_+"- Double quote (")
Account>>User Mail, # Years in Research?, Trial Phase ={}|:<>?[]1\;',/
Details Involvement, Secret Question, Your
Answer
Manage Account >> By First Name, Last Name ~1@#S%"&*()_+ - Double quote (")
Active Account Users ={}:<>?2[]1\;",/
Manage Subject, Message Text ~1@#S%"&*()_+ - Double quote (")
Account>>User ={}:<>?[]1\;",/
>>EmailUsers
Manage Section Heading, URL, Description ~@#8%*&*()_+"-  Single quote (),
Account>>Account ={}:<>?[]\;,./ double quote (")
Links>>Add a new
link
Portal Admin Portal Name, Description ~1@#S%"&*()_+"- Single quote (),
={}:<>?[]\;,/ double quote (")
Special characters allowed and NOT allowed in the Budget Module:
Page Name/ Title Field Name(s) Allowed Common
Special
Characters
NOT Allowed
Manage>>Budget >>New>>Details Budget Name, ~l@#$%"&*()_+" Single quote (),
Accounts(CFS), Comments -={}:<>?[]\;,/ double quote (")
Manage>>Budget >>New>>Budget Section Name, Notes ~l@#$%"&*()_+" Single quote (),
-={}:<>7[]1\;,/ double quote (")
Manage>>Budget URL, Short Description ~l@#$%"&*()_+"  Single quote (),
>>New>>Appendix>>Add new URL -={}:<>7[1\;,/ double quote (")
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Page Name/ Title Field Name(s) Allowed
Manage>>Budget Short Description ~T@#S%HAN&*()_+"
>>New>>Appendix>>Upload -={}:<>2[]\;,/
document
Budget >> Add/Edit Line Items Type ~@H#SHA&T()_+

-={}:<>2[]\;,/

Special characters allowed and NOT allowed in the Milestone Module:

wcg

Common
Special
Characters
NOT Allowed

Single quote (),
double quote (")

Single quote (),
double quote (")

Page Name/ Title Field Allowed Common Special
Name(s) Characters NOT Allowed
Milestone >> Payment Description, ~T@#S%A&*()_+ -={}:" N/A
Browser Comments <>?[]\;",./
Milestone >>Appendix>> URL ~1@#S%"&*()_+ -={}|:<  Single quote ('), double quote
Add new URL >?[1\;./ )
Short ~1@#8$%"&*()_+"-={}|:<  Single quote (), double quote
Description >2[1\;,/ )
Milestone >>Appendix Short ~1@#8%"&*()_+ -={}|:< Single quote (), double quote

Description >?2[1\;,/ "

Special characters allowed and NOT allowed in the Ad-Hoc Query Module:

Page Name/ Field Names Allowed
Title
Ad-Hoc Query Report Header, Report Footer, Save ~l@#S%N&*()_+ -={}]:<>
>> Report Type  Report As, Report Description 2[1\;,/

Velos General eResearch User Guide 6 December 2022

Common
Special
Characters
NOT Allowed

Single quote (),
double quote (")
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Special characters allowed and NOT allowed in the eSample Module:

Page Name/ Title

eSample>> Specimens >> Add
new

eSample>> Specimens>> Storage
Admin>> Add New

eSample>> Specimens>> Storage
Admin>> Add Multiple

eSample>> Specimens>> Storage
kit library>> Add new kit

Field Names Allowed Common
Special
Characters
NOT Allowed
Alternate ID, Description, ~l@#S%*&*()_+" Single quote (),

Notes, Field1 -={}:<>?[]\;,/ double quote (")
~T@#ESHAN&T()_+

-={} :<>2[1\;,/

ID, Storage Name, Alternate ~l@#ESHAN&T()_+
ID -={} :<>2[1\;,/

Single quote (),
double quote (")

Storage Name, Alternate ID,
Notes, Status Notes

Single quote (),
double quote (")

~@#ES%N&*()_+
-={}:<>?2[]\;,/

Single quote (),
double quote (")

Storage Kit Name, Name,
Notes

Special characters allowed and NOT allowed in the eCompliance Module:

Page Name/ Title Field Name Allowed Common Special
Characters NOT Allowed
Research Compliance >> | Title ~l@#8%"&*()_+"- double quote (")
New Application >> ={}|:<>?[]\;,/'
Initial Details
Study Number ~l@#8%*&*()_+ - Lessthan(<), Single quote ('),
={}:>2[]\;,/ double quote (")

Special characters allowed and NOT allowed in the CTRP Module:

Page Name/ Title

CTRP Trial Registration>>CTRP
Draft Non-industrial

CTRP Trial Registration>>CTRP
Draft Industrial

Velos General eResearch User Guide

All Fields Allowed Common Special
Characters NOT
Allowed
ALL Fields ~1@#S%A&*()_+  N/A
={} <> 20N
/
ALL Fields ~T@#8% &*()_+ N/A
={}" <> 2[NS
/
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17 Appendix E- Permission Types

This section covers group permissions. Review the tables below, organized by permission type, for

all permissions that can be applied to groups in Velos eResearch.

17.1 Administrative Rights

Access Rights New Edit
Manage Create New Edit Organization

Organizations Organizations Details
Manage Create New Groups Edit Group Details
Groups

Assign Users  Add New Usersto a Remove Users from a

to a Group Group Group

Manage Group N/A Edit Existing Rights
Rights for a Group

Manage users Add New Users Edit User Details
Manage Add New Account Links  Edit Account Links

Account Links

Portal Admin Create New Portals Edit Portal Details

Velos General eResearch User Guide 6 December 2022

View

View the Organization
Details

View the Group Details
View the Users Assigned to
the Group

View the Group Rights

View User Details

View Account Links

View Portal Details
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17.2 Application Rights

Access Rights

Manage Protocols

Calendar Library

Event Library

Manage
Patients(User’s
Primary
Organization)

View Complete
Patient Data

Budget

Save Template

Financials

Reports

Data Safety
Monitoring

Ad-hoc Queries
(AHQ)

Patient Labs

New

Create New Studies

Create New
Calendars within the
Library

Create New Events
within the Library

Create New Patients

N/A

Create New Budgets
N/A

N/A
N/A

N/A

Create New AHQ
Reports

Create New Lab Data

Edit
Edit Study Details

Edit Calendar Details
within the Library

Edit Event Details
within the Library

Edit Patient Details

N/A

N/A

Save a Budget as a
Template

N/A

Export a Report from
Report Central

N/A

Edit Existing AHQ
Reports and Delete
Filters and/or
Reports

Edit Existing Lab
Data

wcg

View

View Study Administrative
Tabs

View Calendars within the
Library

View Events within the
Library

View Patient Information

See Patient PHI information
(if not checked, *****
asterisks are listed
instead)”

View Budgets

View Budget Templates
View Financials

View a Report from Report
Central

View Accrual type report

View the AHQ Reports

View Existing Lab Data

AThe permission View Complete Patient Data is both an application level (group) permission, as well

as a study-level (study team) permission, which can affect a user’s ability to see complete patient

data in the View/Delete Achievements or Study Patient Roster areas, depending on the specific
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setup. The following scenarios describe how varying combinations of these permissions affect the

user experience:

Patient Demographic data and study level dependencies in View/Delete Achievements:

= In cases where "View Complete Patient Data" is checked at the application level (group),

users within the group can view complete patient (demographic) data, unless revoked at a

study level

= In cases where "View Complete Patient Data" is unchecked at the application level (group),

users within the group cannot view complete patient (demographic) data, unless added at a

study level

Patient Demographic data and study level dependencies in the Patient Study Roster view (for a

patient enrolled in more than 1 study):

= The study level access rights for "View Complete Patient Data" must be checked for all

studies in order for a user to view complete patient (demographic) data across all studies.

= Unchecking the "View Complete Patient data" for any study, will revoke access to patient

demographic data across all studies, for that patient for a user.

17.3 Forms Rights

Access New
Rights

Form Library Create New
Forms in the
Form Library

Filed Library  Create new fields

in the Field
Library
Account Associate forms
Form to Account,
Management Studies, and/or
Patients

Velos General eResearch User Guide

Edit

Edit existing forms with the “Work
in Progress” status, and only ready-
only view for forms with the
“Freeze” status in the Form Library

Edit existing fields in the Field
Library

Edit the form characteristics and
access to the associated forms for
forms with the “Work in Progress”
status
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View

View forms in the Form
Library

View fields in the Field
Library

View the forms under
Form Management
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Access
Rights

Account
Forms
Access

All Study
Forms
Access

All Patient
Forms
Access

17.4 Inventory Management

Access Rights

Manage
Storages

Manage
Specimens

New

Edit

Create new form  Edit existing form responses for
response for forms linked to the Account Level

forms linked to
the Account Level

Create new form  Edit existing form responses for
response for forms linked to the Study Level

forms linked to
the Study Level

Create new form  Edit existing form responses for
response for forms linked to the Patient Level

forms linked to
the Patient Level

New

Create new storage
unites and kits in the
Biospecimen
Management module

Create new specimens in
the Biospecimen
Management module

Velos General eResearch User Guide

Edit

Edit existing storage
units and kits in the
Biospecimen
Management module

Edit existing specimens
in the Biospecimen
Management module
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View

View the form and
form responses for
forms linked to the
Account level

View the form and
form responses for
forms linked to the
Study level

View the form and
form responses for
forms linked to the
Patient level

View

View existing storage
unite and kits in the
Biospecimen
Management module

View existing
specimens in the
Biospecimen
Management module
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17.5 Regulatory Reporting

Access Rights New Edit View
CTRP Create new draft reports  Edit existing draft View drafts, download saved
Submission reports drafts. And validate reports

17.6 Dashboard

Access Rights New Edit View
Dashboard N/A N/A View the dashboards
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18 Appendix F — Study Role Permissions

This section covers study permissions. Review the tables below, organized by permission type, for

all permissions that can be applied to users associated to a study in Velos eResearch.

18.1 Study Administration

Access Rights
Study Summary

Versions

Sections

Appendix

Study Setup/
Notifications/
Admin Schedule/
Combined Budget*

Study Status

View Study Reports

New

N/A

Create new Versions

Create new Sections

Upload new
documents and add
new URLs

Add new settings,
add new Event
Status notifications,
a calendar to the
Admin Schedule tab,
and a combined
budget

For users to add a
calendar from the
Calendar Library,
their group must
have Viewing rights
for the calendar
library.

Add new statuses

N/A

Velos General eResearch User Guide

Edit

Modify existing Study
data

Modify existing
Versions data

Modify existing Sections
data

Modify existing
Appendix data

Modify existing settings,
notification,
patient/admin calendars
and forms

Modify existing Study
Statuses

N/A
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View

View Study data

View Versions data

View Sections data

View Appendix data

View existing settings,
notification,
patient/admin calendars
and forms

View the Study Statuses

View the study reports
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Access Rights
Study Team

Study Broadcast

Financials:
Milestones/
Invoicing/
Payments

Event Details:
Financial
Information

WCG IRB

New

Add new Study
Team Members and
define access rights

Add new study
notifications

Add milestones,
invoices, appendix,
and payments under
the Financial
Summary tab

Add a new cost to
an event for a study
calendar

Add a new
submission on the
WCG IRB tab

Velos General eResearch User Guide

Edit

Modify existing Study
Team Members and
define access rights

N/A

Modify milestones,
invoices, appendix, and
payments under the
Financial Summary tab

Modify the event details
for an event on a study
calendar

When this right is
provided, the Edit and
View rights must be
provided for Study
Setup / Notifications /
Admin Schedule /
Combined Budget as
well

Modify drafts, download
outcome documents
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View

View Study Team
Members

View study notifications

View the Financial
Summary tab.

To view milestones,
view access must be
provided at the group
level.

View the event details to
an event for a study
calendar

When this right is
provided, the View right
must be provided for
Study Setup /
Notifications / Admin
Schedule / Combined
Budget as well

View submissions and
submission statuses
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18.2 Patient Management

Access New Edit View
Rights
Manage Enroll patients to Modify existing View patient study data
Patients the study patient study data
View N/A N/A *View the forms linked to the study
Complete (patient or study form)
Patient Data

When this right is provided, the View
right must be provided for Study Setup
/ Notifications / Admin Schedule /
Combined Budget as well

*What is Complete Patient Data / Information?

P Current Page: Manage Account == Group Rights

Organizations m Users  AccountLinks  Form Management  Portal Admin

Assign Rights to Group : eCompliance Reviewers

O Super User Rights For All Studies

(O super User Rights For All Budgets

New Edit View
Application Rights
Manage Protocols O O O
Calendar Library O O O
Event Library O O O
Manage Patients (User's Primary Qrganization) O O O
View Complete Patient Data %

This is an additional security feature provided for the Velos eResearch user. While defining user
access rights, you may specify if that specific study team member should be able to view patient
identifiable fields or not. 'Complete Patient Information’ includes certain pre-determined data fields
that, if hidden from the viewer, would make it impossible to identify the patient unless they are aware
of the patient identification code. Although some, or all, of these fields are captured while registering
a patient to the system, the user who does not have access rights to view these fields will not be

able to do so.
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The following fields will be hidden from a user who does not have access to view 'Complete Patient
Information":

= First Name

= Middle Name

= Last Name

» Date of Birth

= SSN

= Registration Date
= Address

= City

= State

= Zip/Postal Code

= Country

*  Phone Number
=  Emalil

=  Age

If a user does not have access to 'Complete Patient Information' but has still been given the right to
manage patients, he/she will be able to view the following patient information:

= Patient ID

= Gender

= Marital Status

= Blood Group

= Ethnicity

= Organization to which the patient is registered

= Registered by

= Status (Active/ Inactive)

= Employment

* Education

= Study Enrollment details/Patient Schedule/Patient Reports - without any patient identifiable

fields
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18.3 Forms Rights

Access New
Rights

Study Form  Select
Management forms from
the library

Study Forms Create a
Access new form
response

Velos General eResearch User Guide

Edit

Modify forms
linked to the
study or
patients on
the study

Modify a new
form response

wcg

View

View the forms linked to the study (Patient or
Study forms)

When this right is provided, the View right must
be provided for Study Setup / Notifications /
Admin Schedule / Combined Budget as well

View the study form (Patient or Study forms)
listed under its respective form response browser
and exiting form responses
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