WCg velos Study Management Quick Reference Guide
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Study Management Navigation Tabs

P> Current Page: Protocol Details

VRN Attachments  Admin Schedule  Study Setup  Budget  Milestones  Motifications  Study Status  Reports  Study Team  Forms

Once a study exists, the following tabs allow for Study Management:

» Summary - Specify the study information, definition, details, design, and sponsor information.

» Versions — Houses study documents such as correspondences, Investigator brochures, or any other documents a study
team member may need to reference.

» Admin Schedule — Track study related activities (IRB renewals, sponsor submissions, etc.)

» Study Setup — Allows the study team to specify the study treatment arms and associate calendars to generate patient
schedules.

» Milestones — Manage milestone rules to track completed activities for invoicing such as patient events.

» Notifications — There are two types of study notifications: “Alerts and Notifications” and “Event Status Notifications”

» Study Status — The Study Status tab lists statuses related to study activities, budgets, review boards, etc.

» Reports — 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.

» Study Team - Study Team members can be added, have their role and access rights changed, and status updated.

» Forms - Forms linked to “Study” are used to capture study-specific data that is not collected in one of the standard Study
Administration tabs.
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Study Summary and \ersions

StU d \/ S umma r\/ P Current Page: Protocol Details

[
=  Study Initiation ‘You are working on study: 09877 - E] u I:D

The Summary/Study Details

tab |S USed tO SpeCIf\/ the Stud\/ e a—. Attachments  Admin Schedule Study Setup Budget Milestones MNotifications Study Status Reports  Study Team Forms  Study Metwork
. f t d f t d t | cDAInRevie.. [
n o.rma Ion, aerini |0In, etal S.' CDA Signoft (1]
design, and sponsor information. camrevew [ _
CA Signofi a *  Study Summary
BudgetinRe_. [
Budget Signo.. n Copy an Exisling Study
IRE: Initial... n Study Entered By [——— Select User
nn- s [ |
Ad d N eW Stu d V P Current Page: Protocol Attachments
\ersions/Documents - Stuay Iitaton You are working on suay: 08677 ol ®
The Studv \Iersions/ it — et Admin Schedule  Study Setup  Budget  Milestones  Nofifications  Study Status  Reports  Study Team  Forms  Study Network
Attachments tab is used S
to house study documents cAmreview [ search By
GA Signoft [1] )
SUCh a.S Correspondences’ Budget In Re.. u nglon Category: | Select an option ~| Type: |Select an option | Aftachment Status: |Select an option ~
Investigator brochures, or any Budgetsono [
other documents a StUd\/ team IRE: Initial. . (1] Associated Versions/Documents Listed Below ADD NEW VERSION/DOCUMENT
IRB: A .
member may need to reference. e a Version # 0 Category 0 Appendix & Attachment Status 0
1 Miscellaneous - Attachments (D) | Work in Progress j‘ o) ®
A window to enter or modify Users can select to edit an existing Document by selecting the desired version, or Add
Version Number, Version New Version of a document. To add a new document, click the link Add New Document.
Date, Category, Type, File, and
docu.ment Description opens. If Category o e Deseriion
multiple documents should be
: . Select an option v Select an option ¥ @ No file chosen
listed under the same version, the : : =
. . Select an option ¥ Select an option ¥ @ Mo file chosen
\ersion Number, Version Date, Selectanoption v Select an option v | Choose File | No fie chosen
Categor\/, and T\/pe columns need Select an option v Select an option ¥ Choose File | No file chosen
the same information for each Selectanoption ¥ Selsct an option ¥ Choose File | No file chosen
document name to be associated
Wlth the same version e-Signature * |Enter e-Signature m
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Admin Schedule

Admin Schedule

The Admin Schedule tab is used to associate and link administrative calendars to a specific
study. A Calendar must first exist in the Calendar Library before associating it to a study.

You are working on study: 093771 - o E3]

Study Details Attachments EEGHEEESIN Study Setup Budget Milestiones Mofifications Study Status Reports Siudy Team Forms Study Network

Associate a Calendar

The administrative calendars linked to this study are: COPY AN EXISTING CALENDAR SELECT A CALENDAR FROM YOUR LIBRARY @+
From the Admin Schedule tab, select

Select A Calendar From Your Library.

Refresh

Calendar Name Notifications Description Calendar Status Status Details
B Administrative Calendar - Work in Progress Status Details Schedule ®
Schedule Displayed: No Active Calendars Schedule Start Date:

Search By

Calendar Name: Category: Select an option ~ m

Library Calendars: Select the calendar

that you wish to use in your protocol. CHEATE ANEW CALENDAR

Calendar Calendar Name
Category ¢ &

Description & Status ¢ Shared with ¢ Reports Select

The Calendar Library window
pdministrative - Administrative Work in Progress £ Account Schedule Select ® opens where users can select

Calendars Calendar Users o
Structured Patient R a Calendar by clicking Select.
Visit Calendar - Structured Visit Calendar Work in Progress U Schedule Setect
Alternate Sers -
Study Phase llI ; E All Account .
Admin Calendar Study Phase lll Admin Calendar  Work in Progress Users Schedule Select
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Study Setup

Study Setup Patient Study ID Generation

The Study Setup tab is used for Patient Study ID Generation, For Velos eResearch eXpress, it is not recommended that
Study Enrollment, and to Manage Treatment Arms. users select the System-Generated option for Patient
Study ID. Enter and modify information as needed.

You are working on study: 09877 2EM k|
Study Details Aftachments Admin Schedule w Budget Milestones Nofifications Study Status Reports Study Team Forms Study Network

Study Dictionaries/Settings Patient Study ID Generation

If no modifications have been specified, the default settings will be applied. VIEW/EDIT DICTIONARIES AND SETTINGS
Type Use Type Use
Adverse Event Dictionary Free Text Entry
Palient Study 1D Generalion auto Allow Manual Entry Q

Study Treatment Arm

System-Generated Sequential (O]
Treatment Arms currently associated with this study are: ADD NEW
Treatment Arm Description Delete Select an option ¥ - Select an option ¥ - B
ARM - 231A N @ Mote: 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. xyz|#H:

Associated Calendars

i ® = - COPY AN EXISTING SELECT A CALENDAR FROM YOUR
Calendars currently associated with this study are UPDATE MULTIPLE SCHEDULES CALENDAR LIBRARY

IR Description Status Stalus: Defails  Repors Delete fg‘ﬁ:[;"

Structured Patient Visit Calendar Structured Visit Calendar Offline for Editing ~ StatusDetails = Schedule ® a e AS S O C | ate d C a I e n d a rS

Associated Forms

Calendar Name

Notifications

Select Select a Calendar from Your Library to associate

Forms curently associated with this study are COPY AN EXISTING FORM DISELAYAND SEUUENCING SELECT AFORM FROM YOUR LIBRARY a Calendar from the Calendar Librar\/. Calendars here
Form Name: Description Linked To  Status Preview Delete Info  Save to Library can be modrﬂed bv Select”']g the Calendar Name and W|||
MERRS 5 Questomnare Raingseae e O paten A ® @ B8 allow budgets to be associated to the selected Calendar.
Study Treatment Arms —— Treaument A
Mame*
Select Add New to add a new Study Treatment Arm or select the —
. . Description |
Treatment Arm name to manage an existing treatment arm. S
Drug Information
The Treatment Arm window opens. Enter information as . N o 0 Signalur
appropriate such as the Name, Description, and Drug Information.
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Study Setup (continued)

Link Forms

The Linked To column allows users to Link a
Form to a Study or a Patient. Study Forms will
appear on the Forms tab, whereas Patient
Forms will appear during Patient Management.

Associated Calendars

COPY AN EXISTING SELECT A CALENDAR. FROM YOUR

Calendars currently associated with this study are: UPDATE MULTIPLE SCHEDULES

Form Name

Description

Linked To

Preview

CALENDAR LIBRARY
_ Refresh o e S Save to
Calendar Name Notifications DE:L-.Cprtlon Status Status Details REPO”.S Delete leraly
Structured Patient Visit Calendar Structured Visit Calendar Offline for Editing  Status Details Schedule ® B
Associated Forms
Forms currently associated with this study are: COPY AN EXISTING FORM D | AEGUENCES SELECT AFORM FROM YOUR LiEraRYe———  [\/|an age Forms

Info Save to Library From the Studv Setup tab,

MERRSE sy e o i atient i ® @ B forms can be managed
MERRS.6 Questionnaire - Long Version ~ MERRS-6 Questionnaire - Lung Healtn . Deacivated €3 5] ® ® B by selecting an existing
i, form under Form Name,
MERRS-6 Questionnaire - Long Version Il g;ﬁgssfa%uestonnalre mlbibe Patient Active £3) = @ @ a or associate a Form b\/
clicking Select a Form
from Your Library.
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Milestones

Search By

Milestone Type: Select an option ~ Status:  Sel
Milestone Types Add Milestones

Date From: Date To:
There are five milestone types that uses From the Milestone tab, select
can manage: Visits, Events, Study Status, the arrows for the milestone ~ ___| Hobaks (000
Patient, Status, and Additional Milestones. type you wish to manage. Please expand a milestane type panel below

I Patient Status Milestones

» Visit Milestones

I v Patient Status Milestones »  Event Milestones

- Visit Milestones »  Study Status Milestones

(Click row to edit) Add |0 Milestone(s) @

Calendar Visit Milestone Rule Event Patient Patient Amount Holdback Limit Payment Payment Milestcne
Selected

»  Additional Milestones

Status Count Status Type For Status

Use the Add Milestones Field to add as
many rows as needed to create Milestone

Serial .y Milestone Calendar  \jsit Milestone Rule Event Patient Patient  Amount Holdback  Limit Payment Payment Dale H
kg = Ry s Coumt  Status e For From Rules. Rows are added per Milestone Type.
e All events within Active/On
1 Visit Visit Initial Visit the visit are Done 1 Treatment 500.00 5.00% Receivable
Calendar marked as -
> Visit Milestones
(Click row to edit) Add |0 Mi\esluns(s)o
Calendar  Visit Milestone Rule Event Patient  Patient  Amount Holdback  Limit Payment Payment Milesione Setto
Status Count Status Type For Status
Selected
Serial = Milestone  Calendar  visit Milestone Rule Event Patient  Patient  Amount Holdback  Limit Payment Payment Date
# 2 Type Status Count Status Type For From
Structured -
All events within
. Patient o . - Active/On
. . 1 Visit . Initial Visit the visit are Done 1 500.00 5.00% Receivable
For the added rows, define the Milestone et marked 25 - Trestment
Rule and then click Preview and Save to ST Recaivabie
; All events within the visit are marked as -
create rules for the Milestone type. ¢ it least one svent s marked as - »
On Scheduled Date
I +_Event Milestones
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Notifications

You are working on study: 484744 2EMm m
Study Details Attachments Admin Schedule Study Setup Budget Milestones WElile:\ -0 Study Status Reporis Study Team Forms Study Network

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 reported as Adverse Event outcome User Search

e-Signature *  |Enter e-Signature Deflne NOtlﬁcatlonS

From the Notifications tab, click the
link for Alerts and Notifications or
The list below displays the 'Active' Calendars associated wifh this study. Select the appropriate lifik to specify notifications for the study. Event Status Notifications to define
the notifications. Notifications can
Siudy Calendar be set to notify users associated to
Structured Patient Visit Calendar Alerts and Notifications Event Status Nofifications d StUd\/ b\/ phone or email depending
on what alert notifications you set.

Study Calendar Specific Notifications

] Note: a patient calendar needs to be
Study Calendar: Structured Patient Visit Calendar assoc/ated under Study Setup and
Alert Send as Email Send To CellPhone/Pager dOE'S nOt app/y t.O Adm/n Ca/endafs
(Specify cellphone email
ID or pager number)
[ send alert when an event status changes to "Past Scheduled Date” User Search
[J'send alert if Serious Adverse Event is reported User Search
[ Send alert i deatn is reported as Adverse Event outcome User Search

Define the Notifications as appropriate.
Notification Options

The following options apply to Notifications defined for Events in this Study Calendar (Event Details: Messages Tab)
[ Do not send any pre-defined event nofifications to this patient

[0 Do not send any pre-defined event nofifications to users (for this patient)

| Back | e-Signature*  Enter e-Signature | swomt |
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Study Status

Study Management Quick Reference Guide

‘You are working on study: 484744

Study Details Al Admin

Search by Organization All

Study Status History:

QOrganization Study Status

WCG - VELOS

Active/Enrolling

Not Active

Study Setup  Budget Milestones

Vm

sanBE®

Notifications W Reports Study Team Forms Study Network
Current Status ~ Study Start Date  Study End Date

Active/Enroliing 02/20/2020 Change Dates

ADD NEW STATUS @1

Status Valid
From

Status Valid
Until

Meeting Date

Link URI Delete

02202020 B = 8 =

02202020 = = ] -

Study Enrollment Statuses

Active/Enrolling

IRB Approved

Study Retired/Completed

VVelos eResearch: Study Management

Add a Study Status

From the Study Status tab, select the Add
New Status link.

The Study Status Details page displays
where users can define fields as appropriate.

Study Start Date :02/20/2020

Please enter status details:
Organization *
Status Type *

Study Status *

This status is the study start date and allows
patients to be associated to the study.

Documented By *

Assigned To

When the status is entered an Indicator icon
displays. The indicator is color coded and list
the number of days until IRB Expiration.

Status Valid From *
Status Valid Until

This status is the study end date and prevents
patients to be associated to the study.

Meeting Date
Review Board
Outcome
Notes

This is study’s Current Status

You are working on study: 484744

Study Details Attachments Admin Schedule Study Sefup Budget Milestones Ncl\ﬁmﬁonstepms Study Team Forms Study Network

] Organization specific current reportable status

ianE®
Study End Date :

WCG - VELOS
Study Activity

v

Select an option

Laura Palmer Select User
Select User
Select an option ~
Select an option ~
e-Signature *  Enter e-Signature
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Study Team

study: 484744 e Study Team
ments Admin Schedule Study Setup Budget Milesiones Moiifications Study Status Reporis W Forms Study MNetwork .
The Study Team tab allows users to update and modify the

Study Team roles, permissions, access, and user status.

on Al G View Super Users with access to this Study

ADD NEW ORGANIZATION ADD/EDIT STUDY TEAM MEMBER @———————— Add or Ed|t a Stud\/ Team Member

User Name Role Access Rights Status Delete . .
Select the Add/Edit Study Team Member link.
4 Local Sample Size: - Track Study Status ®
> EO Principal Investigator = & Adive 9 ®
You are working on study: 484744 2EMD m®

Study Details Attachments Admin Schedule Study Setup Budget Milestones Molifications Study Status Reports W Forms  Study Network

To add a new User to the Team, Search By
First Name: Last Name: Organization:  Select an option ~
Group: Select an option R Job Type:  Select an option e

If you are unable to find a user in the existing user list, you may Add New User here

Search for a Study Team user using the

RS Search fields or select Add New User.

User Name Role Access Rights
Adam Yerger @ Principal Investigator W =
Alexandra Weiss () Clinical Research Goordinator = Search Results - Select User to Assign to Team
Annie Michel ()  Data Manager ~
L aura Palmer @ Monitor o = Select First Name Last Name Organizati(
m Total Number of Users : 1 User(s)
Training Admin ® WCG - VEL
sers Selected - Submit to Add to Team
Check the Select checkbox for the person to be to be added to the study
team and specify the role or modified the role for an existing person.

First Name Last Name Role

Training Admin () Selecta
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