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What’s New in CTMS v2.0?
Enhanced Subject Tracking

With the release of CTMS 2.0, we are enhancing the subject-tracking functionality to allow for
more study-specific tracking capabilities. The aim is to maintain the core subject-tracking
features while introducing expanded options for users who require more comprehensive
tracking. Key improvements include:

e Study-Specific Subject Visit Schedules (SVS): Users can now define and apply SVS
on a study-by-study basis.

e SVS Modification and Reuse: Users can copy existing SVS for modification and reuse,
streamlining the setup process.

e Association of Visit Types and Statuses: Users can link specific visit types and
statuses to a treatment visit schedule for each study.

e Activity Association and Viewing: Activities can be directly assigned to a subject and
easily viewed within the subject’'s record, reducing the need for excessive navigation.

¢ Reassignment of Site Subjects: Subjects can be reassigned to different SVSs within
the same site, allowing for changes in treatment arms.

e Cross-Site Subject Transfer: The system enables the transfer of subjects between
sites within a study, minimising subject loss and improving enrollment retention.
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New Financial Reference Data Tracking

The goal of CTMS 2.0 is to enable the capture of essential financial reference data required
for regulatory financial reporting. Regulatory bodies mandate the tracking of key financial
information in clinical trials. CTMS 2.0 will allow users to capture and include valuable study-
related financial details in their reports. This capability will enable customers to generate
more comprehensive reports for regulatory compliance.
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New Field Type - URL

The goal of CTMS 2.0 is to provide the ability to associate URLs with any entity type, such as
linking documents directly to activity records. This feature allows users with the necessary
access to view documents stored in eTMF, collaborative workspaces, other document
repositories, or related locations tracked within CTMS.

By providing direct links to documents, study team members can easily access the final
results of any actions tracked within TI CTMS. Activity records, which are captured at the
Study, Country, and Site levels, can now include document reference links. This enhancement
benefits not only CRAs but also study and country managers.
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Enhanced Site Detail Tracking
With the enhancement to site details tracking, users will now have the ability to capture
additional general contact information for a site.

This improvement includes the ability to capture overall site-related details such as:

e Email address
e Phone number
e Fax number

These details will not be associated with any specific contact but will be linked to the site
record as a whole. This can be particularly useful when site contact lists become outdated or
when there is a need to contact the general site rather than an individual.
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Expanded Custom Save View and Filters

With the 2.0 release, Ul functionality will be further enhanced to provide a seamless and
personalized user experience. This update improves users' ability to specify the data
displayed to them within the Ul when working with records.

Users will be able to filter selected data, ensuring that relevant information is always
displayed when completing tasks associated with key business processes.

This expanded view functionality will be available in various parts of the system, with the 2.0
release specifically extending it to:
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New Advanced Filtering Functionality
With the 2.0 release, CTMS will introduce advanced filtering capabilities, allowing users to
define criteria for their filtering results.

This feature addresses the need to compile lists based on multiple variables. For example,
users can filter to show all contacts where the status is "Active" and the due date is
"yesterday," or where the status is "In Progress" and the due date is "yesterday."

This advanced filtering functionality will be continually expanded throughout the application
in future releases of CTMS.
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New Deduplication Functionality

TI CTMS currently provides the ability to identify when creating a record that is a potential
duplicate, for example when creating a contact record. Even with in-application notifications
to the user a user still can create a duplicate record.

With this improvement, the goal is to provide the ability to analyse the data already captured
within the CTMS and reconcile records that are considered duplicates based on your
organisation's criteria.

Utilizing such functionality will help to ensure the data utilized is always the most up-to-date
and accurate data.
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Dashboard

The Dashboard screen offers a visual summary of the countries with the most active studies,
as well as a world map showing study activity by country. Users can also view a pie chart and
table of studies, with customizable visualization options. Additionally, the CRA Visit Report
performance allows users to view and analyze CRA visit report data with the ability to apply
different filters for visualization.

Accessing Dashboard

To access the Dashboard screen and its associated dashlets follow the steps below

1. From the left-hand navigation links, select the Dashboard link.
2. On this screen, the user can view the following dashlets

a. Top Countries
b. Portfolio

c. Studies

d.

CRA Visit Report

Trial Interactive

Top Countries © & Export
154 39.92%
@ |

Canada 23.04%

Gerrnany 20.16%

Figure: Accessing Dashboard

This section below describes the dashlets available on the dashboard screen.
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Dashlets

Top Countries Dashlet
The Top Countries dashlet displays a horizontal stacked bar chart with the top three countries

with the most activities in the system.
A user can perform the following actions on this dashlet.

1. Hover over each bar to reveal the total number of studies associated with that country

compared to the overall studies.
2. Click on the Export button to export the chart in different file formats.

Trial Interactive

Top Countries @ 2, Export

Canada 23.04%

Germany 20.16%

Figure: Top Countries

3. Click either on the PDF Document or PNG Image radio button from the Export Chart

Options screen.
4. Click on Export once the required option is selected.
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Export chart options:
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Figure: Export Chart Options
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Portfolio Dashlet

The Portfolio Dashlet displays a world map, showing the number of studies associated with a
particular country.

A user can perform the following actions on this dashlet.

1. Click on the below-mentioned filters dropdown to customize the world map according
to the filters applied:

a. Status
b. Sponsor
c. Phase
d. Program
e. Country
f. Product
g. Therapeutic Area
Portfolio
|Status All ~ l |Sponsor All v ’ | Phase All v ' | Program All ~ ‘ ‘Country All v~ » |Product All v | lTherapeutic Area All »
Archived
Closed
Closeout gy 2
1
Enrolling

w

Feasibility

w

Maintenance/Enroliment Closed
On Hold
Planned 12

Planning

1aéx

Figure: Portfolio dashlet filters

2. Click on Details to expand the Portfolio screen and view the world map along with the
study data in a tabular format.
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Figure: Expanded Portfolio screen
On this screen, perform the following.

a. Apply filters by selecting the available options from the filters dropdown.
b. Click on Export to retrieve an export of the portfolio screen in the Grid or Chart
format.
i. Export Grid: The Export Grid option allows exporting the data in CSV or
XLSX file format. Refer to the Exporting Contacts section to understand
the export process in detail.

ii. Export Chart: The Export Chart option allows exporting the data in PDF
Document or PNG Images. Refer to the Top Countries Dashlet section
to understand the process.

Note:
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e The columns and details in the Portfolio export files are different but the export
process is similar as to Exporting Contacts.
e The process for exporting Portfolio charts is similar across all dashlets.

3. Hover over the numbers on the world map with the mouse to reveal the country
names and their associated studies.

Portfolio
|Status All v ’ ‘ Sponsor All v |Phase All v~ ‘ ‘ Program All v ‘ ‘ Country All ~ ’ lProduct All ~ l \Therapeutic Area All v
= - <
= Algeria
12 ck to see details 2
1 Studies

Nige

on

Figure: Country name and number of studies

4. Additionally, click on the number to get additional details associated with that
particular study.

5. In the Study table, click on the Up and Down arrows to sort the data in ascending and
descending orders respectively.

Note: Follow the similar filtering, exporting, and sorting process listed above.
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Figure: Study details by individual country
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Studies Dashlet
The Study dashlet shows a customizable pie chart with the associated filters along with Study
details in a tabular format.

A user can perform the following actions on this dashlet.

1. Click on the Pie or Bar Chart icons to choose between different types of charts for
data visualization.

Studies 2 Export [ Detalls
Status v | ften hart | 20 a.m

Status 12 Sponsor Al Fhase A Program A

37 Planned
10 Pastponed

121

o

I

v ¥ ¥ ¥ ¥

1B Archived

v  PerPage ‘ 1 7 Next »

Figure: Select the data visualization type

2. Click on Group by and select the required grouping criteria from the available options.
The pie chart details will be populated as per the selected grouping criteria. Select the
number of Items in the chart to select the number of items to display in the chart.

In the image below, the pie chart shows the total number of studies bifurcated by the
Status.
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Figure: Grouping pie chart

3. Select and Apply the filters to customize the pie chart.

a. Status
b. Sponsor
c. Phase
d. Program

4. In the table, click on the Up and Down arrows to sort the data in ascending or
descending order respectively.

V| ¥

v ¥ ¥ ¥ ¥
i

20 v  PerPage

7 Next »
"
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Figure: Sort data in ascending and descending order
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Note:

Additionally, click on the arrow pinned to the study name to open the Study details
page.
Click on the Details button to open the modal view of the Studies and perform the
similar functions as listed above.
Additionally click on Export on the Regular and Modal view to retrieve an export of
the Studies data.
a. Refer to the Exporting Contacts section to understand the Export Grid process.
b. Refer to the Top Countries Dashlet section to understand the Export Chart
process.

The columns and details in the Study export files are different but the export process
is similar to Exporting Contacts.
The process for exporting Portfolio charts is similar across all dashlets.
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CRA Visit Report Performance Dashlet
The CRA Visit Report Performance Dashlet shows a pie chart displaying the total number of

visit reports bifurcated by their status. Additionally, a dial chart displays

A user can perform the following on this dashlet.

1. Click on the CRA, Study, Sponsor, and Reviewer filters to customize the dial chart.

CRA Visit Report Perfarmance X Expornt

CRA [Sruul.v | ) B r UAT-H l Spansor 4 Reviewer A

Average number of Review Cycles 1

Caneed 33

' gy Ny QLN Ny
~ ” S ”~ S ”~ ~ N ”
"7.09” Compiated 172 (_ —=] [E N _) E / _> (_ P 3
‘7-—. : - \,'/ \'\/ ~ K‘\/ ~ ” \,'}
Panees 3¢ 9/11 12747 106/ 155 117166

Figure: CRA Visit Report Performace filters

2. The dial charts show the site visit reports categorized by their statuses. Hovering over
the dial chart reveals a brief description of the chart statistics.

Approved Site Visit Reports never rejected / Approved reports Average number

ted 172

In the above image, the Complete on First Submission dial chart shows that 9 out of 11 are
approved site visit reports that were never rejected.

3. Click on an individual chart to open the chart-related details in a tabular format as
well.
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Figure: Tabular view for CRA visit reports

4. Click on the Export button to retrieve an export of the current or custom pages. Refer
to the Exporting Contacts section to understand the export process.

Note:

e The details in the file exported differ but the process is similar to Exporting Contacts.
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Study Dashboards

To access the Study Dashboards, follow the steps below.

1. From the left-hand navigation links, select the Studies.
2. On the Studies screen, click on the Study Name to review.
3. The screen will display the following dashboards

The Study Dashboard contains the following dashlets

Study Milestone

The Study Milestones dashlet tracks milestones as defined in the study settings. Please note
that no data will be displayed until the relevant fields in the milestone management area have
values entered.

Figure: Study Milestones dashlet

Study Enrolment

The Study Enrolment dashlet displays a pie chart showing the total subjects bifurcated by the
filters applied. The trend chart displays the month-wise distribution of subjects with their
statuses.

Note: If the year and month are not selected, the system displays the data of the current year.
Refer to the screenshot below.
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Figure: Study Enrollment dashlet

Study Timeline
The Study Timeline dashlet can be customized at a Study, Country, and Site level. Refer to
the sequence in the screenshot below to understand the characteristics of the dashlet.

1. The red dot and line indicate today's date on the timeline.
2. The bottom section of the screen displays the milestone status.

W‘ Indicator
Planned Gray radio box
In Progress Yellow square
Completed Green Circle
Past Due Red Warning sign

3. The date range filters allow specifying a range of dates (From and To) and choosing a
predefined viewing period (e.g., 1 week, 1 month, 3 months, 6 months, 1 year) for
displaying data within that timeframe.

4. The Status and Classification filters allow to customize the chart per the filters
applied.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

Page 32 of 370

Milestones 15 Activity Plans 12 o
Misstone 17 Milmszane 20 Mileztaome 15 Mileztons 44
A .
Milestans 2 Milestone 11 ' Milezzooe 20 ' Milszone 29 1 Milgniane 18
A ' . .
4L L ' ey
' . Milsztone 14 ‘ . Misstone 23 ‘ ' Misstane 52 ' Méestona 41
i ’ A H ' A :
' . ' ' ' ' ‘ ' ' ]
' ' ] ' : ' 1
' 2] . s 2004 ' \ ‘ o } g oiid '
A . K 3 2 :
‘ (o iy o i lf o TS IR o T » TR sl o ST ¢ TR OOy e O &
H

Mileztone 5

Milextone §

Figure: Study Timeline dashlet

Activities

The Activities dashlet shows customizable Study General Activities, Country Total
Activities, and Site Total Activities. Refer to the sequence in the screenshot below to
understand the characteristics of the Activities dashlet.

1.  Apply the Group By and Filter By criteria by selecting from the available dropdown
options and the charts will be populated with data accordingly. Additionally, apply the
Status, Type/Subtype, and Owner filters to customize the charts.

2. Apply the date range filters by specifying a range of dates (From and To) and
choosing a predefined viewing period for displaying data within that timeframe. Turn
on the Select Data toggle to add the date range.

3. Click on the Pie Chart, Bar Chart, or Histogram icons to choose between different
types of charts for data visualization.
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Figure: Activities dashlet

4. Click on an individual chart and it displays the Activity details in a tabular format.

Activities el (7 Detads

Study General Activities u M B

Status v Show All v Selecz Datn 19 Ape 2024

Status Type/Subtype e Owner

1
\‘. ‘:'I
18

Fur Page ‘ 1 10 Next »

Figure: Study General Activities view

Note:

e The Export functionality is similar across all the dashboards. Refer to any one of the
previous sections where Export functionality is detailed.

e The functionality to switch to modal view (by selecting Details) is standard across all
dashboards.
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Countries Dashboard

To access the Countries Dashboard, follow the steps below.

1. From the left-hand navigation links, select the Studies.

2. On the Studies screen, click on the Study Name to review.

3. Navigate again to the left-hand navigation links and select Countries.
4. Click on a Country name to view the related dashboard.

Country Timeline
The Country Timeline dashlet can be customized at a Country, and Site level.

Refer to the Study Timeline dashlet which has similar functionalities to the Country Timeline
dashlet.

Activities
The Activities dashlet shows customizable visualization of Study General Activities, Country
Total Activities, and Site Total Activities.

Refer to the Activities dashlet which has similar functionalities to the Activities dashlet for
countries.
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Site Dashboard

To access the Countries Dashboard, follow the steps below.

1. From the left-hand navigation links, select the Studies.

2. On the Studies screen, click on the Study Name to review.

3. Navigate again to the left-hand navigation links and select Sites.
4. Click on a Site name to view the related dashboard.

Site Timeline
Refer to the Study Timeline dashlet having similar functionalities to the Site Timeline dashlet.

Activities
The Activities dashlet shows customizable visualization of Sites.

Refer to the Activities dashlet having similar functionalities to the Activities dashlet for sites.
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Sponsors
Pre-Requisites

To perform any of the following actions, users must have an account with system access
permissions that allow them to Create, Edit, Activate, Deactivate, Delete, and Export
SpoNsors:

How to Create a Sponsor:

Navigate to the Sponsor list
To navigate to the “Sponsor” list and view all Global-level sponsors, follow these steps:

1. Click on the "Sponsor" tab located in the navigation link on the left side of the screen.
2. This action will redirect you to the "Sponsor" page where all Sponsors at the global
level are displayed as shown in the below image.

- B @3 3 a0 mmEaEm
gogogoaaesng’
F

2
“
o

Steps to Add a New Sponsor
1. To add a new organization, click the "+Add" button from the menu bar above the grid.
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Sponsors

£ Export

115 Organizations

Trial Interactive 1 Name Status
B subject Services UAT
Dashboard

B For Teens Medicine 2.0

B 12th Conference 2.0

Programs

Bl

B Twin Ones 2.0

2. This action will open the “Create Sponsor” Screen.

Sponsors
© Add |~ '
N Create Sponsor o x
|
116 Organizations
1 N General Information e
A samue — ion Sponsor
|
@ subjed ‘ Sponsor
]' Number
C B ForTe: Sponsor
H . 2th 4 Parent Organization l Sponsor
B B/ Twing ¥ Sponsor
l Type* S =
R | U_nlte(ﬂ Type Subtype Sponsor
- |  Sponsor v
B Upbeal Sponsor
B seve 'l Status* ’ o
s an! onsor
: W New e x v PO
E B sixDos h Sponsor
B sixsen Cancel [ Create and Add Another } ‘ Sponsor
% @ Upperirammsg: ¢ Sponsor
B Under Transition Limbs 2.0 Sponsor

Note: To create a sponsor, you must enter the mandatory fields Name, Type, and Status
which are marked with an asterisk (*) next to the field title. Other fields are optional.

Step by Step All fields are explained below:

1. Name: Enter the sponsor name in the "Name" field.
2. Number: Enter the unique number for a sponsor.
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3. Parent Organization field: To add an organization to the sponsor, click on the drop-
down arrow and select the appropriate organization from the list. To create a New
organization, click on the “+Create” button. Refer to the screenshot below.

Create Sponsor 0 x

General Information

MName*

Arya Stark

MNumber

123456739

Parent Organization

© Create

Cancel l Create and Add Another J

Note: To learn How to Create an Organization. Click here.

4. Type: As we are creating the sponsor this field is pre-selected as "Sponsor" and it's
not editable.

5. Subtype: Select the appropriate subtype from the drop-down menu.

6. Status: By default, the user will be able to “New” Status. To add the status to the
sponsor click on the drop-down arrow and select the status as per your requirement.
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Create Sponsor

Sponsor

Status*

New

Primary Contact

o]

& AA BB CC

& MMM FTT 7T
& ABC DEF GHI
& ACNE

& Adam Julie

& Adam Julie, 1.3

& Adebaveio Victor

Cancel

© Create h

Create and Add Another ]

7. Primary Contact: To add a contact to the sponsors, click on the drop-down arrow and
select the appropriate Contact from the list. To create a New contact click on the
“+Create” button. Users can access this link to understand How to Create a Contact.

Create Sponsor

Primary Contact

|
b

(a

=]

& AA BB CC

& AAAT77 777
& AEC DEF GHI
& ACNE

& Adam Juliz

& &dam Julie, 1.3

m
=]

Adebowveio Victor
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uE

g

Include Address

Cancel

BT |U e

© Create

Create and Add Another ]
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8. Phone Numbers: Click on "+Add" to input phone numbers. Enter the phone number in
the provided field.

9. Emails Address: Click on "+Add" to enter email addresses. Enter the email address in
the provided field.

10. Notes Message Box: Enter any additional notes regarding the Sponsor in the "Notes"

field.
Create Sponsor =l
© Add
Primary ¥ =N 41w 123-456-7890 Ext 1)
Emails
© Add
Primary ®ov Arya@.com 1)
Motes
EEZE2E B|I|U | ae
Include Addrezs
Cancel [ Create and Add Another l

11. Include Address: Toggle the switch if you want to include an address. All address-
related fields will appear. Please refer to the screenshot below.

Create Sponsor =l

Address Information

Address Type*

Primary X o~

Search

Q

Primary Address*

ABC Hill, Streec 12345

Address Line 2

Address Line 3

Town/City Province/State
Country* Postal Code®
India X v 12345678

Cancel [ Create and Add Another l m
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Note: To include an address, you must enter the mandatory fields Address Type, Primary
Address, and Country and Postal code which are marked with an asterisk (*) next to the field
title. Other fields are optional.

12. Search Address: Click on the search icon to search for the address and enter your
address it will show you an auto-populated list.
13. After filling in all required fields, you have three options at the bottom of the form.

o Create: Saves the new organization and closes the screen.

o Create and Add Another: Saves the new organization and opens a new
screen to add another organization.

o Cancel: Discards the information and closes the screen.

14. When the user clicks on the “Create” button. This action will create a sponsor and it
will display a successfully created pop-up. The created sponsor can also be seen in the
grid. Refer to the screenshot below.

Sponsors

© Axd

-
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i
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Note: Editing a sponsor follows the same process as editing an organization. Refer to the
"How to Edit an Organization" section, To Edit a Sponsor. Click here

How to Search for a Sponsor

To learn how to navigate to the Sponsor list. Click here

Steps to search for a sponsor

¢ From the sponsor main menu in the top right corner, click on the "Magnifying Glass
icon or the "Search"” textbox. Refer to the screenshot below.

? Sponsors

fjooeooeaanne i

e To search for the sponsor, Enter the Sponsor’'s name or a related keyword into the
search bar.

e The user does not need to press the enter button. It will automatically show all related
results. Refer to the below screenshot.
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Sponsors

© Add & Export Arya Y Fiters

1 Organizations

l Nar e Aty Paresst Ors ration Type Subitype

Steps to Apply Filter
To learn how to navigate to the Sponsor list. Click here

1. From the sponsor main menu in the top right corner, click on the “Filter” button to
apply filters. Refer to the screenshot below.

Sponsors
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2. After clicking the filter button the “Show Favorite Only” Switch button will appear
below the main menu. Refer to the screenshot below.
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Sponsors

© Add & Export Y Fliters

Show Favorites Only

117 Organizations

l Name Status Parent Orga Type Subtype Primary Con
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3. To view all your favorite sponsors, click the switch button. All favorite sponsors will
then appear in the grid. Refer to the screenshot below.

Sponsors

© Add & Export Y Filters

Show Favorites Only @

5 Organizations

| Name Status Parent Orga Type Subtype Primary Con

H Samue ﬂ Samue Sponsor Central & | & MrSam

B For Tee Sponsoe
B ouneed.. (R Sponsar

How to Add and Remove Favorites

To learn how to navigate to the Sponsor list. Click here

Steps to add Favorites to the sponsors.
1. Click the “Star” symbol next to the sponsor's name to add a favorite to the sponsor.
Refer to the screenshot below.
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Sponsors
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2. After clicking the Star symbol, you have successfully marked your sponsor as a
favorite and the user will receive a notification as successful. Refer to the screenshot.

»
Sponsors
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17 Organizations
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3. To mark the sponsor as unfavorite, click that solid Star. You have successfully marked
your sponsor as unfavorite and the user will receive a notification as successful. Refer
to the screenshot.
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How to Activate A Sponsor

To learn how to navigate to the Sponsor list. Click here

Steps to Activate a Sponsor
1. Select the sponsor, that the user needs to Activate the sponsor and click on the
[

Sponsors
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Defining Sponsor Settings

To navigate to the “Sponsor” list and view all global sponsors, follow these steps:

1. Click on the "Sponsor" tab located in the navigation link on the left side of the screen.
2. This action will redirect you to the "Sponsor" grid view where all Sponsors at the
global level are displayed.
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3. Navigate to the sponsor’'s name you want to edit and click on it. This opens the
“Sponsor Details” window.

Reye Stark Arya Stark
]

4. Click on the “Setting” button in the top-right of the screen. This will redirect you to

the “Sponsor Settings”-> Milestone Template’s” screen.

5. Click on the Edit button for the milestone you want to edit.
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Arya Stark ~

Arya Stark Milestone Templates

(]

Milestone Templates Groups

Sear Plus Hospas O Add ~ 2 Edit @ Delete < Publish Q¢ opy

1 Milestone Templates
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Note: The Milestone Templates that display a ‘Draft’ status can be edited.

6. This opens the Edit Milestone Template window.

Arya Stark ~

Arya Stark Milestone Templates

Milestone Templates  Groups

© Add ~ @ Delete < Publish ) Copy

1 Milestone Templates

9 Star

7. As per the requirement, the user can make necessary changes in the milestone
templates.
8. Click Save for the changes to apply.

Note: To learn more about Milestone Templates functionality. For Example: How to Add,
Delete, Publish, Copy and so on. Refer to the Milestone Template section. Click Here.
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Creating a Product for a Sponsor

To learn how to navigate to the Sponsor list. Click here

Steps to create a product for a Sponsor

1. Click on the "Sponsor name”, It will redirect you to the Sponsor Details screen.

Arya Stark ~

Arya Stark Arya Stark

o

7 Edit Collapse All

ABC HIW, Strees 12345

Organization Information

Arya Stark

2. To create a product for a sponsor user should click on “Products” from the navigation
link to the left side of your screen. It will redirect you to the “Products” screen.
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Step-by-step instructions to fill in product details.

1. Fill in the Product Name

e Field: Product Name

e Description: Enter the name of the product you want to create. This is a
mandatory field.

e Example: Samuel Product Testing

2. Select the Product Type

o Field: Type

e Description: Choose the type of product from the dropdown menu. This is
a mandatory field.

e Example: Medicinal

3. Set the Product Status

e Field: Status

e Description: Select the current status of the product from the dropdown
menu. This is a mandatory field.

e Example: Planned

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

R | A L
% INTERACTIVE Page 51 of 370

4. Specify the Status Date

e Field: Status Date

e Description: Enter or select the date corresponding to the product status.
This is a mandatory field.

e Example: 16 Jul 2024

5. Assign a Sponsor

e Field: Sponsor

e Description: The Sponsor field is predefined and cannot be edited. This is
a mandatory field.

e Example: Samuel Sponsor Testing

6. Indications

e Field: Indications

e Description: Select any relevant indications for the product. This is
optional.

o Example: Choose from the dropdown menu if applicable.

7. Provide a Description

e Field: Description
e Description: Enter a brief description of the product. This is optional.
e Example: [Leave blank or provide a detailed description as needed]

8. Save the Product

e Buttons:
e Cancel: Click this button if you want to discard the information and
cancel creating the product.
e Create and Add Another: Click this button if you want to save the
current product and immediately start creating another product.
e Create: Click this button to save the product and complete the creation
process.

Notes:

¢ Make sure all mandatory fields (marked with a red asterisk *) are filled out
before attempting to save the product.

e Use the calendar widget to easily select the status date.

e The “Sponsor” field is predefined and cannot be edited.

o Review all entered information for accuracy before clicking the "Create"
button

9. Now user will be able to see this product is successfully associated with the sponsor.
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Creating a Program for a Sponsor

To navigate to the “Sponsor” list and view all global sponsors, follow these steps:

1. Click on the "Sponsor" tab located in the navigation panel on the left side of the
screen.

2. This action will redirect you to the "Sponsor" page where all Sponsors at the
global level will be displayed.

Sponsors
© Aod <. Export
115 Organizations
i

L €D

LR =D

] =3

N m"

R  «com |

i [ v

n <

il [ o |

L e

LR [ st

gl [ e |

3. Click on the name of the sponsor to which you want to associate program. It will
redirect you to the “Sponsor Details” page and click on the “Program” link in the
Navigation menu on the left side of the screen.
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Samuel Sponsor Testing ~
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4. You will be able to see the "Program Details” Page. To create the program click on
the “+Add” button at the top of the grid.
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Step-by-step instructions to fill in program details.

Create Program =l

Program Name* Number®

Samuel Program Testing 1

i
]
[

This field length must be betwe

£32 symbaols

Status* Status Date®

16 Jul 2024 X &8

Sponsor®

B Samuel Sponsor Testing

Products®

& samuel Product Testing % Ko

Description

Organizations

Cancel Create and Add Another l

1. Fill in the Program Name

e Field: Program Name

e Description: Enter the name of the program you want to create. This is a
mandatory field.

e Example: Samuel Program

2. Enter the Program Number

e Field: Number

e Description: Enter a unique number for the program. This is a mandatory
field and must be between 3 and 255 characters.

e Example: In the screenshot 1 number is not acceptable.

¢ Note: Ensure the number complies with the character length requirement.

3. Set the Program Status

e Field: Status

e Description: Select the current status of the program from the dropdown
menu. This is a mandatory field.

e Example: Planned

4. Specify the Status Date
o Field: Status Date

o Description: Enter or select the date corresponding to the program status.
This is a mandatory field.
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e Example: 16 Jul 2024
5. Assign a Sponsor

e Field: Sponsor

e Description: The Sponsor field is predefined and cannot be edited. This is a
mandatory field.

e Example: Samuel Sponsor Testing

6. Add Products

e Field: Products

e Description: Select the products associated with the program. This is a
mandatory field.

e Example: Samuel Product

7. Provide a Description

e Field: Description
o Description: Enter a brief description of the program. This is optional.
e Example: [Leave blank or provide a detailed description as needed]

8. List Organizations

e Field: Organizations

o Description: Enter any relevant organizations associated with the program.
This is optional.

o Example: [Leave blank or list organizations as needed]

9. Save the Program

e Cancel: Click this button if you want to discard the information and cancel
creating the program.

e Create and Add Another: Click this button if you want to save the current
program and immediately start creating another program.

e Create: Click this button to save the program and complete the creation
process.

Notes:

¢ Make sure all mandatory fields (marked with a red asterisk *) are filled out
before attempting to save the program.

e Use the calendar widget to easily select the status date.

e Review all entered information for accuracy before clicking the "Create"
button.

e If the program number is too short or too long, adjust it to meet the 3 to 255
character requirement.
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5. Now user will be able to see this program iis successfully associated with the
sponsor.
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Creating a Study for a Sponsor

To navigate to the “Sponsor” list and view all global sponsors, follow these steps:

1. Click on the "Sponsor" tab located in the navigation panel on the left side of the
screen.

2. This action will redirect you to the "Sponsor" page where all Sponsors at the
global level will be displayed.
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3. Click on the name of the sponsor to which you want to associate study. It will
redirect you to the “Sponsor Details” page and click on the “Studies” link in the
Navigation menu on the left side of the screen.
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Sponsor
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4. You will be able to see the “Studies” page. To create the Study click on the
“+Add” button at the top of the grid.
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Program
Creating a Program

To navigate to the Program screen and view all the Program entries, follow the steps below.

1. From the left-hand navigation pane, select Program which will open the Program
screen with a list of existing Programs.
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Steps to add a new Program
1. Click on +Add from the top menu bar.

Programs

70 Programs

Trial Interactive 1 Program Name

& Samuel Program Testing

Dashboard
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2. On the Create Program window, fill in all the mandatory metadata.
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Cancel Create and Add Another Create

Note: To create a Program, you must enter the mandatory fields Program Name, Number
Status, Status Date, Sponsor, Products and Status which are marked with an asterisk (*) next
to the field title. Other fields are optional.

Metadata field(s) ‘ Description
Program Name Enter a suitable name for the Program.
Number Enter the unique number for the Program.
Status* Select a suitable status from the available dropdown
options.

e Planned: The program is planned.

e Active: The program is currently being actively used.

e Approved: The program has been approved.

e Archived: Program data has been archived

e Cancelled: The Program has been cancelled.

e Closed: The Program has reached the end and no
additional data will be tracked.

e Inactive: The inactive program.

e Pending Approval: The Program is pending an
approval.
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e Postponed: The program is postponed until a future
date.
¢ Rejected: Rejected program.

Note:

e The Status field will be displayed in a different color
depending upon the status selected.

e A tooltip showing the status description is visible
after hovering over the icon.

Status Date

Enter the status date.

Sponsor Select the sponsor's name from the available dropdown
options.

Products Select the product from the available dropdown options.

Description Enter a suitable description for the Program.

Organization

Select the related organization.

3. Once all the mandatory metadata fields are entered and reviewed, click on Create
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Figure: Create Program

4. The newly created Program will appear on the Program home screen.

Programs
[ T & teper|
TH Programs
Traal Immracove B! - Oragnew ome Saten - .y
| P (o] srm ’ |
eataions & SeTe! Frogrem Teey =3 FAVIES ~tre & Serrem Wosast Tevrng
| Womo & = . ¥ L
Ssxan 4 i ‘ = 2 Uit
e - A St e Frogam 24 = a2 2 ST
Ty . ' = o e
W, Cotacis 4 * = #5554 ot . AT
2 Aswties Lmey ' [ et | 3484 t ]
iy {i e & Test Segram 2 == 341 B Bessanhire 32 8 Teat Orug 30
¢ Memime fempten 2 Mendint oo M 8 ® A
A c i o . o
& Ml = 3 L B ® 9
£ Secoet S Vromae V4 s 118 .4 - 8 e Paben |

Figure: Newly created Program on the Program home screen
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Important Behaviour of Create Program

e An error will appear if the user clicks on Create and any one of the mandatory
metadata fields is blank.

o |f the user selects Create and Add Another, the system will save the initially created
Program and enable creating a new Program right away.

o |f the user selects Cancel, the system will discard all the changes made to the Create
Program window.

Editing and Reviewing a Program

To review and edit Program details, follow the steps below.

1. From the left-hand navigation pane, click on the Program which will open the Program
screen with a list of existing Programs.
2. There are two methods to edit the Program details.

Method 1
1. Click on the “Program Name” to edit button from the main menu.

Programs

© Add & Export

71 Programs

|

Figure: Select a Program to edit

2. It will redirect you to the Program Details screen, To click on the Edit (pencil) icon.
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Figure: Program Details screen

3. Make the required edits in the Program Information section.
a. Change Status:

i. Click on Change Status.

ii. On the Change Status screen, update the Status*, and Status Date* and
enter notes if required.

iii. Once the required changes are made, click on “Change” and the
respective status-related field will be updated with the latest status,
date, and notes if any.

Change Status
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Figure: Change Status

b. Status History:
i. Click on the Status History icon.
ii. On the Status History box, the user can view the status change trail.

Status History

Figure: Status History

4. Once all the details are edited/updated, click on ‘Save’.
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Method 2
1. Click on the checkbox for the particular Program.
2. Click on the Edit (pencil) icon to edit, it will redirect you to the “Program details”
screen.
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3. Follow the steps detailed in Method 1 to edit and save all the Program-related details.
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Deleting a Program

To delete a Program, follow the steps below.

1. Select a Program (s) by clicking on that Program checkbox.

2. Click on the Delete icon in the top menu bar and the confirmation popup will be
displayed prompting to confirm the deletion.

3. Click on Delete to confirm the Program deletion.
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Figure: Delete Program
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Exporting Program

To export Program details from CTMS, refer to the standard export steps detailed in the
‘Exporting Contacts’ section.

Customzing Program screen

Filters

To apply filters to the Program screen, follow the steps below.

1. To apply filters to the Program screen, click on ‘Filters’ situated on the right-hand side
of the Program screen.

2. Click on the ‘All Filter’ dropdown to select and apply the required filter from the
available dropdown options.

Note: By default, the Status filter is applied to the Program screen, and the dropdown options
display all the statuses the user can select.
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Figure: Apply Status filter

3. Switch the ‘Show Favorites Only’ toggle button to display records marked as
favorites. Refer to the ‘Marking a Program as Favorite’ section.
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Figure: Show Favorites Only toggle

4. Click on each header's ‘Up’ and ‘Down’ arrows to sort the columns in ascending and
descending order, respectively.
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Figure: Sort column in ascending and descending order
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Marking a Program as Favorite
To mark a Program as a favorite, follow the steps below.

1. To mark a Program as a favorite, simply click on the star icon next to the Program.

Programs
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Figure: Mark as Favorite

2. Click on the same icon again to remove that Program from the favorites list.
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Product
Creating a Product

To navigate to the Products screen and view all the product entries, follow the steps below.

2. From the left-hand navigation links, select Product which will open the Products
screen with a list of existing products.

Steps to add a new product
5. Click on +Add from the top menu bar.
6. On the Create Product window, fill in all the mandatory metadata.

Metadata field(s) ‘ Description
Product Name* Enter a suitable name for the product.
Type* Select the product type from the available dropdown
options.
e Combination
e Custom
e Device

¢ Medicinal

Status* Select a suitable status from the available dropdown
options.
e Planned: Product is planned
e Active: Product is currently being actively used
e Approved: Product has been approved
e Archived: Product data has been archived
e Cancelled: The product has been canceled
e Closed: The product has reached the end and no
additional data will be tracked
e In Use: Product is currently in use
e Inactive: Product is not currently in use
¢ Pending Approval: The product is pending an
approval
e Postponed: Product is postponed until a future date
e Terminated: Product has been terminated

Note:

e The Status field will be displayed in a different color
depending upon the status selected.

e A tooltip showing the status description is visible
after hovering over the icon.

Status Date* Enter the status date
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Sponsor* Select the sponsor's name from the available dropdown
options.
Indications Select one or more indications from the available dropdown
options.

NOTE: The Indications differ from client to client and are
configured by Super Admin users.

Description Enter a suitable description for the product.

7. Once all the mandatory metadata fields are entered and reviewed, click on Create
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Figure: Create Product
8. The newly created product will appear on the Products home screen.
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Figure: Newly created product on the Products home screen
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Important Behaviour of Create Product

e An error will appear if the user clicks on Create and any one of the mandatory
metadata fields is blank.

o If the user selects Create and Add Another, the system will save the initially created
product and enable creating a new product right away.

o |f the user selects Cancel, the system will discard all the changes made to the Create
Product window.

Editing and Reviewing a product

To review and edit product details, follow the steps below.

3. From the left-hand navigation links, click on the Products which will open the
Products screen with a list of existing products.
4. There are two methods to edit the product details.

Method 1
5. Click on the Product name to edit which will then open the Product Details screen.
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Figure: Select a product to edit

6. On the Product Details screen, click on the Edit (pencil) icon.
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7. Make the required edits in the Product Information section along with the following.
a. Change Status:

i. Click on Change Status.

ii. On the Change Status screen, update the Status*, and Status Date* and
enter notes if required.

iii. Once the required changes are made, click on Change and the
respective status-related field will be updated with the latest status,
date, and notes if any.
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Change Status .
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Figure: Change Status

b. Status History:
i. Click on the Status History icon.
ii. On the Status History box, the user can view the status change trail.
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Status History
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Figure: Status History

c. Regulatory Identifiers
i. Click on the Regulatory Identifier edit (pencil) icon
ii. Click on +Add to add a new Regulatory identifier

Egu Regulatory ldentifiers nx
2
* begulatary identifiers
"wy e
cw

Figure: Add Regulatory identifiers
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iii. In the Key field, select the required value from the available dropdown
options.

iv. Enter the suitable value in the Value field.

v. Once the required details are added, click on Save

Edit Regulatory ldentifiers n x

©
l O S v
0 Regulatory Mdentifiers
(=1 ]

Figure: Add a value to the Key and Value fields

vi. Click on the checkbox for the newly added Regulatory Identifier and
click on Save.
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Figure: Save the new Regulatory Identifier

8. Once all the details are edited/updated, click on Save

Product 1-1 Product 1-1

B Vizn Conferwne
° ' Catiarer M1

Product Information

Figure: Save the edited/updated product details
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Method 2
4. Click the checkbox for the particular product
5. Click on the Edit (pencil) icon to edit the product details
6. Follow the steps detailed in Method 1 to edit and save all the product-related details.

Products
&

© Add @ Delete X Export

134 Products | Selected

0 !
=]

Trial Interactive Product Programs Status

Dashboard
= Sponsors

Programs
APPROVED

Studies

APPROVED

Organizations

Contacts
APPRO!

Activities Library

B E E

APPROVED

Figure: Edit Product details
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Deleting a Product

To delete a product, follow the steps below.

4. Select a product (s) by clicking on that product checkbox.

5. Click on the Delete icon in the top menu bar and the confirmation popup will be
displayed prompting to confirm the deletion.

6. Click on Delete to confirm the product deletion.

Products [2)

O Add & Edit | @ Delete | & Export

135 Products | Selected

Trial Interactive 1 Product Programs Status

Ml Product 102

&% Dashboard x| I
Confirmation o X
£  Sponsors =i |
= Programs ol
Bl Products Do you want to delete the selected Product(s)?
. = G | .
A& Studies il ‘
& | B
B Organizations ; Cancel e
= O | .
Contacts .
= & UM Twelve 20

Figure: Delete product
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Exporting Products

To export product details from CTMS, refer to the standard export steps detailed in the
Exporting Contacts section.

Customzing Products screen
Filters

To apply filters to the product screen, follow the steps below.

5. To apply filters to the Products screen, click on Filters situated on the right-hand side
of the Products screen.

6. Click on the All Filter dropdown to select and apply the required filter from the
available dropdown options.

Note: By default, the Status filter is applied to the Products screen, and the dropdown
options display all the statuses the user can select.

s ©-
o Products
m = - o
s N ®
= e =
4 =3 - 8
[ v |
=S s .
[ o ] . .
L) v

Figure: Apply Status filter

7. Switch the Show Favorites Only toggle button to display records marked as favorites.
Refer to the Marking a product as Favorite section.

Products

© Add X Export

Status All v ’ ’ Show Favorites Only @ ‘

1 Products

Product Programs Status

|:| I HW-injection = 2

Figure: Show Favorites Only toggle
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8. Click on each header's Up and Down arrows to sort the columns in ascending and
descending order, respectively.

Products
© Add X Export
'Status All ~ ’ ’ Show Favorites Only

135 Products

.Droduct Programs Status
Il 10th Concentration 1.0
I 10th Concentration 1.4 = Diagnova 5
I 10th Concentration 1.5 22
Il 10th Concentration 10
Il 400-400TAU

Il 7th Try S22

Figure: Sort column in ascending and descending order

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

Page 83 of 370

Marking a product as Favorite
To mark a product as a favorite, follow the steps below.

3. To mark a product as a favorite, simply click on the star icon next to the product.

Products
© Add X Export
Status All v | Show Favorites Only

135 Products

Product Programs Status

§

I Product 102

I Product 1-1

Figure: Mark as Favorite

Click on the same icon again to remove that product from the favorites list.
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Site Visit Documentation

Site visits can be set up so that they trigger specific site-related events directly in an
associated eTMF room. This can include generating placeholders for required documentation
associated with the site. For more information about configuring CTMS to work with Trial
Interactive’s eTMF solution, please reach out to the Trial Interactive representative.

Pre-Requisite
The user who is responsible for creating and managing Site Visit Documentation in an
Organization must have Clinical Regulatory Associate user access.

Unblinded users will have the right to create unblinded site visits and related documentation
which will only be visible to other unblinded personnel.
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Site Visit Navigation

To navigate to the site visit, follow the steps below

1. From the left-hand navigation links, click on Studies.
2. Click on the study’s hame to select that particular study.

Studies

© Add o Export

150 Studies
Tral Interactive |

e 1234567889 Draft

= . = - 2.0 7032024 Draft
Sponsors

Programs - UAT003-018 2.0 Draft
Products

- UATO0G-004 2.0 published

snizations - UATO18 Published

Figure: Select a Study and a study name

3. On the Study Dashboard, navigate to the left-hand navigation links and click on Sites.

Health well (3) ~

Health well Health well
STUDY -

Study Milestones

* Configuration

Site Milestones Country Milestones Site Milestones None

Study Milestones Date Type Planned
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Site Visits
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Figure: Select Sites from the Study Dashboard

4. On the Sites screen, navigate to the site records section and select a site by clicking
on the site name.

Sites

All +
© Add & Export

Y Filters

< 1 Records

11l Name {  Status i Organization

Figure: Select site

5. On the selected site window, navigate to the left-hand navigation links and select Site
Visits.
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- Study Site B ‘
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Figure: Select Site Visits

6. On the Site Visits screen, select the visit to review by clicking on the visit name.

- Health well @ - SiteNot ~
Site No 1 Site Visits
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© Add Visit L Export
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Figure: Select a visit

7. On the Site Visit General Information window, review the visit details, make the
required changes if any, and click on the following buttons.
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a. Add Activity: Refer to the Creating Domain Library Activity Records section to
add an activity.

b. Discard Changes: Click on Discard Changes to remove any changes made.

c. Save: Click on the Save button to save the changes made

d. Click on the Save and Next button to save the changes on the current activity
and move on to the other activity.

e. Next Step: Clicking on Next Step will display a confirmation popup and clicking
on Yes will display further details regarding the site visit.
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Figure: Updating site visit information
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Site Visit Attendees

To view the site visit attendee details, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Visit Attendees link.
2. Click on the +Add Attendees dropdown and select + Add Attendees button.

Study Site Site Visit
= Healthwell Qi) ~  SiteNo1 v call Visit ~
Call Visit Visit Attendees

] SITE VISIT

© Add Attendees v

Study Health well OAdd Attendees e

Site Site No 1 &+Create New

Visit General Information

Locations

Figure: Add Attendees

3. On the Add Attendees screen click on the All Site Contacts option.
4. Select attendees by clicking on the checkbox.
5. Once the attendees are selected, click on the Add Attendees button.
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Figure: Add attendees from All Site Contacts

Note: Clicking Create New will create a new/additional site contact.
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Site Visit Locations

To access Site Visit Locations, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Locations link.
2. Click on +Add Locations dropdown and select +Add Locations option.

Mig Site Visit

Stugy
Health well @ - SiteNo1 ~ Call Visit ~

Call Visit Locations

o] SITE VISIT

| PLANNED © Add Locations v
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ite No 1 &+ Create New

Visit General Information

Visit Attendees

Figure: Add Locations

3. On the Add Locations screen click on the All Site Locations option.
4. Select the organization name by clicking on the checkbox.
5. Once the locations are selected, click on the Add Locations button.

Note: Clicking Create New will create a new/additional site address.
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Figure: Add location from All Site Locations
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Site Visit Checklist

To access the Site Visit Checklist, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Visit Checklist link.

On the Viist Checklist screen, expand the respective sections by clicking on the + icon
3. Selecting appropriate answers to the questions in their respective sections.

4. Once all the questions are answered, click on the Save button.
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< Previows Step © Atd Activity D Disca I v " v nd Next S1ep »
Figure: Visit Checklist
Note

e The Visit Checklist option becomes accessible when a template is specified in the Visit
General Information.

e The answer is selected and saved only after a comment is mentioned in the empty
field.

e Itis mandatory to answer all questions.
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Site Visit Activities

To access Site Visit Activities, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Activities link.
2. Click on +Add Activities dropdown and select +Add Activities.
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Figure: Add Activities

3. On the Add Activities screen click on the All Site Activities option.
4. Select the activity name by clicking on the checkbox.
5. Once the activities are selected, click on the Add Activities button.
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Figure: Add activities from All Site Activities
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Site Visit Subjects

To access Site Visit Subjects, follow the steps below

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Subjects link.
2. Click on +Add Subjects dropdown and select +Add Subjects.

stuagy Site Site Visit
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Figure: Add Subjects

3. On the Add Subjects screen click on the All Site Subjects option.
4. Select the subject name by clicking on the checkbox.
5. Once the activities are selected, click on the Add Subjects button.
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Figure: Adding subjects from All Site Subjects

6. To verify a subject navigate to the subject screen and click on Verify.
7. On the Subject Visit window, select a subject to verify and click on Go to ICF
8. Select an ICF to verify and click on Save.
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Site Visit Enrollment Summary

To access the Site Visit Enrollment Summary, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in
the Site Visit Navigation section and click on the Enrollment Summary link.
2. On the Enrollment Summary screen, click on +Add

Study Site Site Visit
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Figure: Add Enrollment Summary

3. Select the required option from the Statuses dropdown, and click on Save.
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Egrollment Summary
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Figure: Select Summary Status
Note

e The statuses that are added once are greyed out from the dropdown menu and
cannot be added again.
e To Edit or Delete a record select the respective icons from the top menu bar.
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Site Visit Confirmation Letter Creation

To create a Site Visit Confirmation Letter, follow the steps below

1. Navigate to the Site Visit General Information screen by following the steps detailed
in the Site Visit Navigation section and click on the +Confirmation Letter link.
2. On the Confirmation Letter screen, click on Generate Letter.

‘ )
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Figure: Generate Confirmation Letter

3. On the Generate Confirmation Letter screen, perform the following on the following
screens and click on the Next button until the last step.

a.

® 200

Select Sections: Switch On or Off the Activities, Attendees, Locations, and
Subjects toggle to access the particular sections.

Select Activities: Select the required activities by clicking on the checkbox.
Select Attendees: Select the required attendees by clicking on the checkbox.
Select Locations: Select the required locations by clicking on the checkbox.
Select Subjects: Select the required subjects by clicking on the checkbox.
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Select sections to be included in confirmation
letter
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(3) Select Attendees
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(5) Select Subjects
Cancel Next e

Figure: Generate Confirmation letter steps
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Signing the Document and Workflow Approval

To sign a document and initiate the approval workflow, follow the steps below.

1. Click the View Letter button the in Confirmation Letter link.

[—— Confirmation Letter

athon Lettes El

Figure: View Letter

2. On the Trial Interactive Collaborative Room in a new tab of the browser, click the Edit
Document button displayed in the top left corner.

3. Make the required changes in the document and click Save at the bottom right of the
window.

Note: The page is refreshed and all the values that are entered in the Visit Report
Checklist are displayed in the document.

4. Click the Start Approval Workflow button displayed in the top left corner.
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Figure: Start Approval Workflow

5. A notification is displayed in the top right corner - Add document(s) to Monitoring

Visit Workflow.
Note: The Make Changes stepper displayed in the top right corner shows a green tick

mark with Complete status. Refer to the screenshot below.

] o o (o} I

Figure: Add document(s) to monitoring

6. The Document is now sent to the reviewer. The Reviewer signs/approves the review.
Note: The Waiting for Review stepper displayed at the top shows a green tick mark
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with a Complete status with the email ID of the reviewer and the date of process.
Refer to the screenshot below.
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Figure: Waiting for Review

7. The Status is changed to Submitted in the Site Visits tab. Refer to the screenshot

below.
002 Samel Site Visits
e - . .
Vi [ = B
1 pul 2023 Nox Completes
' u ’
s .
r y
n [ e ] wvlaneo 01 30 Jun 3000 28 jun 2005 28 jen 2003 Net Completad
-

Figure: Status changed to Submitted

8. Click the Send document for eSignature button displayed in the top right corner.
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Figure: Send document for eSignature

9. On the eSignhature screen, select a radio button for eSignature Type - Parallel or Serial.
10. Select the checkbox(s) displayed in front of the email IDs and click OK at the bottom
of the screen.

- o L o ' =3

Send for aSgnature

. .
ol Ny

Figure: Send for eSignature screen

11. The Waiting for eSignature stepper displays In Progress with the number of signers. It
also displays the ‘Sign Document’ and ‘Decline Signature’ buttons in the top right
corner.

12. Click the Sign Document button.
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Figure: Sign Document option

13. On the Sign Document screen, select a reason from the down arrow menu as indicated
by an asterisk (*).
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Figure: Sign Document screen

14. Enter the comments if required and click the Sign Document button.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product

Management. Other names may be trademarks of their respective owners.



Version 1.0
T R I A L Trial Interactive CTMS v2.0 User Guide ersion
l |NTERACT|VE Page 107 of 370
-] - ° = :

Wethg e e e o

Figure: Entering comments

15. On the Please Provide Your Credentials screen, enter the Username and Password in
the fields as indicated with an asterisk(*) and click OK.
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Figure: Please Provide Your Credentials screen

16. The document is signed and approved. The Waiting for Approval stepper displays a

green tick mark with the email ID of the signed user and the date of signature below.
Refer to the screenshot below.
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Figure: Approved and Signed Document
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Site Visit Draft Report Generation

To generate a Site Vist Draft Report, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed
in the Site Visit Navigation section and click on the Visit Report link.

2. Update the Report Status as In Progress and click on the Save button.

3. Click on Create Visit Report.

Visit Report =

7125/2024

GENRrate Report Preview I Create Visk Report I

Figure: Create Visit Report

4. On the Create Visit Report screen, click on Generate Report.
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Create Visit Report

Completeness Check

General Information
Attendees 1 Items
Locations 1 Items

Visit Checklist 16 of 16 required
completed

Reviewers

There are No Rev

Related Documentation

All Site Milestones
All Site Contacts
All Site ICFs

All Site Addresses

All Site Organizations

aptured within the Study Settings, Study Managers can proc

Other Visit Info

Activities 1 Items
Subjects 1 Items

Enrollment Summary 2 Items

iewers defined for this report

s any required

All Site Subjects
Subjects ICFs
Subjects Visits

Site Team

Cancel

Generate Report

Figure: Generate Report

Note: The Generate Report button is disabled if the 'Visit Checklist’ is not completed. The
Generate Draft Report window displays the fields in red color that are not filled. Refer to the
screenshot below.

5. On the Generate Report screen, click on Yes, Generate Draft.
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Completeness Check

@ General Informatic
© Attendees 1 Items

A Locations 0 Items

A Visit Checklist 0 of 0 completed

Other Visit Info

Activities 0 Items
Subjects 1 Items

Enroliment Summary 0 Items

Do you want to generate the Draft Visit Report?

Figure: Yes Generate Draft option

6. The screen shows as Generating Draft Report please wait until the user clicks on the
Yes, Generate Draft button.
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Figure: Generate Report notification

7. A draft visit report is generated, and origami is opened displaying the draft report.
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Site Visit Final Report Generation

To generate the Site Visit Final Report, follow the steps below

1. Navigate to the Site Visit General Information screen by following the steps detailed
in the Site Visit Navigation section and click on the Visit Report link.

2. On the Visit Report window, click on Generate Report.

3. On the General Visit Report window, click on Yes, Generate Report.

Note: A final visit report can be routed through the submission/review/approval process
within origami.
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Site Visit Follow-up Letter Creation

To create a Site Visit Follow-up letter, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed
in the Site Visit Navigation section and click on the +Follow-Up Letter link.

2. On the Follow-up Report screen, review the sections within the confirmation letter
that are relevant.

3. The Generate Follow-up Letter window displays the selected sections and the

selected content from the final report.

Click on the Next button on the screen.

Click on the Create button in the window.

A Follow-up letter is generated, and origami is opened displaying the letter.

o g A
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Access Permissions

The Access Permissions feature helps the user add, edit, activate, and remove access
permissions for other users.

Follow the steps below to view the access permissions and make the required changes.

1. From the left-hand navigation screens, click on Studies.

2. Select a Study by clicking on the study name to manage its access permissions.

Studies

© Add o Export

150 Studies
Trial Interactive

Sponsors

Programs

- UATO03-018 2.0

Products

- UATO0S-004 2.0

aniz n e ATOIR
Crganizations UATO1B

Dralt

Draft

Dralt

Published

Published

Figure: Select a Study and a study name

3. On the Study Dashboard, navigate to the left-hand navigation links and select Team.
4. Click the Access Permissions button displayed in the top left corner of the screen.
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Figure Access Permissions

5. Select the name of the user by clicking on the checkbox and the following top menu
bar options become accessible.
a. Add:
i. Click on the +Add button to open the Add User Study Access
Permission, specify the mandatory details, and click on Save.
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Access Permissions Add User Study Access Permission B X

| © Add | BREdit Permissions ('AC; List of Invited Users y

1 Users | Seleaed Users 0 Users®

Name

Set permissions

m Advanced

Permission™ End Date

Figure: Add User

i. Click on the user name checkbox and click on Edit Permissions

ii. On the Edit Study Permissions, the Simple Permissions screen is
displayed by default.

iii. Specify the Access Permission, and End Date and click on Save.
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Figure: Edit Study Permissions-Simple

iv. Click on the Advanced option and select either Show All or Show
Assigned Permissions by clicking on the radio button.

v. Select Role from the dropdown menu and click on the checkbox. Click
on the Apply to the selected button.

vi. Select End Date by accessing the calendar icon.
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Figure: Edit Study Permissions-Advanced

c. Activate:
i. Select a user with Pending status by clicking on the checkbox.
ii. Click the Activity toggle button.
iii. Click on Activate on the confirmation popup.
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maris)  Admin 003

Figure: Activate users

d. Remove
i. Select a user by clicking on the checkbox.
ii. Click on the Remove icon from the top menu bar
iii. Click on the Remove button on the confirmation popup.
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Remove users from Access Permissions A X

Do you want to remove Users access permissions?

User(s) Admin 001

Cancel Remove 9

Figure: Remove the user

e. Set as Owner
i. Select a user by clicking on the checkbox.
ii. Click on the Set as Owner from the top menu bar
iii. Click on the Change button on the confirmation popup.
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Access Permissions

& Admin 001

Current Owner is

/7 "\ & Admin 002
% ADMINO0O2@ti.com

New Owner will be

N\ & Admin 001
| =% ADMINOO1@ti.com

Do you want to change owner?

Cancel

© Add [ESEdit Permissions @ Activate S5 Remove | & Setas Owner
1 Users | Selected
Set Owner X
Name T ‘

f. History
i.
ii.
iii.

Figure: Set as Owner

Select a user by clicking on the checkbox.
Click on the History from the top menu bar

On the History screen, click on Export to retrieve the historical details of

the user.
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Figure: History

g. Export
i. Click on Export to retrieve an export of Access Permission details.
Refer to Exporting Contacts section for detailed process.

Access Permissions

O Add OWEditPermissions € Actviee  SoRemove & SetasOwmer D History | & Export
1 Users | e

Name 1 Status Access Pormifssion

Format

Figure: Export user details
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Manage Visible Columns

To manage visible columns, follow the steps below.

1. From the left-hand navigation screens, click on Studies.
2. Select a Study by clicking on the study name to manage its access permissions.

Studies

© Add o Export

150 Studies

rial Interactive S
Trial Interactive I Nams Protocol Number Status

Y
Dast i
o A 0 Draft
Sponsors
Products

- UATO06-004 2.0 - Published

TR A UATO18 Published

Figure: Select Study and Study name

3. On the Study Dashboard, navigate to the left-hand navigation links and click on Sites.

Health well @ v

Health well Health well

TUDY

Study Milestones

¥ Configuration

Site Milestones Country Milestones Site Milestones None

Study Milestones Date Type Planned

Y Site Country All ~ | | Site Status All ~ Site All ~

Figure: Select Sites

4. On the Site screen, navigate to the left-hand navigation links and select Activities.
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5. Click on the Ellipsis (three-dot menu) displayed next to the Activity Name column.

Health well Activities
STUDY
All ™~ +
Sponsor
Product 7th Try © Add L. Export
|‘ Y Filters
Dashboard -
Study Details < 2 Records e
Milestones v Activity Name E Status :
Countries 2 Activity 108 e
. 4 Sort Descending
e Activity 101 « Hide Column
Site Visits & Lock Column
Subjects |5§E Manage Visible Columns |
Organizations
Contacts
Team
Activity Plans

Figure: Manage Visible Columns

Refer to the Manage Visible Columns section for detailed information.
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Create Contact Copy

To create a contact copy, follow the steps below.
1. From the left-hand navigation links, click on Studies.
2. Click on the study’s name to select that particular study.

Studies

© Add o Export

150 Studies
Trial Interactive | Narme Pratoct

e 1234567889 Draft
Dash d
- - 2.0 7032024 Draft
JP" { SO
Programs a8 UATO03-018 2.0 Draft
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- UATO06-004 2.0 Published

Organizations - UATO18 Published

Figure: Select a Study and a study name

3. On the Study Dashboard, navigate to the left-hand navigation links and click on Sites.

Health well @ v

Health well Health well
STUDY -

Study Milestones

* Configuration

Site Milestones Country Milestones Site Milestones None

Study Milestones Date Type Planned
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Milestones
Y Site Country All ¥ | |Site Status All ~ Site All ~

Countries
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Site Visits
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Figure: Select Sites from the Study Dashboard

4. On the Sites screen, navigate to the site records section and select a site by clicking
on the site name.

Sites

All +
© Add & Export

Y Filters

< 1 Records

11l Name Status Organization

Figure: Select site

Click on Contacts from the left-hand navigation links.

Click on the checkbox of the contact to copy.

Click on the Copy button from the top menu bar.

Click on Create once the required details are verified and edited.
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Figure: Create Contact Copy
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User-Defined Site Visit Checklists

Company Administrator users can create, edit, and retire site visit checklists rather than
needing to channel all requests through the Trial Interactive Service Desk.

Creating a Site Visit Checklist
To create a Site Visit Checklist, follow the steps below

1. Navigate to the side menu bar and select Settings > Site Visit Checklist Templates.

Trial Interactive
Settings

Fields

it

Statuses
Lookups
Countries
Il Regions
Access Management

[53 Team Role Management

¥

Enrollment Tracking
Activity Type/Subtype

Auto-naming

=] Audit Trail
Figure: Site Visit Checklist Templates

2. Press the +Create Template button at the top of the grid area.
If users are creating a new template as a copy of an existing template, first, select the
existing template and then press the Copy button.
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Site Visit Checklist Templates

© Create Template

Figure: Create Template

3. The ‘Create Site Visit Checklist Template’ window is displayed

Create Site Visit Checklist Template =

Site Visit Checklist Template Name™

Description

Figure: Create Site Visit Checklist template

4. Give the site visit checklist template a name and, if desired, a description.

Note: We recommend providing a description whenever possible, especially when you may
have multiple similar checklist templates. The description can assist you in applying the
correct checklist when needed.

5. Press Create and the window will close and the checklist template will appear in the list.

Note: The checklist will be in Draft status initially because we still need to add questions to
the checklist before publishing it for use.

6. Select the new checklist from the list.
7. Click Edit from the menu bar at the top of the grid.
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Site Visit Checklist Templates

© Create Template Z Edit [T] Copy < Publish W Delete

22 Templates ! Seleced
IMV Checklist (Training)
Updated This is the description of the checklist.

19 Apr 2023
admin003@ti.com

Figure: Edit Template
8. The checklist profile will load.

Note: This can also be done by clicking on the name of the checklist in the grid.

+ IMV Checklist (Training) [ pusiih |

S £ Delete

Template Numbering O @

© A0d Sectior

Figure: Checklist Profile

9. Using the toggle switch, indicate if the sections and questions in the checklist should be
ordered and, if so, whether the ordering should be alphabetical or numerical.
10. Press +Add Section and a new section box will appear.

Sectien Purrbanng @

Figure:New Section

11. Give the section a title and, if desired, a description.
12. Press the +Add Question button in the new section.
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Question 1

O e

O You N A

o

Figure: Add Question
13. Type in the question and select the type of question from the dropdown menu.

Note: The selection that you make in ‘Type of Question’ will determine what other elements
need to be selected/completed.

14. When the question is ready, press the Save button in the menu bar at the top of the
screen.

15. Continue adding sections and questions until the checklist is complete.
16. Press Save.
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Publishing a Site Visit Checklist
To Publish a Site Visit Checklist Template, follow the steps below

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from
the navigation links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

L& Team Role Management

Enroliment Tracking

Activity Type/Subtype

Figure: Site Visit Checklist Templates

N

Select the checklist from the list displayed.
3. Press the Publish button in the menu bar at the top of the screen.

Note: This will differ somewhat depending on whether the user selects the checklist in
the list by clicking on the name of the checklist or by clicking elsewhere. Regardless,
the user will need to click on the Publish button and follow the remaining steps.

4. The ‘Publish Site Visit Checklist Template’ window will open.

Publish Site Visit Checklist Template =

i Do you want to publish Site Visit Checklist Template IMV Checklist (Training) ?

| ¥

Figure: Publish Site Visit Template

5. Click Publish . and the checklist will be diqplaypr‘l in.a Published status.in the list
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Site Visit Checklist Templates
© Create Template /' Edit [C] Copy @ Set to Retired
22 Templates | Selected
IMV Checklist (Training)
Updated This is the description of the checklist.
19 Apr 2023
admin003@ti.com

Figure: Published Template
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Retiring a Site Visit Checklist
Note: Once a Site Visit Checklist has been retired, it cannot be re-published. You would need
to copy the checklist and publish the new copy if you needed to use the checklist again.

To Retire a Site Visit Checklist Template:

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from
the navigation links at the left side of the screen.

Fields

Statuses

Lookups

Countries

Regions

Access Management

L5 Team Role Management

Enroliment Tracking

Activity Type/Subtype

Figure: Site Visit Checklist Templates

2. Select the checklist from the list displayed.
3. Press the Set to Retired button in the menu bar at the top of the screen.

Note: This will differ somewhat depending on whether you select the checklist in the
list by clicking on the name of the checklist or by clicking elsewhere. Regardless, you'll
need to click on the Set to Retired button and follow the remaining steps.

4. The ‘Set Retired Site Visit Checklist Template’ window will open.
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Set Retired Site Visit Checklist Template o X

Do you want to set the following Checklist Template to Retired?

Name IMV Checklist (Training)

Status
Description This is the description of the checklist.
Cancel

Figure: Set template as Retired

5. Click Set Retired and the checklist will be displayed in a Retired status in the list.

Site Visit Checklist Templates

© Create Template

22 Templates

IMV Checklist (Training)
Updated This is the description of the checklist.
19 Apr 2023

admin003@ti.com

Figure: Retired Template
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Deleting a Site Visit Checklist
Deleting a site visit checklist can only be done once the checklist has been retired. Please
perform those steps before continuing.

To Retire a Site Visit Checklist Template, follow the steps below

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from
the navigation links at the left side of the screen.

Fields
Statuses
Lookups
Countries
Regions

Access Management

L& Team Role Management

Enroliment Tracking

Activity Type/Subtype

Figure: Site Visit Checklist Templates

2. Select the checklist from the list displayed.
3. Press the Delete button in the menu bar at the top of the screen.

Note: This will differ somewhat depending on whether you select the checklist in the
list by clicking on the name of the checklist or by clicking elsewhere. Regardless, you'll
need to click on the Delete button and follow the remaining steps.

4. The ‘Delete Site Visit Checklist Template’ window will open.

M|
x

Delete Site Visit Checklist Template

Do you want to delete Site Visit Checklist Template IMV Checklist (Training) ?

5. Click Delete and the checklist will be removed from the list.
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Auto-Saving Answers for Site Visit Checklists

When a user is filling out a site visit checklist, their answers will automatically save when they
move on to another question. The screen will refresh between questions and the visit
checklist progress bar will be updated to display the user’s current progress toward
completion.

Incerim-002 Visit Checklist

 Peewers Ty Orsinowy ©O . . Pt ey

Figure: Auto Saving Answers
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Unblinded Visit Type Naming Requirements
Users can indicate that a visit type is unblinded without the necessity of having ‘unblinded’
appear in the name of the visit type.

CTMS ensures all unblinded content is restricted to unblinded team members -

e Site Visits,

e Site Visit Reports,

e Visit Report Content (responses),
e Subject related comments, and

e Unblinded activities/actions.

Collaborative Workspace / Collabor ate Qs OAsa~ A Q ry

mwmwunﬁ"‘um:
Acdress Type Surgery facliey

e -—— —— a0 8w -

Figure: Unblinded Visit Type Naming Requirements
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Studies
Pre-Requisites

Users creating or managing studies in an organization should have CSM user access.
Company administrators must assign CREATE, UPDATE, EDIT, and DELETE permissions to
these users' accounts, enabling them to perform these tasks effectively.

Navigate to Studies.
1. To navigate a studies screen, click on the Studies link in the Navigation menu at the
left side of the screen. It will redirect you to the Studies screen.

Studies

O M 2 Crper T

148 Mraches

Steps to Add Studies
1. To add a study, click on the ‘Add’ button from the top main menu.

Studies

149 Ssudies

I

2. It opens the ‘Create Study’ window.
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3. Enter the mandatory metadata to create a study (Sponsor, Protocol Number,
Protocol Title, Status, Status Date, Primary Product, Phase, Design, and eTMF
Location). These fields are marked with an asterisk (*) next to the field title. You may
also enter any additional information as necessary.

4. Indicate whether this is a blinded trial on the Study Details page. Although you can
update this information after the study has been created, this is your first opportunity
to specify that the study will include a blinded component.

5. If any required fields are missing, an error message will appear when the user clicks
the ‘Create’ button, listing the fields that need to be filled to create the study
successfully.

6. Click the ‘Toggle’ buttons for Virtual Study, Subject Tracking, and Is this a blinded
trial. These fields are optional.

7. To create a study, click the ‘Create’ button. If you wish to cancel the study creation,
click the ‘Cancel’ button.

8. Atfter clicking the Create button the user will receive a confirmation message
regarding the ETMF location. Users need to confirm the location and click on the “Yes,
Confirm” button to proceed further. Please refer to the screenshot below.

o Confirmation s

Confirm that the eTMF for this study is located within USA
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9. Once the user confirms by clicking the Yes, Confirm button, a success message will
pop up on the top left side of the screen, and the newly created study will be available
in the grid view.

v
Studies

O M L by T

149 Stdies
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How to Edit a Study

Navigate to Studies.

1. To navigate a studies screen, click on the ‘Studies’ link in the Navigation menu at the

left side of the screen. It will redirect you to the Studies screen.

Studies
O M 2 Crper

148 Mraches

. Nt e

Steps to Edit Study

1. Click on the check box next to the name of the study and click on the ‘Edit’ button from

the top main menu. Refer to the screenshot below.

Studies

© Add @

150 Studies °

X Export

Selected
Trial Interactive 1  Name

A Health wel...

Dashboard
= Sponsors
UAT Spons..
Programs
K |JAT-003 2
Products a UAT-003 2.0
A Six Doses 2...

Organizations

A Manage Vi...

Contacts
A Subject UA...

Protocol Number

1128-4202022

70320

UAT003-018 2.0

UAT006-004 2.0

UATO18

UAT017 2.0

Status

PROTOCOLFI._
PROTOCOL Fl._

a. The ‘Study Details’ window is displayed.
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1. Make any necessary changes to the Study information.
2. Click the ‘Save’ button for the changes to apply or to discard the changes click on the
‘Cancel’ button.
wssn wit LD - s °
6 uatth web Health well
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Study Settings

Navigate to Studies.

1. To navigate a studies screen, click on the ‘Studies’ link in the Navigation menu at the

left side of the screen. It will redirect you to the Studies screen.

Studies

O M 2 Crper

148 Mraches

. Nt e

Steps to Manage Study Settings

1. Click on the check box next to the name of the study and click on the ‘Edit’ button

from the top main menu. Refer to the screenshot below.

Studies

© Add @

150 Studies °

X Export

Selected

Protocol Number

Trial Interactive 1  Name

A Health wel... 1128-4202022

Organizations

A Manage Vi... UATO18

Contacts

A Subject UA... UAT017 2.0

Dashboard
= Sponsors
UAT Spons.. 703202
Programs
Products A UAT-0032.0 UAT003-018 2.0
4 SixDoses2..  UAT006-004 2.0

Status

2. The ‘Study Details’ window is displayed.
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3. It will redirect you to the study general settings. Refer to the below screenshot.

i ] ¢ 9

reakn well Meas - General
Ll

Monitnrne bndnrrstine =

4. To edit the general study setting, the user needs to click "Edit" in the study settings
window at the top-left of the screen.
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General
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General Settings -]
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5. Make any necessary changes in the "Study Settings General” window.

Health Wall Meds - HWS «

Health weli Meds - General

HW9

General Settings

k Tracede 0

«

0

5. Click "Save" at the top-left of the window.
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Defining Study Partners

1. Click on the Studies link in the Navigation menu at the left side of the screen. This
opens the “Studies” window and the study list is displayed.

e Studies

l oM 2 Coper o
148 Misctes

'
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2. Click on the name of the study to which you want to add partner information. The
dashboard for the study is displayed.
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3. Click on the Study Details in the Navigation menu at the left side of the screen. The
“Study Details” window is displayed.

4. Click on the [+] sigh next to the ‘Partner Information’ to expand that section. Click on
the Edit button in the top-left of the screen. Refer to the below screenshot.
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5 Make the necessary changes in the partner information section.
6 Click the Save button in the top-left of the screen.
©
Vons e L-TAU JO221207-1 556 UAY 1.5 Tridd Interactive
)
| Sw— |
. L=
. €
L] =y

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



@=T R | A L
Eﬂ INTERACTIVE

Trial Interactive CTMS v2.0 User Guide

Version 1.0

Page 150 of 370

Study Dashboard
Navigate to the Studies Dashboard

1. To navigate a Studies Dashboard, click on the ‘Studies’ link in the Navigation menu at

the left side of the screen. It will redirect you to the studies screen.

Studies

oM 2 Crper
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6. Click on the check box next to the name of the study and click on the ‘Edit’ button from
the top main menu or Directly click on the Study name. Refer to the screenshot below.

Studies

© Add I@

150 Studies

2. Export
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Trial Interactive 1 Name

A Health Wel...

Dashboard
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7. It will redirect the user to the Study Details screen. From the navigation pane, Click on
the Dashboard. It will redirect you to the Study’s Dashboard.
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Note: When a user clicks on the Study Name directly. The user will be redirected to the
Study’s Dashboard screen. Refer to the below screen.

Hestth Well s - Health Well Meds - HW2 €«
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8. In the study dashboard we have Study Milestone, Study Enrollment, Study
Enrollment, and Study Activities.

9. In the study milestone window, we have Site Milestones and Country Milestones.
Users can click on the specific milestone as per the requirement. Refer to the below

screenshots.
Health Well Meds - HWS
H Meaich Well Muds - W £ HW Stodas

Study Milestones % X bepent (7 Desaily

E:Eg t y Mitestune Site Milestomes [T] Sise Mitestones Date Type Study Milestanes Study Miestanes Date Type
Cowm £ 1] Status e

10. To apply filters, click on the drop-down arrow from the available fields and select the
appropriate option as per the requirement.
11. To set up a default view, the user can click on the Gear icon from the top left corner.

O Ul O V'V O
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To export the milestone view, click the "Export" button located at the top left side of the

window.
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9. You will be redirected to the Export screen. User will have two options: export as a
PDF document or as a PNG image. Select the desired option by clicking the
corresponding radio button, then click the "Export" button to complete the process.

Export chart options:
s J

Preview
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Note. For Study Enroliment, the Study Enroliment and Study Activities sections users can

perform the same activities to view, export, apply filters, and so on.

Study Milestones

Navigate to Study’s milestone
1. To navigate a Studies Milestone, click on the ‘Studies’ link in the Navigation menu at
the left side of the screen. It will redirect you to the studies screen.

Studies
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2. Click on the check box next to the name of the study and click on the ‘Edit’ button from
the top main menu. Refer to the screenshot below.
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3. It will redirect the user to the Study Details screen. From the navigation pane, Click on
the Milestone. It will redirect the user to the Study’s Milestone.
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4. Users have two options to view Milestone Card view and List view. Select the
appropriate view at your convenience.
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5. To apply a filter, click on the Filter button from the top left side of the screen. Refer to
the below screenshot.
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6. It will display all fields with the drop-down, click on the the drop-down arrow and
select the appropriate option as per the requirement.

Milestones

7. As per the applied filter it user will able to see the results in the grid.

Note: Marking favorite and Exporting will be the same as Contact. To learn How to mark
favorite and export. Click the hyperlinks.

8. To learn how to edit the Milestone, click here.
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Study Countries
Defining and Editing Countries within a Study

1. Click on "Studies" in the navigation menu on the left side of the screen. This opens the
"Studies" window.

Studies
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2. Click on the name of the study in which you want to define countries. This opens the
study's dashboard.
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3. Click on the "Countries" link in the navigation menu on the left side of the screen. This
opens the "Countries" window, and the countries list is displayed.
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4. Click "Add" at the top-left of the screen. This opens the "Create Study-Country"”
window.
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5. Enter the mandatory metadata required to create a region, such as Country, Owner,
Status, and Status Date. These fields are indicated by an asterisk (*) next to their
titles. Enter any additional information, as necessary.

6. Click the "Create" button. The country is created, and the "Create Study-Country"
window is closed.

7. To edit a country, click the checkbox next to the name of the country you want to edit
and Click "Edit" at the top-left of the screen.

Countries
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8. A quick view panel is displayed on the right side of the screen. Make any necessary
changes in the quick view panel.

Countrles

1 Ceumwrmn
United States

9. Click "Save" at the bottom of the quick view panel.

Reviewing and Tracking Country Details

1. Click on "Studies" in the navigation menu on the left side of the screen. This opens the
"Studies" window.
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2. Click on the name of the study in which you want to define countries. This opens the
study's dashboard.
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3. Click on the "Countries" link in the navigation menu on the left side of the screen. This
opens the "Countries" window, and the countries list is displayed.

4. Navigate to the section you want to review on the screen and click on the [+] sign
next to the name to expand it.
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5. Click on the Edit button on the top-left of the screen to make any changes and before
returning, click on the Save button for the changes to apply.

Sedea naiee United States

= =

Creating a Site within a Country
1. Click on Countries in the Navigation menu at the left side of the screen.
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2. Navigate to the country in the list you want to edit and click on it. This opens the
dashboard for the country.
3. Click on the Sites link in the Navigation menu at the left side of the screen.
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4. Click on the Add button in the top-left of the screen. It will open the “Create Site”
window.
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Study Study Country
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5. Fill in the required information and click Create.
a. More detailed instructions regarding this step can be found here.
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Associating an Organization with a Country
1. Select Countries from the menu on the left side of the screen and Click on the name of
the country to which you wish to associate an organization.
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2. Click on the Organizations link in the Navigation menu at the left side of the
screen.This opens the organization window, and the organization list is displayed.
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3. Click on the Add button in the top-left of the screen. This opens the Add Organization
window.
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4. Search for an Organization or create a new one if necessary.
a. More detailed instructions for this step may be found here.

B
@ A — AT
t ey .
.- — ] b
L - b |-

=1

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

@ T R | A L
% INTERACTIVE Page 165 of 370

Associating Contacts with a Country
1. Navigate to the country to which you wish to associate a contact.
2. Click on the name of the country to which you wish to associate a contact.
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3. Click on the Contacts link in the Navigation menu at the left side of the screen. This
opens the “Contacts” window, and the contacts list is displayed.
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4. Click on the Add button in the top-left of the screen. This opens the “Create Contact
in Country" window.
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Note: The search field can be used to locate and select existing CTMS contacts.

5. Here we need to enter the mandatory metadata to create a contact i.e., Organization,
First Name, Last Name, Contact Role, Email Address, and Status, as indicated by an
asterisk (*) symbol next to the field title. Enter any additional information, as
necessary.
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6. If any of the required fields are missing, an error will appear when we click on the
Create button, displaying the fields that need to be filled to create a contact
successfully.

7. Finally, before clicking Create, verify all the fields are entered correctly in the Create
contact window.

8. Create contact in country window closes, contact record is created and displayed in
the list.

9. (Optional) Click Create or Create and Add Another depending on whether you intend
to create another contact right away.
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Study Sites

Study Sites Pre-Requisites

The user who is responsible for creating or managing sites in any study should have CRA user
access. Company administrators will need to assign CREATE, UPDATE, EDIT and DELETE
permissions/privileges to users’ accounts so that they can perform these steps.

Associating Sites within Study
1. Click on the Studies link in the Navigation menu at the left side of the screen. This
opens the “Studies” window and the study list is displayed.

Studies
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2. Click on the study name to which you want to add Sites. The dashboard for the study
is displayed.

3. Click on the Sites link in the Navigation menu at the left side of the screen. This opens
the “Sites” window, and all the sites are listed for the study.
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4. Click on the Add button at the top-left of the screen. This opens the Create Site
window.
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5. Here we need to enter the mandatory metadata to create a site i.e., Site Number,
Principal Investigator, Site Organization, Site Location, Owner, Status and Status
Date as indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.

a. If the site is a satellite site, this is also where you would identify the parent site.
Please note that the parent site will need to already be created and associated
with the study before identifying a site as a satellite site.

b. Select the Primary Site from the dropdown menu displayed next to the toggle
button as indicated by an asterisk (*).

Note: The Site Number field is limited to 5 characters. Satellite sites can either have a
unique site number or they can use the same number as the parent site.
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6. Finally, before clicking Create, verify all the fields are entered correctly in the Create
Site window.

7. Click Create or Create and Add Another depending on whether you intend to create
another Site right away.

Editing a Site in a Study
1. Click on the Studies link in the Navigation menu at the left side of the screen.
2. Navigate to the study you want to access.
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3. Click on Sites in the Navigation menu at the left side of the screen. This opens the
“Study Site” window and the study site list is displayed.
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4. Click on the name of the site you want to edit. This opens the dashboard window for
the site.

5. Click on Site Details in the Navigation menu at the left side of the screen. This opens
the “Site Details” window for the site.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide
Page 171 of 370

Study Site
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6. Click on the Edit button at the top-left of the screen.
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7. Make the required changes in the site details window.
8. Click on the Save button at the top-left of the screen for the changes to apply.
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Study Site
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Associating an Organization with a site
1. Navigate to the Site to which you wish to associate an organization.
2. Click on the Organization link in the Navigation menu at the left side of the screen.
This opens the “Organization” window.
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3. Click on the Add button at the top-left of the screen. This opens the “Add
organization” window.
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4. Here we need to fill the required metadata to create an organization with an address.
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Managing Site Contacts

The functionality here is similar to the improvements described above in the section about
managing the study team. Each contact can have multiple entries as needed to indicate the
various roles that they may play at the site. Importantly, to enter the same person more than
once, there is now a ‘Copy’ option in the menu above the list of site contacts. The system will
verify that you intend to create another record for the same person, especially if you are
doing so to change some detail of their information (for example, someone’s last name might
have changed).

Tracking Informed Consents (ICFs) for a Site

1. Navigate to the Site Details area for the related site. The necessary steps are found
here.
2. Click on the [+] sign next to the Informed Consent to expand that section.
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3. Click on the Edit button in the top-left of the screen.
4. Click on the Add button in the informed Consent section.
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5. Enter site-specific Name and Effective Date.
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6. Click Create.
7. Click on the Save button in the informed consent section to save the record. This
creates site-level ICF for the site.
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Tracking Site Addresses

1. Navigate to the Site Details area for the related site. The necessary steps are found
here.

2. Click [+] next to the site addresses to expand that section.

3. Site location within the site addresses section is displayed as primary address.

4. Site Location is listed as a primary address for the site.

5. Click on the Add button under the Site Addresses section. This opens the Add
Address window.

6. Here we need to enter the mandatory metadata to create an Address i.e., Address
Type, Organization, and Address as indicated by an asterisk (*) symbol next to the
field title.

7. Click on the Save button.

Note: Only addresses associated with the selected site organization are available for
selection.
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Closing a Site
1. To learn how to navigate site details screen, click here.
2. Navigate to the Site details screen and Click on the Close Site option to close the Site.
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Close Site

All data will be locked after the site is closed

Close Site
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Note :Once that button is pressed, a Site Health Card window is displayed indicating the
completion status of the site-related Milestones, Site Visits, Subjects, Activities, and Activity
Plans. This gives the user a chance to locate and deal with any unresolved items before they
become locked.

Study Subjects

Tracking Subjects
1. Navigate to the site to track the subjects.
2. Click on Subjects in the Navigation menu at the left side of the screen. This opens the
“Subjects” window.
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3. Click on the Add button at the top-left of the screen and This opens the Create
Subject window.

4. Here we need to enter the mandatory metadata to create a Subject i.e., Study Name,
Site, Subject ID, Status, Status Date as indicated by an asterisk (*) symbol next to the
field title. Enter any additional information, as necessary.

5. If any of the required fields are missing, an error will appear when we click on the
Create button, displaying the fields which need to be filled to create a subject
successfully.

6. Finally, before clicking Create, verify all the fields are entered correctly in the Create
subject window.

a. Create Subject window closes, and the subject record is created and displayed in
the list.

7. (Optional) Click Create or Create and Add Another depending on whether you intend
to create another subject right away.

Note: Subjects will not be displayed for navigation when Subject Tracking is turned off
within Study > Settings for the study.
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Editing a Subject
1. Click on the Subjects in the Navigation menu at the left side of the screen. This opens
the “Subjects” window.

Study Site
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2. Click on the checkbox before the Subject name or the edit button. A quick view panel
will display on the right side of the screen.
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3. Now, click on the Edit button (pencil icon) in the top-right of the screen. This opens
the “Subject Details” window.
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4. Make any necessary changes to the subject information.
5. Click on the Save button at the top-left of the screen.
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Reviewing Subjects Within a Study
Note: Subjects is only available if the study is tracking subjects within CTMS. This list will be
populated with the current list of subjects for the study.

1. Click on the Studies link in the Navigation menu at the left side of the screen This
opens the “Studies” window and the study list is displayed.

2. Click on the name of the study whose subjects you wish to review. The dashboard for
the study is displayed.

3. Click on the Subjects link in the Navigation menu at the left side of the screen. This
displays all the subjects for the study.

uarI218 Subjects
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Tracking Subjects Visits
1. Navigate to the site in question.
2. Click on the Subjects in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.

3. Navigate to the subject name you want to access and click on it.

4. Click on the Subjects Visits in the Navigation menu at the left side of the screen.
a. This opens the “Subject Visits” window.

5. Click on the Add Visit button in the top-left of the screen.

a. This opens the Create Subject Visit window.

6. Here we need to enter the mandatory metadata to create a subject visit i.e., Visit
Status, Visit Type, Visit Date as indicated by an asterisk (*) symbol next to the field
title. Enter any additional information, as necessary.

7. If any of the required fields are missing, an error will appear when we click on the
Create button, displaying the fields that need to be filled to create a subject
successfully.

8. Finally, before clicking Create, verify all the fields are entered correctly in the Create
subject visit window.

a. Create Subject Visit window closes, subject visit record is created and displayed in
the list.

9. (Optional) Click Create or Create and Add Another depending on whether you
intend to create another subject visit right away.
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Editing a Subject Visit
1. Navigate to the site whose visit needs to be edited.
2. Click on the Subjects in the Navigation menu at the left side of the screen.
a. This opens the “Subjects” window.
3. Navigate to the subject name you want to access and click on it.
4. Click on the Subjects Visits in the Navigation menu at the left side of the screen.
a. This opens the “Subject Visits” window.
5. Navigate to the Subject visit record you want to edit and click on the checkbox before
the Subject visit name.
a. A quick view panel will display on the right side of the screen.
Now, click on the Edit button (pencil icon) in the top-right of the screen.
7. A quick view panel is open on the right side. Make any necessary changes to the
subject visit information.
8. Click on the Save button at the right bottom of the screen.
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Study Organization

1. Click on the "Studies" link in the navigation menu on the left side of the screen. This
opens the "Studies" window.

Studies
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2. Locate the study to which you want to associate an organization and click on it. This
opens the dashboard for that study.
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3. Click on the "s" link in the navigation menu on the left side of the screen.
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4. This opens the "Organization" window, displaying organizations associated with the
study.
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5. Click the "Add" button at the top-left of the screen.

Health Well Meds - HWS »

Health well Meds - Organizations
HwWS

0 add & Expon

Type

2 Organizations

ATE
3

6. It will open the Create organization window. To learn How to create organization click
here.

7. If the organization has already been created, use the search area to locate and select
the organization.
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8. Click "Create"” or "Create and Add Another"” depending on whether the user needs to
associate another organization with this study.

6. To edit an organization, select the organization and click the “Edit” button from the
top menu. A quick view panel is displayed on the right side of the screen. Make any
necessary changes in the quick view panel. Click "Save" at the bottom of the quick
view panel. Refer to the screenshot below.
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9. To remove the organization that is associated with the study, Select the organization.
Click the ‘Remove’ button from the top main menu.
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10. The user will receive the confirmation pop-up, To proceed further click on the
‘Remove’ button or click on ‘Cancel’ to discard it.

Confirmation =

11. To learn how to export the organization, click here.
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Study Contacts

1. Click on the "Studies" link in the navigation menu on the left side of the screen. This
opens the "Studies" window and displays the study list.

i Studies
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2. Click on the name of the study to which you want to associate contacts. The
dashboard for the study will be displayed.
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3. Click on the "Contacts" link in the navigation menu on the left side of the screen. This
opens the "Contacts" window, displaying all contacts for the study.
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4. Click the "Add" button at the top-left of the screen.
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5. The "Create Contact in the Study" window will display.
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6. Enter the mandatory metadata to create a contact, Organization, First Name, Last
Name, Contact Role, Email Address, and Status, as indicated by an asterisk (*) next
to the field title. Enter any additional information as necessary.

Note: When creating a contact record with at least one phone number, designate one number
as the primary number.

7. To learn how to create a contact, click here.

Note: The search functionality can be used to search for addresses.
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8. Before clicking "Create," verify that all fields are entered correctly in the "Create
Contact in the Study" window.

9. Click "Create"” or "Create and Add Another" depending on whether you intend to
create another contact immediately.
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Note: Contacts can only be created for organizations associated with the study.

10. When editing a contact record from the list, only data that is contextual to the study
can be updated.

11. To edit a contact, select the contact and click the “Edit” button from the top menu. A
quick view panel is displayed on the right side of the screen. Make any necessary
changes in the quick view panel. Click "Save™" at the bottom of the quick view panel.
Refer to the screenshot below.
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12. To remove the Contact that is associated with the study, Select the Contact. Click the
‘Remove’ button from the top main menu.
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13. The user will receive the confirmation pop-up, To proceed further click on the
‘Remove’ button or click on ‘Cancel’ to discard it.
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14. To learn how to export the organization, click here.

Study Team vs Access Permissions

Tl CTMS separates the study team from access permissions for the study. Managing the
study team is done from the Team area at the study level by using the navigation links at the
left side of the screen.
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Some important points to note about managing study team members are:

¢ When someone is added to the study team, they are not awarded access to view
study information in the CTMS. This area is specifically designed to track members of
the team and which role(s) they are fulfilling for this specific study.

¢ Once an entry has been made, the role will not be editable. If you have made an error,
you will need to delete the entry and create a new one. For correct entries, if a team
member moves on to a new role within the study, the study manager should enter an
end date for the old role and create a new entry for the new role. This is to aid in
providing tracking for each study team member and the roles that they may play
throughout a study.
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Managing Study Access Permissions

Users will see an ‘Access Permissions’ button at the top-right of the Study Team area.

Clicking on that button will take you to the Site or Study Settings area as appropriate and the
Access Permissions menu. Users can also navigate directly thereby accessing the settings

area directly.
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Entering Study Settings

Navigate to Studies.
2. To navigate a studies screen, click on the ‘Studies’ link in the Navigation menu at the
left side of the screen. It will redirect you to the Studies screen.

Studies
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Steps to Manage Study Settings
1. Click on the name of the study in the list.
a. The dashboard for the study is displayed.
2. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.
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3. Click Settings in the top-right corner of the study details window. This opens the
Study Settings General window.
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4. Click Edit from the study settings window at the top-left of the screen.

5. Make any necessary changes in the Study Settings General window.
6. Click on Save at the top-left of the window.
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Note: Turning off Subject Tracking will prevent the creation of subject records. Actual subject
enrollment statistics are still rolled up from the site level.

Defining Study-Specific Regions
1. To learn to understand how to navigate to the study setting click here.
2. Click on Regions in the Navigation menu at the left side of the screen. The “Regions
Window” is displayed.
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3. Click on the Add button at the top-left of the screen. This opens the “Create Region”
Window.

4. Here we need to enter the mandatory metadata to create a Region i.e.,, Region Name,
Countries as indicated by an asterisk (*) symbol next to the field title. Enter any
additional information, as necessary.
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5. Click Create or Create and Add Another depending on whether you intend to create
another Region right away.
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Note: To enter the State/Province and Cities values you must select only a single country for
your region definition.
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Editing Study Regions
1. Navigate to the Regions area for the study you wish to edit.
a. The necessary steps are found here.
2. Click on the region name from the list you want to Edit.
a. This opens the “Region Details” window.
3. Click on the Edit button in the top-left corner.
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4. Make any necessary changes in the Region Details window.
5. Click on the Save button in the top-left for the changes to apply.
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Access Permission in Study Settings
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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2. It will open the access permission screen. To add the user click on the Add button.
Refer to the screenshot below.
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3. It will open the Add User Study Access Permission window. User and Access
Permission field are mandatory fields. Other will are optional. Enter other information
as per your requirement.
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List of Invited Users

Add User Study Access Permission o x

lUsers 0 Users®

Set permissions

m Advanced

Access Permission ™ End Date

4. Click on the ‘Add’ Button to add the user. After click on the add button user will
receive a successfully pop-up and the user will be available in the grid. Refer to the
below screenshot.

— e e o

Health Wt Mess - ACCESS Permissions
s

O s 2 ey & e T

Y Uy

=
*]
E

| wiiu OV

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

@ T R | A L
% INTERACTIVE Page 203 of 370

Steps to Edit a User Permission
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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General Setting

2. It will open the access permission screen. To Edit Permission, Select the user from the
grid and click on the Edit button. Refer to the screenshot below.

2. m‘

Casery Mage

3. Here, the user can set permission and change the access permission and end date. The
access permission is the mandatory field. The user should make the changes are per the
requirement.
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Edit Study Permissions =

& Admin 001
= ADMINDO1@ti.com

Set permissions

m Advanced

Access Permission™ End Date

Country Manager x @ v 27 Jul 2024 X B

4. Click on the Save button to edit the user permission or click on the Cancel below to
discard the changes.
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Remove user permission
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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2. It will open the access permission screen. To Remove Permission, Select the user from
the grid and click on the Removed button. Refer to the screenshot below.
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3. The user will receive a pop-up message for confirmation of removal. Click on the
Remove button to proceed further or Click on the Cancel button to discard the
changes.
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Remove users from Access Permissions o x

Do you want to remove USers aoCess Permissions?

User(s) Admin 001

4. After clicking the Remove button, the user will receive a successful removal pop-up
and will disappear from the grid.
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Set as Owner in Access Permission
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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2. It will open the access permission screen. To set a user as an owner, Select the user
from the grid and click on the Set as Owner button. Refer to the screenshot below.

Study
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Fields & CSM 003 m Reader CSM003@ti.com

3. The user will receive a pop-up with who the current owner is and who will be the new
owner. To add the new owner click on the Confirm button.

4. After clicking on the Confirm button. The user will receive a successful pop-up and the
owner will be changed.
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History of Access Permission
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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2. It will open the access permission screen. User need to click on the History button to
check the history and their status. Refer to the screenshot below.
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3. After clicking on the History button. The access permission history page will appear for this
dedicated study. Users can use filter functionality and can export the history as well. Refer to
the screenshot below for a better understanding.
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Access Permission Export
To learn to understand how to navigate to the study setting click here.

1. Once the user is on the Study Setting screen, Click on the Access Permission tab
from the navigation pane.
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2. It will open the access permission screen. Users can export the data. Click on the
export button. Refer to the screenshot below.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

~— R - Trial Interactive CTMS v2.0 User Guide
% INTERACTIVE Page 211 of 370

Change of Principal Investigator (Pl)

3. Navigate to the Site Details area for the related site.

a. The necessary steps are found here.
4. Click on the [+] sign next to the Site Information to expand that section.
5. Click on the Change button in the site information section.

6. A confirmation window is popped up, select Yes in the confirmation window.
a. This opens the “Change Principal Investigator” window.

Note: Use the search box to find the contact.

O
x

Confirmation

I= the new Investigator an existing site contact?

- B3

7. Click on the Save button.
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8. Click Confirm in the Confirmation popup window to save the changes.

Confirmation

You are changing the active Investigator for the ste 12 Anne Wise, by
daoing this you wil be sething the stanus of Anne Wise, 1.5 to Inacthe?

[

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide
Page 213 of 370

Tracking Country Informed Consents (ICFs)

1

2.

o g A

Click on Countries in the Navigation menu at the left side of the screen.

Navigate to the country in the list you want to edit and click on it.

a. This opens the dashboard for the country.

Click on the Country Details in the Navigation Menu at the left side of the screen.
a. This opens the “Country Details” window.

Click on the [+] sign next to the Informed Consent to expand the section.

Click on the Add button in the informed consent section.

Click on the dropdown in the Name field.

a. Study level ICF is displayed and a country-specific ICF can be created.

United States

Select the study ICF from the list and click on the Save button in the informed consent
section.

You can add country-level ICF by adding the name and effective date in the informed
consent section and clicking on the save button.
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Creating a Site within a Country

6. Click on Countries in the Navigation menu at the left side of the screen.
7. Navigate to the country in the list you want to edit and click on it.
a. This opens the dashboard for the country.
8. Click on the Sites link in the Navigation menu at the left side of the screen.
9. Click on the Add button in the top-left of the screen.
a. This opens the “Create Site” window.
10. Fill in the required information and click Create.
a. More detailed instructions regarding this step can be found here.
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Integrated Payments View

TI CTMS has the ability for a user to review high-level payment details when an integration has
been established between TI CTMS and an external payments system. The integration is view-
only in the CTMS and any modifications still need to be made within the originating payment
system.

Having access to high-level summary payment details allows users to provide timely responses
to customers and sites regarding payments without additional navigation to payment-related
systems. Users requiring additional payment-related details and reports can utilize the payment
system link within TI CTMS to quickly navigate to the payment system and perform all payment-
related tasks. Follow the steps below to view the payments related information.

1. Click on the Studies link in the Navigation menu at the left side of the screen.

2. Navigate to the study you want to access.

3. Click on Sites in the Navigation menu at the left side of the screen.
a. This opens the “Study Site” window and study site list is displayed.

4. Click on the name of the site you want to view the payments.
a. This opens the dashboard window for the site.

5. Click the Payments link displayed in the left side of the screen.
a. This opens the Payments window in the center of the screen.

6. The user can apply filters to view the required payments for ‘Awaiting QC’ and ‘New
Request’.

7. The user can also search for a payment ‘Payee Name’ and ‘Invoice Number’. Refer to the
screenshot below.
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Once all of the items are resolved, and nothing is left undone, the ‘Yes, Close’ button is
activated and the site can be closed.
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Study Specific Settings

CTMS v1.5 makes clear to the user when the system/domain level settings are being utilized or
study-defined settings are in use. This improvement ensures the study managers are always
aware of what data is available to users within their study and the impact on the available data
within the study if changing study-specific settings are interacted with. Enhancing the overall
user experience and reducing user confusion.
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Follow the steps below to navigate to the General Settings of the Studies.

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and study list is displayed.
2. Click on the name of the study to which you want to add partner information.
a. The dashboard for the study is displayed.
3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.
4. Click on the Settings button displayed in the top right corner.
a. This opens the ‘Study Settings - General’ window.
5. Expand the General settings window by clicking the + icon on the right side of the
screen.
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7. Click the Always use Study Specific Settings toggle button.
8. Hover the mouse over the ? icon to view the tooltip.
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9. Selecting this toggle button helps the user to not add any custom fields.
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Fields
Follow the steps below to apply study-specific settings for - Milestones, Sites, Studies,
Countries, Subjects, Subject Visits, and Team Members.

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and the study list is displayed.

2. Click on the name of the study to which you want to add partner information.
a. The dashboard for the study is displayed.

3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.

4. Click on the Settings button displayed in the top right corner.
a. This opens the ‘Study Settings - General’ window.

UL UATIZ 1S

5. The left side navigation menu displays new added fields - Fields, Site Visit Types and
Subjects.

Nz General

6. Click the Fields link.
a. This opens the ‘Study Settings - Fields’ window.
7. Click on the Milestones link from the center of the window.
a. This opens the Study Settings - Fields - Milestones window.
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8. Click the Add button displayed in the center of the page to apply domain settings to
the study.
Q

Milestones

a. This opens the Add Domain-level Custom Fields to Study window.
9. Select the checkbox(s) before the Name field and click Add button.
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10. A notification of Success is displayed in the top right corner of the screen.

V]

11. The dynamic added field is displayed with the status in the center of the screen and
‘Study Specific Settings are Applied’ is displayed in the top right corner of the screen.
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12. Select the checkbox of the added dynamic field.
13. This enables the Remove button. Click the Remove button to delete the dynamic field.

Note: Likewise, the user can apply Domain Settings applied to Study for Sites, Studies,
Countries, Subjects, Subject Visits, and Team members. Follow the above steps to add
dynamic fields.

Site Visit Types
With this, the user can apply the Domain Settings to study by - adding a site visit type and
creating a new site visit type. Follow the steps below to apply domain settings to the study.

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and the study list is displayed.

2. Click on the name of the study to which you want to add partner information.
a. The dashboard for the study is displayed.

3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.

4. Click on the Settings button displayed in the top right corner.
a. This opens the ‘Study Settings - General’ window.
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5. Click the Site Visit Types option in the navigation menu at the left side of the screen.
a. This opens the ‘Study Settings - Site Visit Types’ window.

6. Click the Add Site Visit Type(s) button.
a. This opens the ‘Add Domain-level Site Visit Type(s) to Study window.

uenz Ty Site Visit Types

Bty -y e

1 ey e 9 g 2t e g

8. A notification of Success is displayed in the top right corner of the screen.
9. The dynamic added field is displayed in the center of the screen and ‘Study Specific
Settings are Applied’ is displayed in the top right corner of the screen.
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sz ra Site Visit Types
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10. Notice that the ‘Create New button’ is disappeared and is now displayed below the ‘+

Add’ dropdown menu.
11. Click the Create New option from the +Add Dropdown menu.

UATIZAS =

UATIZ LS Site Visit Types

a. This opens the ‘Create Site Visit Type’ window.
12. Enter a name in the Value field as indicated by an asterisk (*).

13. Notice that the Label field displays the same name mentioned in the value field.

14. (Optional) Select the toggle button of Unblinded Site Visit Type.

15. (Optional) Select the Checklist Template from the dropdown menu. The user can

select 1 or all templates from the dropdown menu.
16. Click Create.
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17. The newly added site visit type is displayed in the grid.

18. The user has the ability to Add, Edit, Activate and Delete the Site Visit Types.

19. Click on the checkbox of the site to enable the - Edit, Deactivate (toggle button) and
Delete the site visit type.
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20. Perform the required action.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide
Page 225 of 370

Subjects

User can apply the Domain Settings to study by - adding Subject Statuses, Enroliment
Tracking and Subject Visit Types. Follow the steps below to apply domain settings to the
study.

1. Click on the Studies link in the Navigation menu at the left side of the screen.
a. This opens the “Studies” window and the study list is displayed.

2. Click on the name of the study to which you want to add partner information.
a. The dashboard for the study is displayed.

3. Click on the Study Details in the Navigation menu at the left side of the screen.
a. The “Study Details” window is displayed.

4. Click on the Settings button displayed in the top right corner.
a. This opens the ‘Study Settings - General’ window.

uArtIs UATIZ 1S

5. Click the Subjects option in the navigation menu at the left side of the screen.
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a. This opens the ‘Subjects - Subject Statuses’ window.
6. Click the Add button displayed in the center of the screen.

UAT215 Subject Statuses

a. This opens the Add Domain-level Subject Statuses to Study window.
7. Select a checkbox(s) before the value column and click Add button.

1 Gy emetr etrag v e b

17 Seanuses

‘

8. A notification of Success is displayed in the top right corner of the screen.
9. The dynamic added field is displayed in the center of the screen and ‘Study Specific
Settings are Applied’ is displayed in the top right corner of the screen.
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Subject Statuses
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10. Click on the Enrollement Tracking link in the left navigation menu.
a. This opens the ‘Subjects - Enrollement Tracking’ window.

11. Notice that the newly added subject statuses are displayed in the grid.

12. Here, the user can only select a status by clicking the checkbox and either ‘Activate’ or
‘Deactivate’ a status.

o
Ukt 0% Enrollment Tracking oy 1308 Sarsingt e Aoched ©

: =]
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13. Click the Subject Visit Types option in the left navigation menu.
14. Follow these steps to add the Domain-level Subject Visit Type(s) to Study.
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Organizations
Pre-requisites

Users must have an account with system access permissions that enable them to perform the
following actions:

e Create an Organization

e Edit an Organization

e Activate an Organization

e Deactivate an Organization

e Delete an Organization

e Export an Organization

¢ Import an Organization

e Associate an address to an Organization

e Associate an Organization with a Parent Organization
e Associate a Contact to an Organization

Users with system access permissions can perform the following actions:

¢ Review Studies associated with an Organization
¢ Review Sites associated with an Organization
e Customize Data Export

Creating an Organization

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" located in the navigation link on the left side of the
screen.

2. This action will redirect you to the "Organizations" list where all organizations at the
Global level are displayed.
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Steps to Add a New Organization
3. To add a new organization, click the "+Add" button from the menu bar above the grid.

Trial Interactive

Dashboard
Sponsors
Programs
Products

Studies

Contacts

Organizations

< 601 Records
11 Name
-

= Ireland Pharma

£ Monica S-D

B Samuel Testing Orga..

£ Miracle Hospitals

B samuel Parent Orga...

& Export

Y Filters

Status

e This action will open the "Create Organization" screen.

Create Organization

General Information
MNarmie*

Star Medical

Number

1234567890

Parent Organization

m
i

B 1.3 Therapeut

Type®

Hospital

Status®

New

Cancel

Subtype

LN Central & Local

a8 X v

[ Create and Add Another l

Note: To create an organization, you must enter the mandatory fields Name, Type, and
Status which are marked with an asterisk (*) next to the field title. Other fields are optional.

Step by Step All fields are explained below:
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15. Name: Enter the name of the organization in the "Name" field.

16. Number: Enter the unique number for an Organization.

17. Parent Organization: To add a parent organization to this child organization, click on
the drop-down arrow and select the appropriate parent organization from the list. To
create a New parent organization, click on the “+Create” button. Refer to the
screenshot below.

Create Organization =l

General Information
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18. When the user click on the “Create” button, the screen opens on the same child
organization. To prevent confusion, move the form to one side of your screen and fill
in the information accordingly.
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Note: To create a Parent Organization, you must enter the mandatory fields Name, Type,
and Status which are marked with an asterisk (*) next to the field title. Other fields are
optional.

19. Click on the “Create” button to create a Parent Organization. It will display a pop-up
that the record is successfully created.
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20. The parent organization will now be automatically populated in the parent field of the
child organization. Please refer to the screenshot below.

Create Organization o x

General Information

Name*

Star Hospital
Number
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22. Subtype: Select the subtype that best describes the Organization.
23. Status: Choose the status as your requirement.

24. Primary Contact: To add a contact to the organization, click on the drop-down arrow
and select the appropriate Contact from the list. To create a New contact click on the
“+Create” button. Users can access this link to understand How to Create a Contact.

Create Organization o x

Primary Contact
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Cancel [ Create and Add Another l m

Phone Numbers: Click on "+Add" to input phone numbers. Enter the phone number in the
provided field.

Emails Address: Click on "+Add" to enter email addresses. Enter the email address in the
provided field.
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¢ Notes Message Box: Enter any additional notes regarding the organization in the "Notes"
field.

¢ Include Address: Toggle the switch if you want to include an address. All address related
fields appear. Please refer to the screenshot below.

Create Organization =R

Address Type*

Pharmacy

Search

Q

Primary Address

5N 9/2B, Main Street

Address Line 2

Address Line 3

Towns/City Province/State

Pune Maharastra

Country® Postal Code®

123456784

Cancel [ Create and Add Another l m

Note: To include an address, you must enter the mandatory fields Address Type, Primary
Address, and Country and postal code which are marked with an asterisk (*) next to the field
title. Other fields are optional.
e Search Address: Click on the search icon to search for the address and enter your
address it will show you an auto-populated list.
o After filling in all required fields, you have three options at the bottom of the form.
o Create: Saves the new organization and closes the screen.

o Create and Add Another: Saves the new organization and opens a new screen to
add another organization.

o Cancel: Discards the information and closes the screen.

e When the user clicks on the “Create” or “Create and Add Another” button. This action will
Ccreate an organization and it will display a pop-up
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How to Search for an Organization

Steps to Search for an Organization
e From the navigation links on the left, select "Organizations" to display the
Organizations list.
e At the top of the page, click on the "Magnifying Glass” icon or the “Search” textbox.
e Enter the organization’s name or a related keyword into the search bar.
e Press "Enter" or click on the search icon to begin your search.

Organizations

All ™ +

© Add o Export  © Import

I Star l 7 Advanced All v +I

Trial Interactive

Dashboard
Z 2 Records
Sponsors
1] Name i  Status :  Parent Organization
Programs
B Star Hospita B Star Plus Hospital
Products

B Star Plus Hospital

Studies

= Contacts

Activities Library

Customizing Organization Screen

The procedure to perform the mentioned actions is standard across Organizations and
Contacts.

e Filters: To learn how to apply standard and advanced filters, click here.
e Favourite: To learn how to mark an organization as Favourite, click here.
e Customize Columns: To learn how to Hide, Lock, Manage Visible Columns and Sort

Columns, click here.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

~— R - Trial Interactive CTMS v2.0 User Guide
% INTERACTIVE Page 236 of 370

Editing an Organization

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" tab located in the navigation link on the left side of
the screen.

2. This action will redirect you to the "Organizations" page where all organizations at
the global level will be displayed.
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Steps to Edit an Organization:

There are two ways to Edit an Organization explained below.
1. The first method to edit a specific organization is to click the checkbox next to the
organization name. Then, click the "Edit" button (pencil icon). Refer to the screenshot

below.
Organizations
+
© Add qﬂ @ Deactivate © Delete £ Export

Trial Interactive
+ Add Filter
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= Sponsors 11 Name i Status
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2. The Quick View panel will display in the editable stage on the right side of the screen.
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3. Once the updates are made, click the "Save" button. Refer to the screenshot below.

Second method to edit an Organization

1. To edit an organization to click the organization name directly. This will open the
"Organization Details" page.

B it Star Hospital
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| ©
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2. Note: The “Organization Details” page contains additional fields that are not available
within the quick-view panel (For Example: NPI, Website, etc.)
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3. To edit the organization, click the "Edit" button located on the Organization Details
page. Select the fields you need to edit and make the necessary changes.

o deyn s
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4. Once the changes are made, click the "Save" button to save the updates, or click the
"Cancel" button to discard them.
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How to Activiate Organziations

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" tab located in the navigation link on the left side of
the screen.

2. This action will redirect you to the "Organizations" page where all organizations at
the global level will be displayed.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

Page 239 of 370
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Steps to Activate Organization:

1. Select the organization by clicking the checkbox next to its name. Then, click the
"Activate” button at the top of the grid to initiate the activation process.

Organizations
All +
© Add # Edit © Activate & Delete & Export
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1. A confirmation pop-up window will appear. Click the "Activate" button to proceed
with activation or "Cancel" to discontinue.
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Confirmation x ‘
Do you want to activate the selected Organization? ‘

Cancel Activate

2. Upon successful activation, you will receive a success notification at the top right
corner of the screen.
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3. The status of the organization will now be updated to "Active" and displayed in the
status field of the grid.
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How to Deactivate Organisations

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations™ tab located in the navigation link on the left side of the screen.

2. This action will redirect you to the "Organizations" page where all organizations at the
global level will be displayed.

Steps to Deactivate Organization:
1. Select the organization by clicking the checkbox next to its name. Then, click the
"Deactivate” button at the top of the grid to initiate the activation process.
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Organizations

All +
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2. A confirmation pop-up window will appear. Click the "Deactivate" button to proceed
with activation or "Cancel" to discontinue.

Confirmation x

Do you want to deactivate the selected Organization?

3. Upon successful Deactivation, you will receive a success notification at the top right
corner of the screen.
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4. The status of the organization will now be updated to "Inactive" and displayed in the
status field of the grid.

Associating an Address to an Organization

To navigate to the organization list and view all global organizations, follow these steps:
1. Click on the "Organizations" tab located in the navigation link on the left side of
the screen.

2. This action will redirect you to the "Organizations" page where all organizations at
the global level will be displayed.
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Steps to Associate an address to an Organization.
1. Locate the organization to which you want to associate an address and click on
the organization’s name. It will open an Organization detail page.
2. Click the “Edit” button on the Organization detail page. Refer to the screenshot
below.

Miguel Lopezr =

Miguel Lopez Mlguel LOPEZ
=] IRGANIZATION
Organization Information
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3. Click on the “+Add” button in the Addresses section.
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Addresses
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Phone Numbers

4. Here we need to enter the mandatory metadata to create an address. The
mandatory metadata Address Type, Primary Address, Country, and Postal Code
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which has an asterisk (*) symbol next to the field title. Enter any additional
information, as per your requirement.

Add Address o ox
Address Type*®

Crher X v
Search

Q. India ®
Primary Addrass¥

Testing
Address Line 2
Address Line 3
TowniCity Province/State
Country*® Postal Code®

India X v 41102

Cancel [ Add and Create Another l

5. Here, you have two options to add addresses:
e Add and Create Another: This option allows you to add the current address
and immediately start creating another one.
e Add Address: This option allows you to create only the address you are
currently working on.
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Associating an Organization to a Parent Organization

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" tab located in the navigation link on the left side of
the screen.

2. This action will redirect you to the "Organizations" page where all organizations at
the global level will be displayed.
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Steps to associate an organization with a parent organization, follow the steps

below:
There are two ways to associate an Organization with a Parent organization

1. The first method, locate the organization you want to associate with a parent
organization and click the checkbox beside the organization name and click the Edit
button from the main menu from the grid. This is opem “Quick View” Panel in editable
mode.
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Organizations
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2. Click the drop-down arrow displayed in the parent organization field, and select the
appropriate parent organization.

3. If you need to create a new parent organization, please refer to this link to learn “ How
to create a Parent Organization”.
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4. After creating the parent organization, In metadata, click the "Save" button to save
the changes, or click "Save and Next" to continue editing.
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The second method of associating a parent organization.

1. Locate the organization to which you want to associate a parent organization and click on
the organization’s name. It will open an Organization detail page.

ity STV Tenting Orpantrasios

=9

Te
[ 3]
e

Note: The “Organization Details” view contains additional fields that are not available within
the quick-view panel (For Example: NPI, Website, etc.)

2. Please refer to the "Creating an Organization" section to understand how to create a
parent organization.

3. From the Parent Organization details page, users can view associated child organizations
under the "Related" tab. Refer to the screenshot below.

Samued Parent Organzation *

Samuel Parent Related Organizations

Organizatio..

© amt 2 Exput

1 Organizavens

Reviewing Studies Associated with an Organization

To navigate to the organization list and view all global organizations, follow these steps:
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1. Click on the "Organizations" tab located in the navigation link panel on the left
side of the screen.

2. This action will redirect you to the "Organizations" list where all organizations at
the global level are displayed.

7 Organizations
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To review the studies associated with an organization follow the below steps.

1. Click on the organization’s hame in the list. This opens the “Organization Details”

window.
Star Hospital Star Hospital
Organization Information

m oo

Crntact Infnematinn

2. Click on the “Studies” from the Navigation link on the left side of the screen. This
opens the “Studies” window.
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Decumenting Studies
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Note: To review sites associated with an organization, follow the same process. However,
instead of clicking on the 'Studies' tab from the navigation link on the left side of the screen,
click on the 'Site’ tab to view all associated sites.
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Customized Data Export

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" tab located in the navigation link on the left side of the
screen.

2. This action will redirect you to the "Organizations" page where all organizations at the
global level will be displayed.
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To Customized Data Export, Follow the below steps:
1. Locate the organization you want customize and export click the checkbox beside the
organization name and click on the Export button at the top of the grid.

Organizations

Al o+

© Add © Delete © Import
[ Y Filters

Trial Interactive

¢ Dashboard

< 389 Records  Sslected
1l Name i Status i Parent Organization

B Samuel Testing Orga... B Samuel Parent Orga...

B Samuel Parent Orga..

B uaT-320

Citizen Partners 2.0

& Contacts
B Fastbend Neurologic.
Activities Library
. B Mirror Imaging-2.0
« Activity Plan Templates
B Cinipartners 2.0
Milestone Templates

B 2.0Tnerapeutics
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2. On the Export dialog box, select the file format to export the contacts data. Users can
export Organization in either CSV or XLSX file formats.
For the CSV or XLSX file formats, select either of the following:

o Current Page: This option will export data on the existing page of the
organization screen.

o All: This option will consider all the contact data.

o Custom: Here, specify the number of records to be exported by either clicking
on the up and down arrows or entering the number of records since it is a free
text field.

o Include in Report: Click on the All Addresses toggle button to include
addresses in the exported file.

Note: The Include in Report option is available only if the XLSX file format is
selected.

3. Once the desired file format and the content is selected, click on Export.

Export o x

Format

Content
Current Page
All
(® Custom
Number of records *
72
Include in the Export

All Addresses @

4. Once the export is finished, the system will display a notification message on the top right
corner of the screen stating the data export is completed. Here, click on the Get Job
Results option to download the export file on the local system.
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5. The files will be downloaded the local systems and will display the file formats.
¢ The CSV file will display, just one tab with the contact details.

Favorite [Name Status Parent Or| Type Subtype Primary CiOwner
No Star Hospilnactive  Star Plus FHospital Central & Arya Stark Admin 002
No Star Plus k New Hospital Admin 002
No Samuel Sp New Samuel P¢ Sponsor  Central & Mr Samue Admin 002
No Samuel Te Active Samuel P: Hospital Central & Mr Samue Admin 002
Mo Samuel P: New Hospital Central & Mr Samue Admin 002
MNo UAT-8 2.0 Active Clinic CRA 001
No Citizen Pa Active Partner CSM 001
No Fastbend Active Investigative Site CSM 001
No Mirror Im: Active Partner CRA 001
No Clinipartn Active Lab CSM 001
No 2.0 Therag Active Clinic CSM 001
Mo Brooke's L Pending A Drug Supg Partner CSM 001
Mo Medical M Approved Partner Erin Garne CSM 001
Mo Clinical W Active IRB/EC Jacob Rob CSM 001
No Delta Co. ! Active Partner John Jacol CSM 001
No Atlas Supp Active Supplier Jack Smitl CSM 001
Mo Acme IncActive Partner CsSM 001
MNo Acme Inc . Active Investigative Site  Barbra M: CSM 001
No Subject Se Active Sponsor Hope Weisser
No Subject Ce Active Clinic Hope Weisser
I Organization (by admin002_ti.co I @

The XLSX file will display the following two tabs:

e Metadata: This tab has details like the time of export, name, and email of the person
who initiated the export, and time zone.
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Metadata

Exported On: 2024-07-17 01:39:42 PM
Exported By: Admin 002 (ADMINO02@ti.com)
Time Zone: (UTCZ) Greenwich Mean Time

| Metadata | Crganizations |

e Organization: This tab has the organization details.

Import Data

To navigate to the organization list and view all global organizations, follow these steps:

1. Click on the "Organizations" tab located in the navigation link on the left side of the
screen.

2. This action will redirect you to the "Organizations" page where all organizations at the
global level will be displayed.

3. To import the data, Click on the import button.

Organizations

+

o ke

4. It will open the import window, Click on the “Download Template” button, this is the
sample file as an example. Refer to the below screenshot below.
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1. Upload your file

Drag & Drop or Select a Flle

(=3

5. Read the instructions carefully, Click on the “Select a file” link and choose the file or you

can drag and drop the file.

TU (2 gt ot e g (b

o> Marageret

6. Click the “Import” button.
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Contacts

Pre-requisites

Users with Company Administrator and Study Manager roles have the right to the right to
Create, Assign, Edit, Update, and Delete contacts. The contact creation process can be
carried out from Contacts and Organizations but the process remains the same for both.

Levels of Contact Creation in the Application

There are multiple levels of creating and managing a contact.

e Global level: If a contact is created at the Domain level it can be accessed and used
anywhere in the system.

e Sub-level: The other way of creating and managing a contact is at their respective
sub-level i.e., Site, Organization, Product, etc. Contacts may be used at the level at
which they are created and any lower levels of the data hierarchy.

Contact Sponsor Organization

Create Manage

Create Manage

%‘

Create M Tracking

[
>
[
Q
(9]

%¢

Create Manage Tracking

}‘

Create Manage Tracking Subjects  Site Visits Visit Docs

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide
Page 257 of 370

Creating a Contact

To navigate to the contacts list and view all the contacts, follow these steps:

1. From the left-hand navigation links, select Contacts.
2. It directs the user to the Contacts screen where contacts are displayed at a global
level.

= Trial Interactive

Figure: Select Contacts

Steps to create a contact

1. Click on the +Add button on the top menu bar from the Contacts screen.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

Page 258 of 370
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Figure: Create a new contact

2. On the Create Contact window, fill up the following mandatory information into the
respective fields to create a contact. Certain fields are optional but are recommended
to be filled.

Note: Fields highlighted with a red asterisk (*) mark require a mandatory update.

Prefix: Enter the prefix (e.g., Mr., Mrs., Dr.) if applicable.
First Name*: Enter the first name of the contact. E.g., Miguel
Middle Name: Enter the middle name if applicable.
Last Name *: Enter the last name of the contact. E,g., Lopez
Suffix: Enter the suffix (e.qg., Jr., Sr., lll) if applicable.
Job Title: Enter the job title of the contact if applicable.
Email Address: Enter the email address of the contact. Entry of an email
address is recommended for better communication.
h. Status*: Select the status of the contact from the dropdown menu. A tooltip
showing the status meaning is visible for each status.
i. New
ii. Active
iii. Approved
iv. Do not use
V. Inactive
vi. No longer needed
vii. Pending Approval

@=*oa0oT

i. Phone Numbers: Click on the +Add button to include phone numbers for the
contact.

j-  Include Address: Toggle the switch to include the address for the contact.
Enter the address details if the switch is turned on.
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Create Contact O x

General Information

Prefix First Name™® Middle Name
Last Name™® Suffix
Job Title
e
Email Address Status™
New 0 x v

Phone Numbers

© Add

Include Address

Cancel Create and Add Another ] m

Figure: Add contact details

3. Once all the required details are entered and verified, the user can perform the
following actions.

e Clicking on the Create button saves the contact details.

e Clicking on the Create and Add Another button saves the contact but enables the
user to add another contact there itself since the Create Contact screen will
remain intact.

e Clicking on the Cancel button will cease the contact creation process.

4. Once the contact is successfully created, it will appear on the Contacts screen.
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Figure: New Contact
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Editing a Contact

To edit a Contact, follow the steps below.

1. Click on the checkbox before the contact name.

2. Click on the Edit (pencil) icon and it opens a quick view panel on the right side of the
screen.

3. Make the required changes to the contact information in the panel.

4. Once all the changes are made and verified, click on the Save button.
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Figure: Editing a Contact

Note:

e Clicking on the Save & Next button saves the contact’s edited details and the quick
view panel displays details of the contact next in the list.
e Clicking on the Cancel button, will discard all the edits and updates.
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Additionally, the contact details can also be edited by clicking on the contact nhame which wiill
open the Contact Details page.

Vgimd Luwet 4 Miguel Lopez
' [==]

Gervernl Indarmatiar 2

i

Figure: Edit contact on the Contact Details page
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Deleting a Contact

To delete a contact from the existing contact list, follow the steps below.

1. Click on the checkbox beside the contact name, to select a contact to delete.
2. Click on the Delete icon in the top menu bar.

Contacts
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3. Once the user clicks Delete, a dialog box prompts the user to confirm the
contact deletion. Click on Delete to remove the contact from the list.
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Figure: Contact deletion confirmation message
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Merging Contacts

To merge contacts, follow the steps below.

1. Select two or more contacts by clicking on the checkboxes for each contact.
2. Click on Merge from the top menu bar.

Contacts
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Figure: Merge Contacts

3. The Merge screen will display the main contact resulting from the merge and the
selected contacts. By default, the main contact information is populated using
information from the Contact 1 column.
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Figure: Contact 1 as the main contact
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4. To merge specific details from Contact 2, click on the individual radio button for
each entry.
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Figure: Merge individual entries from Contact 2

5. To merge all the details from Contact 2, click on Select All. Once all the entries
required to be merged selected and reviewed, click on the Merge button.
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Figure: Merge all entries from contact 2
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6. Once the user selects Merge, the Merge Contacts confirmation popup displays
certain actions that cannot be undone and prompts the user to read those before
confirmation. (Refer to the image below to read all actions that cannot be
undone)

7. Click on Merge once all the details about actions that cannot be undone are read
and confirmed.

Merge ooX
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Figure: Merge Contacts confirmation popup
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Exporting Contacts

To export contacts, follow the steps below.

6. On the Contacts screen, click on Export from the top menu bar.
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Figure: Select Export

7. On the Export dialog box, select the file format to export the contacts data. Users can
export contacts in either CSV or XLSX file formats.

8. For the CSV or XLSX file formats, select either of the following:

o Current Page: This option will export data on the existing page of the Contacts
screen.

o All: This option will consider all the contact data.

o Custom: Here, specify the number of records to be exported by either clicking
on the up and down arrows or entering the number of records since it is a free
text field.

o Include in Report: Click on the All Addresses toggle button to include
addresses in the exported file.

Note: The Include in Report option is available only if the XLSX file format is
selected.

9. Once the desired file format and the content is selected, click on Export.
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Figure: Export contacts file formats

10. Once the export is finished, the system will display a notification message on the top right
corner of the screen stating the data export is completed. Here, click on the Get Job
Results option to download the export file on the local system.
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Figure: Get Job Results
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11. The files will be downloaded the local systems and will display the file formats.
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Figure: Exported files in CSV and XLSX file format

The CSV file will display, just one tab with the contact details.
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Figure: CSV file export
The XLSX file will display the following two tabs:

e Metadata: This tab has details like the time of export, name, and email of the person
who initiated the export, and time zone.
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Figure: XLSX file-Metadata tab

e Contacts: This tab has the contact details.
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Figure: XLSX file-Contacts tab
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Importing Contacts

To import contacts in CTMS, follow the steps below.

1.  On the Contacts screen, click on Import from the top menu bar.

Contacts
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Figure: Select Import

2. On the Import screen, perform the following to import contact data. Refer to the
numbers on the screenshot and follow the steps accordingly.
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1. Download Template

1]

2. To ensure successful file iImport the following rules should be followed: o

<Flrst Name> <Last Name> «<Status>

3. Upload your file

o || O

Figure: Import contacts process

—

Click on the Download Template button to get a specimen of the required format.
2. Enter the required details into each column by adhering to the naming convention,
date, and custom field-related rules. Refer to the steps detailed in the Contacts
import template.
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Figure: Contacts import template-Import Guidance

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

Page 275 of 370

A B 5 D E F G H 1
Prefix First N\ame Middle Name Last Name Suffix Status Preferred Languages Preferred Communication Methoc NPI

RN NERE- T R SRRy

MMM R e == =P e
REEREEBEESELRERREE

Figure: Contacts import template-Contacts

3. Upload the file in .xIsx file format either by selecting the file or using the Drag & Drop
functionality.
4. Click on Import once the file is successfully uploaded.
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Contacts Views
Creating a Contact View

To create a Contact View, follow the steps below.

1. Click on the All hamburger icon and select Save as New View.

222 & @
Contacts
aIE +
& Save as New View
c . -
Trial Interactive View'sActions
— R Close View |
[ pre——
— 1 View Details -
Dashboard 7 .
o Sy Copy link to View
Sponsors Add to Favorites
Programs
B
Products
&
Studies
Organizations &

Figure: Save as New View

2. On the Save as New View screen, specify View Name, Description, and Sharing
Options-Private or Public. For Public, it is possible to set it as a default view by
enabling the Set as Default toggle button.
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Save as New View X

View saves Filters, Column Customization, and Content View by default (list or
card) if there are any

View Name™®

Latest Contacts View

Description

Latest Contacts view for reference.

Sharing Options

& Private

Only | can see and use this view

) & Public

Set as Default @

Figure: Save as New View Configuration

3. Once all the details are entered and configured click on Save View and it will
appear on the Contacts home screen.
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Figure: New contacts view on the home screen

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

~— R - Trial Interactive CTMS v2.0 User Guide
% INTERACTIVE Page 279 of 370

Accessing View’s Actions

The View’s Actions allow performing the following actions with the newly created contacts
view as well as the default view.

1. To access View’s Actions, click on the hamburger icon for either the newly created
or the default view.

Contacts

All Latest Contacts View : <

& Save as New View
© Add Export
View's Actions

Trial Interactive

® Close View
i Vi flters
1 View Details
Dashboard |
2 301 Re % Copy link to View
e Add to Favorites
14

Figure: Accessing View’s Actions
The following Views’s Actions are available

e Close View: Selecting this option will permanently delete the view

o View Details: Selecting View Details will open a panel with all the view details.
Clicking on the edit (pencil) icon will allow editing of the view details.

e Copy link to view: This option will copy the link of this view and enable opening the
same view in another tab of the browser.

e Add to Favorites: Clicking on the star icon will add the current view to favorites.

This document is proprietary and is protected by U.S. and international copyright laws and trade secret laws. Copyright
© 2024 TransPerfect International, Inc. (TransPerfect). All rights reserved. No part of this document may be reproduced,
copied, adapted, modified, distributed, transferred, translated, disclosed, displayed or otherwise used by anyone in any
form or by any means without the express written authorization of TransPerfect Senior Management and/or Product
Management. Other names may be trademarks of their respective owners.



Version 1.0

Trial Interactive CTMS v2.0 User Guide

@ T R | A L
% INTERACTIVE Page 280 of 370

Adding a View
To add a view, click on the + icon and select the view to apply from either the Favorites tab
or the All views tab.

Contacts

Al

© Add X Export € Import
Favorites 1 All views 2

Latest Contacts View Y Filters

Figure: Adding a new

Note: Creating a contact view and accessing View Actions can also done from Contacts >
View Options.
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All View’s Actions

To access All View’s Actions, from the left-hand navigation pane, select Contacts > View
Options dropdown.

na— Contacts

0 o =]

"t hecanty

Figure: All View’s Actions
Under the All View’s Actions, the following options are available.

1. Manage Views: The Manage View’s screen displays views bifurcated by All Views,
Favorites, Created By Me, and Default. On this screen, perform the following actions.

a. Access all the View’s Actions by selecting an individual view.

b. Filter the records by applying the Created By, Share Options, and Add to
Page filters.

c. Click on +Add to add the view on the Contacts home page.

d. Sort the data in Ascending and Descending order by applying different sorting
criteria.

Favorites  Created By Me  Defauit

Crewtet Ny Shaws Qption Add to Page

1 Viems

Figure: Sort views
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Figure: Manage Views

2. Reset to Default Views Config: Selecting this option will reset all views to the system
default views. Once this option is selected, click on Reset to default on the
confirmation popup

Reset to default? X

A Do you want to reset all views to the system default views?

Cancel Reset to default

Figure: Reset to Default Views Config
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Customizing Contacts screen
Filters

To apply filters to the Contacts view, click on the Filters button to add the Standard and
Advanced filters.
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Figure: Add Filters

Standard Filters

To add the Standard filters, click on +, select the required criteria, and click on Apply.
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Advanced Filters

To add advanced filters, click on Advanced All dropdown > + Add Filter Rule > Add Filter
Rule or Add Filter Group.

Contacts
Latest Contact: View +
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Figure: Apply Advanced Filters
The Advanced filters allow to filtering of the data by applying certain logical operators.

e [For the +Add Filter Rule, select the required option from the Select Field dropdown.
e Select any one of the logical operators.

Important

¢ For the Addresses Active field, the following logical operators can be applied.

Logical operator ‘ Description
Is The address is either active or inactive. Select either Yes or
No.
Is blank The address is blank irrespective of whether it is active or
inactive
Is not blank The address is not blank irrespective of whether it is active or
inactive.

o For other fields, the following logical operators can be applied.

Logical Operator ‘ Description

Is The content in the selected field matches to one entered in
the text field beside the operator field.

Is not The content in the selected field does not match the one
entered in the text field.
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Contains The content in the selected field contains the following words
mentioned in the text field.

Does not contain The content in the selected field does not contain the words
mentioned in the text field.

Starts with The content in the selected field starts with the words
mentioned in the text field.

Ends with The content in the selected field ends with the words
mentioned in the text field.

Is blank The selected field is blank and does not contain any details.

Is not blank The selected field is not blank and has some details entered.

In the example below, the applied filter will display all the records where:
Addresses: Address Line 2 is 134, Red Lion Street, London

e Selected Field: Addresses: Address Line
e Operator:Is
e Text: 134, Red Lion Street, London

Figure: Configure Advanced filters

Furthermore, it is possible to add the And/Or conditions to the filters.

Referring to the above example, an additional filter with a different address line is added.
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Contacts

Latest Contacts View +

Figure: Advanced filters with And/Or conditions

Now, if And condition is applied, the system will display records that have both address lines
i.e., 134, Red Lion Street, London, and 174, Red Lion Street, London

When the Or condition is applied, 134, Red Lion Street, London will be displayed by the
system, as the initially configured filter takes precedence over the others.

Note: The same conditions apply to the Add Filter Group.

Once all the criteria and conditions are configured, click on Apply.
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Customize Columns

Hide Column
To hide a column, follow the steps below.

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Hide Column.

Contacts

Latest Contacts View * All -

© Add

2 302 Records

X Export @ Import

A @Gl ~ Advanced All v | <=

Full Name m Status Job Title
: |® Hide Column
g Lock Column
& 122 Manage Visible Columns Head of Medicine
&

Figure: Hide Column

2. The particular column will not be visible on Ul until and unless it is enabled by
accessing the Manage Visible Columns option of any other column.
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Figure: Unhide column
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Lock Column
To lock a column, follow the steps below.

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Lock Column.

Contacts

Latest Contacts View * All +

© Add X Export @ Import

A @Gl # Advanced All v | <=

2 302 Records

Full Name ¢ Status ¢ JobTitle
a © Hide Column
[ & Lock Column
& * 388 Manage Visible Columns Head of Medicine
@

Figure: Lock Column

2. Once the Lock Column option is selected, that particular column will be pinned beside
the favorites column.
3. To unlock a column, click on the ellipsis icon and select Unlock Column.
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Figure: Unlock Column

4. Itis also possible to unlock a column by accessing the Manage Visible Columns screen
and selecting the unlock option.

Vianage Visible Columns o x

Available Columns Set Order

6 Visible

Expand Al habet | 1

SCHOLLANLE COLUMNS

f t w ¥ Hide
pt 1 -l 7 H
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T ¥
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Figure: Unlock column through Manage Visible Columns
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Manage Visible Columns
To access the Manage Visible Columns functionalities, follow the steps below

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Manage Visible Columns.

Note: This option is visible only for those columns visible on the main Contacts screen.

Contacts

Latest Contacts View * All +

© Add X Export @ Import

b @1l ~ Advanced All v | <

2 302 Records

Full Name ¢  Status ¢ JobTitle
& Hide Column
a S
g Lock Column
& ~ IEEE Manage Visible Columns Head of Medicine
&

Figure: Manage Visible Columns

2. On the Manage Visible Columns screen, users can perform the following actions.
a. Sort the available columns in ascending or descending order by clicking on the
Sort By Alphabet arrow.
b. Enter the search term in the Search box to retrieve the desired column name.
c. Click on Unlock or Hide in the Locked Columns section so that the
corresponding actions will be reflected on the main Contacts screen.
d. Drag and place the columns in the desired sequence.
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wisca Enter the search term in search box to retreive a particular
Manage Visible Columns field. Click on Sart By Alphabet to sort the Available 0o X

columns in ascending or descending order

Available Columns / Set Order

Click Unlock to be able to rearrange the column. Click on

6 Visible Hide to remove the column from the main Contacts screen
¥ Expand All | Sort By Alphabet | t LOCKED COLUMNS
Addresses
Favorite
» Billing Address Fields
Clinical Trial Experience Full Name & Unlock @ Hide
Created By Rearrange the columns by dragging and placing the
columns in appropriate order. Click on Lock or Hide to
Created Date SCROLLABLE COLUMNS |customize the Contacts screen
CV Date .
Phone Numbers & Lock @ Hide
Degree
Description Status & Lock @ Hide
(V) Emails
Job Title 8 Lock @ Hide

» Emails By Type

/

Emails & Lock @ Hide
First Name

Check or Uncheck the checkbox for the particular fields to
Hide or Unhide the column on the main Contacts screen

Cancel Apply Changes

Figure: Manage Visible Columns options

[Z] @ cull Name

3. Click on the Apply Changes button and the main Contacts screen will reflect all the
customizations made on this screen.
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Sorting Columns
To sort columns on the main Contacts screen, follow the steps below.

1. Click on the Sort By button situated on the right side of the screen.

2. Click on the +Add Sorting button to add multiple sorting criteria.

3. Select a sorting criteria from the available dropdown options.

4. Select either Descending or Ascending.

5. Click on Apply and the columns will display records based on the sorting criteria
applied.

e e Sort By Created Date A

Created Date v m T Asc i Delete
© Add Sorting o 6

Clear Sorting Cancel

Figure: Apply sorting criteria

6. Additionally, click on Clear Sorting to remove all the sorting criteria and the Delete
icon to remove individual sorting criteria.
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Mark a contact as a favorite

To mark a contact as a favorite, follow the steps below.

1. Click on the mark as favorite (star) icon for a particular contact name.
2. The system displays a success notification once a contact is successfully added as a

favorite.
Contacts
Latest Contacts View * Al +
O Add L Eport © import

A GG 7 Aavanced All v | # |

o 302 Records
Fudl Neme Seatun : Joi: Titke : fmaits : Prinne Numbers
2 Primary: 88

- Head af Mediane Primary: I8

o0«
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Activities Library
Accessing Activities

To access the Activities Library, follow the steps below.

1. From the left-hand navigation links, select Activities Library.

O Add
94 Activities
Trial Interactive 1 Activity Name tatus D bty
Pashboard
“__“ Demo Reports 2 m Action lgem
DONS(
) UATD10 Step1d. BEEEE Acknowledgement REVEC
Prog 1
Prod () Step 7 UATOI1020 m Site Visit ISsue/Acton
1 4 (¥l —
studies £ UATO10 Step 6 2.0 m Protocol Yeviation
rganizaton ) AP2 Activity 2.G m Communication Email
i 1 o P AN
B UATIO At 24 EIEEE  Aocowedgement  IRBIEG
) Approval 2.0 Approval Annual Renewal
= T Plan Templat
£ 10 Acknowledge EEE Acknowledgement REVEC
Milestane Templates

Figure: Accessing Activities Library
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Creating Domain Library Activity Records

To create Domain Library Activity Records, follow the steps below.

1. On the Activities Library screen, click on the Add button in the top-left of the screen.
2. On the Create Activity screen, we need to enter the mandatory metadata to create an
Activity.
Note: Fields highlighted with a red asterisk (*) mark require a mandatory update.
a. Activity
b. Type
Cc. Sub Type
d. Description
3. Click on the Create button once all the mandatory details are filled.

Activities Library

S El B Owhn O 55 A
'Y
94 Actlvities ooics

: Create Activity & 0 X
-

’

B8 8 83 83 8 8 8 83 3 2

Cancel| Create and Add Another m o

Figure: Creating Domain Library Activity Records

Note:

¢ Initially, the Sub Type field is greyed out. Once the user selects a value for the Type
from the dropdown menu the related values for the sub-type appear in the dropdown
menu.

e Click Create or Create and Add Another button and users can add another activity on
the same screen without accessing the +Add button.
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Editing Domain Library Activity Records

To edit Domain Library Activity Records, follow the steps below.

1. Navigate to the activity name to edit and click the check box of the activity name.
2. Click on the Edit button on the top menu bar which opens the quick view panel.
3. On the quick view panel make the required changes
4. Click on the Save button once all the details are edited.
© add [: 8 Delete € Set Inactive m
Type/Subtype O fit Status Al Show Favorites Only
94 Activities :
Reports
0 i \( l brtype Descripbor Madihied Moddier
| ICFTem. | Thisisre. | 20 2022 General Infarmation . =
" m 1 1 CAF "] 1l & ~m
€2 LAl Ach I 1 & Mm ool
£2 seey R sover e ATO1 18 2004 &0
Pocument - ICF Template v
e | acey Deviation A & wim ’
2 AP ALTWE Camemn £l APD Ao 14 jun 2024 & This is required
2 m ACknowd IRS/EC UATO1 jud 2 ' & Am
62 Apy B  ocoa Anno 14 jin 2024 & Fape i e
™ w0a Acknowl |FEE LAY Seri 4 lun 2024 & Hope [SUATOI0S2ep 131.5-Copy  (BAP 1
2 Ma Il L Emat Correnu 0 jan 2024 & Ay Cancel Save & Next
X) v PerPage ‘ 1 $ Next » ° Next >

Figure: Editing Domain Library Activity Records
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Deleting Domain Activity Records

To delete Domain Library Activity Records, follow the steps below.

1. Navigate to the activity name to edit and click the check box of the activity name.
2. Click on the Delete button on the top menu bar which opens the quick view panel.
3. Click on the Delete button on the confirmation popup.

© Add ¢ Edit |0 Delete | € Set Inactive

[TypelSubtype 0filters v [Status All v ] [ Show Favorites Only :')]

94 Activities | Selected

o ! Activity Name Status Type

’ i ‘ Reports | ACTIVE Document

{ Confirmation [ X '

Do you want to delete the selected Activity Template?

|
o

Figure: Deleting Domain Activity Records
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Setting Domain Activity Records to Inactive

To set an active activity record to inactive, follow the steps below.

1. Navigate to the activity name to edit and click the checkbox of the activity name with
an Active status.

2. Click on the Set Inactive button from the top menu bar.

3. Click on Set Inactive on the confirmation popup.

© Add ¢ Edit 10 Delete |< Setinactive e

hypeISub’type Ofilters v ] [Status All v ] [ Show Favorites Only ]

94 Activities | Selected

Activity Name Status Type
. % | [ Reports ACTIVE Document
e Demo Reports 2 Action Item
Confirmation 0 X

Do you want to set inactive the selected activity?

e | D] ©

Figure: Change activity record status to Inactive
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Customizing Activities Library screen

Filters and Sorting
To apply filters and sort columns, follow follow the steps below

1. Click on Filters, beside the search box and apply the following filters.
a. Type/SubType: Select the type or subtype from the dropdown options
b. Status: Select either Active or Inactive
c. Show Favorites Only: Switch the toggle to display records marked as
favorites.
2. To sort the data in ascending and descending order, click on the arrow in the favorites
column header.

Marking an activity as a favorite
To mark an activity as a favorite follow the standard steps detailed in Mark a contact as a
favorite section.
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Activity Plan Templates
Accessing Activity Plan Templates

To access Activity Plan Templates, follow the steps below.

1. From the left-hand navigation links, select Activity Plan Templates.

Activity Plan Templates

© Create Template @ View 2] Copy @ Set to Retired

Status All ~ Level All ~ Classification All ~

Trial Interactive

61 Activity Plan Templates

Plan Name status Classification Description

Dashboard A
ik [@ Hope'sSite ... PUBLISHED

Sponsors
B UATO10 Ste ' UATO10 Step 13 2.0
Program
@ LATO10 Ste... PUBLISHED UATO10 Step 13 2.0
Produ
die 8 UATO10 Ste... PUBLISHED Planning UATO10 Step 13 2.0
Orgamizations 3 UATI10APZ 2., PUBLISHED
% Contacts
Actvities Library = ‘ »>2

Amendment

Milestone Templates

3 Site Docurn PUBLISHED Planning

Figure: Accessing Activity Plan Templates
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Creating Domain Library Activity Template

To create a Domain Library Activity Template, follow the steps below.

1. On the Activity Plan Templates screen, click on +Create Template.

Activity Plan Templates

© Create Template | ® View (2] Copy @ Set to Retired

" Status All v ’ [ Level All v ’ {Dlassification All v ‘

61 Activity Plan Templates 1 Selected

Plan Name Status Classification Description
e

(@ UATO10 Ste... RAFT UATO10 Step 13 2.0

[@ UATO10 Ste... UATO10 Step 13 2.0

(@ UATO10 Ste... Planning UATO10 Step 13 2.0

@ UAT10AP2 2...

Figure: Create Domain Library Activity Template

2. On the General Information screen, fill in the following details
a. Activity Plan Name*: Enter a name for the Activity Plan
b. Level*: Select whether the template is to be created at the Study, Country, or
Site level.
c. Classification: Select the classification criterion from the available dropdown
options.
d. Description: Enter a suitable description for the Activity plan
Status: By default, the template will be in Draft status.
f. Select Parent Plan: Switch the toggle and select a Parent Plan* from the
available dropdown options.
Note: Fields highlighted with a red asterisk (*) mark require a mandatory update.

o

3. Click on Create, and Next Add Activities button once all the details are added.
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Create Activity Plan Template step1 @ 8 x

© General Information
General Information

Activity Plan Name Level

213 Study X v

Descnption

Cancel Create, Next Add Activities

Figure: Domain Library Activity Template-General Information

4. On the Associated Activities screen, perform the following to complete creating the
Domain Library Activity Template.

Create Activity Plan Template Step 2 ® o x

1) General information
Associated Activities

:
a o

© Crente

0 Activities

Activity Na ype Subtype Descnption Modified Moaiflie

Cancel Previous Save Activities

Figure: Domain Library Activity Template-Associated Activities
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a. Search Library/Quick Select: Click on the search box and enter the library to
add it to the template. Once the library is selected it gets added to the
template.

Create Activity Plan Template Step 2 @ 8:X

1) General Information
Associated Activities

Q | Browse Activities Library

Lance Frayious | m

Figure: Search Library and Quick Select

b. Browse Activities Library: Click on the Browse Activities Library button to get
a list of all library types. Click on the required library’s checkbox to select and
click on the Add Activities button.
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Figure: Browse Activities Library

c. Create Activity: Click on +Create to create a new activity and enter the
mandatory details into their respective fields.
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Create Activity a x
Activity*
Type* Subtype
v v

Description®

Cancel Create and Add Another |

Figure: Create New Activity

d. Remove Activity: Click on the checkbox of activity to select and click the
Remove Activity button to discard it from the template.
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Edit Activity Plan Template "213" Step 2 ® - x

! ) General Information

Associated Activities

Q Browse Activities Library

1 Activities

Modified Modile

UATOI0S.. | 032024

Figure: Remove Activities

5. Once all the details are entered click on Save Activities.
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View Published Template Details

To view the published template details, follow the steps below.

1. Select an activity plan template in the Published state and the View icon becomes
visible in the top menu bar

2. Click on the View icon.

3. View the General Information and Associated Activities details on the View Activity
Plan Template screen.

Activity Plan Le‘mplates

O Create Template [® View | #icopy Pl @ SettoRetied 1 Dulvie c
[’ﬁmm '] ['—"'"““"’] View Activity Plan Template "Budget - Initial” step1 @ n X ‘
21 Activity Plan Templates © ‘<lecni Q
Plan Name satus § © General Information
= ; General Information
= Assoclated Activity Plan Name Level '

4
@ Country 5ta... _ ‘ Activities Budget - Initial Site
@ Hope's Cou... cl at
@ Hopessiee. (RGN s
{8 Protocol A, _ First budget for a site
@ protocal A [ rmisnes |
4 Putlsmast Ples Status !
EN |
B oo (D :
‘ Select Parent Plan
@seanual (RN '
|
@ see vocum.. (SR

Figure: View Activities Plan Template
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Editing Activity Plan Templates

To edit an Activity Plan Template, follow the steps below.

Method 1
1. Select a plan by clicking on the plan tile.
2. Click on the Edit icon from the top menu bar.
3. On the Edit Activity Plan Template Window, access the General Information and
Associated Activities screen to make edits and save the changes.

© Create Template | £ Edit | @icopy @ Publish @ seciidiced B Delete o

| status A - | [l.wdAll'- | Classification Al ~ |

Edit Activity Plan Template "Tempoerary Template"  Step2 ® o X

1) General Information

Associated Activities

Q Browse Activities Library

O Create

0 Activities

3 e

@ s s

qten Cancel Previous Save Activities 0
20 v PerPage

Figure: Edit Activity Plan Template-Method 1

Note: Do not click on the plan name since it directly opens the Edit Activity Plan Template
screen which is another method to edit an activity plan.
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Method 2
1. Select an activity plan by specifically clicking on the plan name.

© Create Template ¢ Edit ] Copy < Publish @ Delete

_Status All v ’ ‘ Level All v ’ ‘Classification All v |

64 Activity Plan Templates 1 Selected

Temporary Template Status Classification Description

= 93
= 92
®

d

UATO010 Step 13 2.0

Figure: Select plan name

2. Click on the Edit (Pencil) icon on the View Activity Plan Template.

View Activity Plan Template "Temporary Tempiate‘ step1 @ = B

© General Information
General Information

2 ) Associated Activities

Activity Plan Name Level

Temporary Template tudy
Classification

Amendment Close-out

Description

Status

Next Activities

Figure: Select the Edit icon
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3. On the Edit Activity Plan Template Window, access the General Information and
Associated Activities screen to make edits and save the changes.

Edit Activity Plan Template "Temporary Template” Step2 O @ 0O X

1) General Information
Associated Activities

© Associated Activities —
a

© Create

0 Activities

Acti Iype Sub Des Mo Mo

Cancel Previous i I

Figure: Edit Activity Plan Template-Method 2
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Publishing Activity Plan Templates

To publish an activity plan, follow the steps below.

1. Select an activity plan in the Draft state.
2. Click on the Publish icon from the top menu bar.
3. Click on Publish Plan Template on the Activity Plan Template Review screen.

© Create Template ¢ Edit (] Copy |€* Publish | @ Setto Retired W Delete

[Status All ~ J [Level All v ] [Classification All v ]

64 Activity Plan Templates | Selected

Plan Name Status

Activity Plan Template Review ? X
[@ Temporary ... I
i
& m
Template Name  Temporary Template
.d 'T.!ﬁl “ = Level Study
H. P e | DRAET Classification ~ Amendment, Close-out y

w

g 1 PUBLISHED

PUBLISHED

- W= m—

B L TEny Q Cancel Publish Plan Template o

Figure: Publishing Activity Plan Template

;
TIE

e Activity plans with Draft status can only be published

e |If no activities are associated with the Activity Plan Template, the Information
notification popup displays the related message and prompts the user to add activities
to the plan.
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Information 4

This activity plan template has no activities. Please add activities to
publish the plan.

Figure: Information popup prompting to add templates
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Retire Activity Plan Templates

To retire an active Active Activity Plan Template, follow the steps below.

1. Select any Activity Plan Template in the Published state.
2. Click on the Set to Retired icon from the top menu bar.
3. Click on the Set to Retired button on the Set to Retire confirmation screen.

O Create Template ® View @1Copy < runis | @ SettoRetired | © Delere

[ status All - | [Level All - | | classification All - |

64 Activity Plan Templates | =l ,

| Set to Retired (= JB°¢
Plan Name Status
B Temgwy .

Lo
@ |
@ Lo ]

@
©oerwn (R
@ EEE

o e
e -
0 s ot

Cancel Set to Retired e

20 v PerPage

Figure: Retire Activity Plan Template
Note:

e Only Activity Plan Templates with Published status can be retired.
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Copying Activity Plan Templates

To copy an Activity Plan Template, follow the steps below.

1. Select a plan by clicking on the tile.

2. Click on the Copy icon from the top menu bar.

3. On the Copy Activity Plan Template, modify or verify the General Information and
Associated Activities details and click on Save Activities.

Activity Plan Témplga’tes

© CreateTemplate  # Edit O Publish @ et o seie: B Deleta | @ 5o

| Status All - | | Level Al - | @ Copy Activity Plan Template R Step 2 ® o x

65 Activity Plan Templates | i

Plan Nume Status 1) General Information A
) Associated Activities f

e L " | ]
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@ o= Ot |
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Weww . B TN, AT e |
O e EX ‘ . - T B ks F
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. | - ; ]
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Figure: Copy Activity Plan Templates
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Associating Activity Plan Templates to a Study

To associate an Activity Plan Template to a Study, follow the steps below.

1. From the left-hand navigation links, click on Studies.
2. Select a study by clicking on the study’s name.

© Add . Export
Status All v Show Favorites Only Show Draft Only
Trial Interactive
150 Studies
l Name Protocol Numbet Status State
Dashboard
& 1234567889 Draft
SpPOoNsors
Programs A UATS. 2.07032024 Draft
Products X UAT-O R ey R o
i UATO003-018 2.0 Draft

& Six Do.. UAT006-004 2.0 Published

Organizations

Figure: Selecting a Study

3. On that Study’s screen, navigate to the left-hand navigation links and select Activity
Plans.
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Figure: Select Activity Plans

On the Activity Plans Template screen, click on the Templates tab.
Click on +Add > +Associate buttons.

o p

Activity Plans

Plans InUse  Scheduled Plans | Templates 0

B Associate o

OCreate lates

Figure: Select the Templates tab and access the Add and Associate buttons
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Note: To Create a new activity plan for the study click on +Add > +Create and follow the
steps detailed in Creating Domain Library Activity Template section.

6. On the Associate Activity Plan Template to Study, select activity plans by clicking on

their respective checkbox.
7. Click on Associate once the required activity plans are selected.

0
X

Associate Activity Plan Templates to Study "Health well"

elect the activity plan templates you would like to use for the study

J B s Paw x UATO10Step 132.0 x X v

| Level All ~ Classification All

21 Activity Plan Templates

° Plan Name Classification Description Level Activities

D e i o B site
[ UATO10Step 1320 UATO10 Step 13 2.0 @ Country
(E UATO10 Step 13 2.0 Planning UATO10 Step 13 2.0 & Study
B UAT10AP2 2.0 & Study 1
20 v |PerPage ‘ 1 of2 Next »
Cancel Associate o

Figure: Associate Activity Plan Template to Study Screen
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Scheduling Activity Plans

To schedule Activity plans, follow the steps below.

1. From the left-hand navigation links, click on Studies.
2. Select a study by clicking on the study’s name.

Studies

© Add . Export
Status All v Show Favorites Only Show Draft Only
Trial Interactive
150 Studies
l Name Protocol Numbet Status State
Dashboard
& 1234567889 Draft
SpoNSors
Programs A UATS. 2.07032024 Draft
Products A UAT-D PRIy AT O
A UArY UATOO03-018 2.0 Dralt

& Six Do.. UAT006-004 2.0 Published

Organizations

Figure: Selecting a Study

3. On that Study’s screen, navigate to the left-hand navigation links and select Activity
Plans.
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Figure: Select Activity Plans

4. On the Scheduled Activity Plan screen, select the Scheduled Plans tab > +Add

Activity Plans

Plans InUse  Scheduled Plans  Templates

© Add

0 Scheduled Plans

Figure: Scheduled Plans tab

5. On the Schedule Activity Plans for Study screen, perform the following.
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a. Select Templates: Click on Schedule plan or the templates tile to select the
template and click on the Next button.

Schedule Activity Plan for Study: "Health well" Sites step1 @ O O O X

© select Template

Level all ~

Classification All ~

4 Available Templates
+ Schedule plan

@ UATO1...

1
+ Schedule plan
1

Cancel

Figure: Schedule Activity Plan for Study-Select Template

b. Plan Details: On the Plan Details screen, add a suitable plan description and
click on the Next button.
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Schedule Activity Plan for Study: "Health well" Sites Step 2 @© =

4

1) Select Template

s - ' -
. e

24 Jul 2024, 04:591 PM
Admin 001

Parent Plan 0

Activities 1

|

Figure: Schedule Activity Plan for Study-Plan Template

c. Schedule Plan: On the Schedule Plan screen enter the Stie, Country, and Study
Status from their dropdown options and select Schedule.

Schedule Activity Plan for Study: "Health well" Sites Step3 O O @ O X

1) Select Template

Site Status
2) Plan Detalls V
owu‘e P‘an Country Status
v
Study Status
A4

Cancel Previous ] Schedule

Figure: Schedule Activity Plan for Study-Schedule Plan
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Tracking Activities Outside of Activity Plans

To track activities outside of Activity Plans, follow the steps below.

1. From the left-hand navigation links, click on Studies.
2. Select a study by clicking on the study’s name.

© Add . Export
Status All v Show Favorites Only Show Draft Only
Trial Interactive
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Figure: Selecting a Study

3. Click on Activities from the left-hand navigation links
4. Click on the +Add button on the Activities screen.
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Figure: Select Add Activities

5. On the Create Activity Window, fill in all the mandatory details.
6. Click on Create or Create and Add Another.
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Description™®

Cancel Create and Add Another ] e

Figure: Tracking Activities

To edit any activity, follow the steps below

—

Select the activity name and

2. Click on the Edit button on the top menu bar and make the required changes on the
quick view panel.

3. Click on the Save button.
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Figure: Editing Activities outside of the Activity Plan
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Tracking Actions Towards Activity Completion

Some activities associated with studies or sites, especially records of deviations associated
with site visits, may require correction or additional steps associated with their eventual
completion. Users may enter these actions in the right-side menu.

To track activity completion actions follow the steps below.

1. From the left-hand navigation links select Studies > Study Name > Activities. Refer to
the process detailed in the above section.

2. Select the Activity by clicking on the checkbox.

3. On the quick view panel, navigate to the Actions Taken section and click on +Add

Action.
AN +
OAdd ZEdit @ Delets X hpore B Bulk Ede
Y Filters I Activity 101 ’
< 1 Records
fctesity Wamm P Seatus i Type 1 Subtype
A Taker =
D £ Activiey 101 ‘ cres Ackrawdedgemart IRB/EC
|
© Add Action
ti | =
I v Per Page ' 1 ]

Figure: Actions Taken on quick view panel

4. On the Add Action screen, specify the Action Date and Description.
5. Click on the Add button once the necessary details are added.
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Figure: Add Action screen
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Customizing Activity Plan Templates screen
Filters

Click on the Filters icon and apply the Status, Level, and Classification filters by selecting the
available dropdown options.

»Status All v l ' Level All v ’ "Classification All v

66 Activity Plan Templates

Plan Name Status Classification
(@ Temporary ... DRA 92
(@ Temporary ... DR 92
[ Temporary ... AFT 92

Figure: Activity Plan Templates screen filters

Team Management

This section describes about creation and management of users and teams in the application.

Creating Users

1. Click on the User Management link in the Navigation menu at the left side of the

screen.
a. This opens the “User Management” screen.

2. Click on the Invite button in the top-left of the screen.
a. This opens the Invite User window.

3. Here we need to enter the required mandatory metadata to create a user i.e., Email,
First Name, Last Name, Global Role as indicated by an asterisk (*) symbol next to the
field title.

4. If any of the required fields are missing, an error will appear when we click on the
Invite button, displaying the fields which need to be filled to invite a user successfully.

5. (Optional) Click Invite or Invite and Add Another or Invite and go to User Profile
depending on whether you intend to create another user right away.
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Editing a User

1. Click on the User Management link in the Navigation menu at the left side of the
screen.
a. This opens the User Management screen.

2. Navigate to the name of the user you want to edit and click the check box before the
username.
a. This opens the quick view on the right side of the screen.

3. Click the Edit button on the top-left of the screen or click on the Pencil Icon in the
quick view panel to make changes in the user account.

4. Make any necessary changes to the user account.
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5. Click on the Save button in the bottom right of the screen, for the changes to apply to
the user account.

Editing a User’s Permissions

1. Click on the User Management link in the Navigation menu at the left side of the
screen.
a. This opens the “User Management” screen.
Navigate to the user whose permissions should be edited and click the check box.
3. Click on the Edit Permissions button in the top-left of the screen.

a. This opens the “Edit Permissions” window.

N

Note: Study membership role is inherited throughout the study team lists and can be
updated on the individual entity level to increase the user’s access.
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4. Navigate through the list of organizations below or use the search box to find the
sponsor.

5. Expand the selected organization and select the appropriate product or study.

Assign the user a specific role associated with that product or study.

7. Click on the Save button the bottom of the edit permission window.

o
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Note: Turning on Invite/Manage Users under Global Permissions will allow for the user to
create and invite users to the system.
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Study Team Management

1. Navigate to the study name and click on it.

2. Click on the Team link in the Navigation menu at the left side of the screen.
a. This opens the “Team” window.

3. Select the username from the list displayed that has the status of PENDING.

4. Click on the Activate button in the top-left of the screen to activate the user.

'
* -
Diagnove

Please note that only study team members listed as Unblinded team members will be able to
see unblinded study data where applicable. An Unblinded Clinical Study Manager may assign
study team members to Unblinded roles but a Blinded Clinical Study Manager cannot.
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Deactivating a User Account

1. Click on the User Management link in the Navigation menu at the left side of the
screen.
a. This opens the User Management screen.

2. Navigate to the user you want to deactivate, click the check box before the username.
a. This opens the quick view on the right side of the screen.

3. Click on the Deactivate button in the top-left of the screen.
a. This opens the Deactivate Users window.

4. Click on the Deactivate button in the Deactivate user’s window.

Note: The reverse of this action can be done to activate a user.
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Resending a User’s Invite

1. Click on the User Management link in the Navigation menu at the left side of the
screen.
a. This opens the User Management screen.

2. Navigate to the user whose invitation you want to resend and click the check box.
a. This opens the quick view on the right side of the screen.

3. Click on the Resend Invite button in the top-left of the screen.
a. This opens the Resend Invite window.

4. Click on the Resend button in the Resend Invite window.

Note: You can only resend an invite to a user with an Invited status.
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Removing Users from a Team list

1. Navigate to Studies screen and click on the name of the study whose team you wish
to edit.

2. Click on the Team link in the Navigation menu at the left side of the screen.

3. Navigate the user you want to remove from a team list and select them.

4. Click the Remove button in the top-left of the screen.
a. This opens the Delete user from a Team window.

5. Click on the Remove button in the bottom of the Delete user from a Team window.
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Access Management

Access Management is more improved, more intuitive user access matrix, clearly stating how
the user will be expected to interact with CTMS data for studies, countries, and sites. With
regard to Study access, the previous user access terminology is still present but will have the
word ‘Deprecated’ after it to indicate that we have moved on to other terminology such as, in
the case of a CRA, ‘Site Editor’, for example.
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Milestones

This section describes about Milestones module in the application.

Important

e The Milestones to studies application in CTMS have undergone some minor changes to
help our users better apply milestones quickly and efficiently to a study.

o CTMS Milestones that are retired at the Global level are retired in all levels of the data
hierarchy. If users want to continue to track a milestone after retiring it at the Global
level, it is imperative to make a copy of the milestone at the Sponsor level or lower
before retiring the milestone at the Global level.

Pre-Requisites
Any users who are responsible for creating and managing Milestones must have been
granted appropriate access rights by the Company Administrator.
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Creating Domain Library Milestone Template

To create a Domain Library Milestone Template, follow the steps below. Refer to the
sequence in the screenshot.

1. From the left-hand navigation links, click on the Milestone Templates which opens the
Milestone Templates window.

2. Click the +Create button at the top-left of the screen.

3. On the Create Milestone template, enter the following metadata details.
Note: Fields highlighted with a red asterisk mark (*) require a mandatory update.

a.

b.
C.

Level*: Specify whether the milestone is to be created at a Study, Site, or
Country level by selecting the option from the dropdown.

Milestone Name*; Enter a name for the milestone template.

Classification: Select the classification criteria from the available dropdown
options.

Description: Enter a suitable description for the template

Set Parent Milestone Template: Turn on the Set Parent Milestone Template
toggle to add a parent template for the current template. Select a template
from the available dropdown options.

Countries: The Countries field is only visible if the template is created at the
Site or Country level. Select the countries from the available dropdown
options.

4. Click on Create once all the necessary details are entered in the respective fields.
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Figure: Creating Domain Library Milestone Template

5. The newly created template is visible on the Milestone Templates screen.
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Figure: Newly created milestone template

Note: If any of the mandatory fields are missing and the user clicks on the Create button an
error will appear prompting the user to review the necessary fields.

ot
S m

Figure: Mandatory fields error
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Creating a Study Milestone from a Template

To create a Study Milestone from a Template, follow the steps below.
1. From the left-hand navigation links click on the Studies.

2. On the Studies window, click on the name of the study to create a milestone.
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Figure: Selecting a study

3. On the selected studies window, navigate to the left-hand navigation links and click on
the Study Details.
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Figure: Select Study Details
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4. On the Study Details screen, click on the Settings button in the top-right of the
screen.
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Figure: Select Settings on the Study Details screen

5. Click on the Milestone Templates link in the Navigation menu at the left side of the
screen.

6. Click on the +Add button on the on the top-left of the screen.

7. Click on Add From Sponsor.

UAT~003; 20 0D -
UAT-003 2.0 Milestone Templates

STUDY

Milestone Templates ~ Groups
L © Add v
S &+ Add From Sponsor o
©Create New

General

Regions

Figure: Select Add From Sponsor

8. On the Add Milestone Template From Sponsor screen, select the milestone template.

9. Click on the Add button.
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Figure: Add Milestone Template From Sponsor
Additionally, to create a new template, follow the steps below.

1. Click on the Add button in the top-left of the screen and select the Create New option
from the dropdown list.
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Figure: Create a New Template

2. Fill in the mandatory metadata to create a milestone template i.e., Level, Template
Name as indicated by an asterisk (*) symbol next to the field title. Enter any
additional information as necessary.

3. Click on Create once all the details are entered.
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Figure: Save the new template

Note: If any of the required fields are missing, an error will appear when we click on the
Create button displaying the fields that need to be filled to create a milestone template
successfully.
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Editing Domain Milestone Templates

To edit Domain Milestone Templates, follow the steps below.
1. From the left-hand navigation links, select Milestone Templates.
2. On the Milestone Templates screen, click on the milestone template to edit.

3. Click on the Edit button in the top-left of the screen. This opens the Edit Milestone
Template screen.

Milestone Templates

Milestone Templates  Groups

O Create # Edit B Add o Group @ Set to Retired ) Copy
Trial Interactive
Status Published Level All Classification A
! 94 Milestone Templates
1ashboard
pONSars PUBELISHED 9 CDOM
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oduct
[} '
Organizations FUBLISIHED 9 Closeout Site Visit Completed

PURISHED 9 Country #1

Figure: Select a template to edit

4. On the Edit Milestone Template, Make any necessary changes and click on the Save
button.
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Figure: Edit Milestone Template

Note: Users can only edit templates with Draft or Published status.
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Deleting Domain Milestone Templates

To delete Domain Milestone Templates, follow the steps below.

1.  On the Milestone Templates screen, click on the milestone template that needs to be
deleted.

2. Click on the Delete button in the top-left of the screen which opens the Confirmation
window.

3. Click on the Delete button on the confirmation page.

M“estcne Templates Delete Milestone Template o x
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Figure: Deleting Milestone Template

'

" 9 Greenlight

Note: The template needs to be in ‘Draft’ status to be deleted.
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Publishing Milestone Templates

To publish Milestone Templates, follow the steps below.
1. On the Milestone Templates select a template with a Draft status

2. Click on the Publish button in the top-left of the screen.

3. Click on the Publish Milestone Template button in the Please Review Milestone
Template window.

Publish Milestone Template(s)

Do yuu want to Pubsish thisithese] Miestone Termplate|si?
Pubiishing 2 Milestone Tempiatels) makes it avatable for selection and yuse

Temolate Name Greenlweht

Typs  Manual

Cancel Publish Milestone Template(s) .

Figure: Publishing Milestone templates

Note: Milestone Templates with Draft status can be published.
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Retiring Milestone Templates

Milestones at the Global level are retired in all data hierarchy levels. Suppose users want to
continue to track a milestone after retiring it at the Global level. In that case, users must make
a copy of the milestone at the Sponsor level or lower before retiring the milestone at the
Global level.

To retire a Milestone Template, follow the steps below.
1. On the Milestone Templates screen, select a milestone template in the Published state.
2. Click on the Set to Retired button from the top menu bar.

3. On the Set to Reitred screen mention a reason to retire a template (optional), and
click on the Set to Retired button.
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Figure: Retiring Milestone Template
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Copying Milestone Templates

To copy Milestone Templates, follow the steps below.
1. Select a template to copy by clicking on the checkbox of the particular template.
2. Click on the Copy button from the top menu bar.

3. On the Copy Milestone Template screen, click on the Create button.

Milestone Templates

Milestone Templates  Groups

© Create ¢ Edit 1 Delete < Publish |[CJ Copy

‘Status All v ‘ ‘ Level All v ] ‘ Classification All v |
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Figure: Copying a milestone template

Note: The milestone templates displaying both Draft and Published status can be copied, only
one at a time
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Associating Milestone Templates to a Sponsor

To associate a Milestone Template with a Sponsor, follow the steps below.

1. From the left-hand navigation links, select Sponsors
2. On the Sponsors screen, select a sponsor by clicking on the name.

Sponsors
s
© Add . Export
‘ Show Favorites Only ‘
Trial Interactive o
117 Organizations
I Name Status
Dashboard
, g+ @
&

Programs
Products L

Figure: Select Sponsors

3. On the Sponsor Details screen, click on the Settings button on the top-right of the

screen.
B
# Edt A Collapse All DI
Organization Information =

Figure: Access Setting on the Sponsor Details screen
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4. On the Sponsors Milestone Templates, click on the +Add > +Add From Domain
buttons.

Milestone Templates
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Figure: Add Template From Domain

5. On the Add Milestone Template from the Domain window, select one of the
milestone templates by clicking on the milestone templates checkbox.

6. Click on the Add button once all the required templates are selected.
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Figure: Add Milestone From Domain screen
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Defining Sponsor-Specific Milestone Templates

To define sponsor-specific Milestone Templates, follow the steps below.
To associate a Milestone Template with a Sponsor, follow the steps below.

1. From the left-hand navigation links, select Sponsors
2. On the Sponsors screen, select a sponsor by clicking on the name.
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Figure: Select Sponsors

3. On the Sponsor Details screen, click on the Settings button on the top-right of the
screen.
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Figure: Access Setting on the Sponsor Details screen
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4. On the Sponsors Milestone Templates, click on the +Add > +Create New buttons.

Milestone Templates

Milestone Templates  Groups
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Figure: Create new milestone template for the sponsor

5. On the Create Milestone Template from the Domain window, add all the mandatory
details.

6. Click on the Add button once all the mandatory details are entered.
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Figure: Creating new milestone template for sponsor
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Tracking Milestones

To track milestones, follow the steps below.

1. From the left-hand navigation links click on the Studies.

2. On the Studies window, click on the name of the study.

3. On the selected studies window, navigate to the left-hand navigation links and click on
the Study Details.

4. On the Study Details screen, click on the Settings button in the top-right of the
screen.

5. Click on Start Tracking in the top-left of the screen. This opens the Start Tracking
confirmation window.

6. Click on the Yes, start tracking button which will result in all milestones to be applied
and start tracking, not just the selected milestone.

Note: The milestone will not be displayed for tracking at any level until Start Tracking is
clicked for the desired milestone.
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Figure: Tracking Milestones
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Auto Apply

It can be difficult, at times, to remember to apply a newly added or created milestone to a
study. The Auto Apply Templates toggle switch at the top-right corner of the Milestone
Templates screen at the study level. This way, Study Managers can indicate whether or not
milestones should be applied manually, as needed, or automatically once they are published
and added to a study.
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Figure: Auto Apply Templates

Note: This would not apply the template to sites created after this switch is activated. For
future sites, it is recommended to use the scheduler for activity plans.
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Milestone Groups

Users can create and apply groups of milestone templates as needed. Only published
milestone templates may be added to a group. Milestone groups may be set up at the Global
or Study level by users with sufficient access to either level of data.

Creating Milestone Groups
To create Milestone Groups, follow the steps below. Refer to the screenshot and steps for the
sequence.

1. From the left-hand navigation links, select Milestone Templates.
2. Click on Groups on the Milestone Templates screen.

Milestone Templates

Milestone Templates | Groups | @

© Create Group

Tnal Interactive

9 Groups

Rshboard m Milestone Group 1

i m Group 120 99

Contact: W Group1-1.6 99

m H123

Figure: Milestone Groups

3. Click on +Create Group.
4. On the Create a Group screen, fill in the following details.

a. Title*: Enter a suitable title for the group

b. Description*: Enter the necessary description for the group.
5. Click on Create once all the necessary details are entered.
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Figure: Create a Group

6. Once the record is successfully created, users will get a success message and the
newly created group will appear on the Groups screen.
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Figure: Success notification for the newly created group.
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Adding Template to a Milestone Group

To add templates to a Milestone Group, follow the steps below

1. Click on the Milestone Group name (Milestone Group 2)

Milestone Templates

Mileston
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Figure: Adding Template to a Milestone Group

2. On that Milestone Groups screen, templates that are added to that group are visible.
To add more templates, click on +Add.
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Figure: Group Details

3. Click on the respective templates checkboxes to select the templates and then click
on Add.
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Figure: Select and Add milestone templates to groups

4. The screen displays a success notification once templates are added to the groups.
The Group Details screen displays the total number of templates associated with that

group.
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Figure: Milestone template success notification
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Removing Templates from Milestone Groups

To remove templates from a Milestone Group, follow the steps below. Refer to the screenshot
for the sequence.

—

Select a template by clicking on that particular template checkbox.
2. Click on the Remove button from the top menu bar
3. On the Remove From Group confirmation popup, click on the Remove button.

Remove From Group

Do you want to Remove 1 Selected Milestone from Milestone Group 2?

Cancel Remove (3]

Figure: Removing templates from group
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Customizing Milestone Groups screen

Users can apply filters and sorting criteria, as well as customize the screen view of the
selected milestone group.

Filters
To apply filters, follow the steps below

1. Click on Filters situated beside the search box.

2. By, default the screen displays milestones created at a Country, Site, and Study level.
Click on the Level dropdown and select the appropriate option.

3. Click on the Classification dropdown and select the required option.
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Figure: Filters

Sorting
To sort the screen, follow the steps below

1. Click on the Sort By dropdown and select the appropriate sorting criteria. By default,
the Status sorting criteria are applied.
2. Click on the arrow to sort the screen in ascending or descending order.
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Figure: Sorting criteria

View
To customize the screen view, follow the steps below

1. Navigate to the screen customization icons situated beside Sort By dropdown.
2. Select either Grid View or List View.

Note: By default, Grid View is selected.
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Figure: Grid View or List View
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Editing Group

To edit the group, follow any one of the two methods listed below

Method 1
1. From the left-hand navigation links, select Milestone Templates > Groups
2. Select a group by clicking on the group tile.
3. Click on the Edit icon from the top menu bar.

Milestone Templates

Milestone Templates GI'OUPS 0
© Create Group 8 Remove

Tnal Interactive 0
10 Groups
: : m Milestone Group2 96 N (
’ 2] L
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Juct m Milestone Group !
STu
QOrganiz r
Contacts m Group120 99

m Group 1-1.6 99

Figure: Editing Group

4. On the Edit Group Details page, make the required changes to the Title* or
Description*.

5. Click on the Edit button, which will become accessible when edits are made, once the
required details are updated.
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Edit Group Details @ A x

Title*

Milestone Group 2

Description™

Group Testing

The Edit button becomes accessible
once edits are made to the Title and
Description or both

N
Cancel m e

Figure: Edit Group Details screen

Method 2
1. From the left-hand navigation links, select Milestone Templates > Groups
2. Click on the name of a group that needs to be edited which will then open that
particular group's screen.
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Milestone Templates
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Figure: Select the group name

3. Click on Edit Details,
4. Make the required changes on the Edit Group Details screen, and select Edit.
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Figure: Edit Group Details-method 2
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Removing Group
Method 1

1. From the left-hand navigation links, select Milestone Templates > Groups.
2. Select a group by clicking on the group tile.
3. Click on the Remove icon from the top menu bar.

Milestone Templates
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Figure: Removing Group-method 1

4. Click on the Remove button on the Remove Group screen.
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Remove Group O x

Are you sure you want to Remove the Group Milestone Group 2?
Milestone templates will not be deleted, just the group will be disbanded.

Group Name  Milestone Group 2

tion  Group Testing.

stone templates Q6

Cancel Remove o

Method 2
1.  From the left-hand navigation links, select Milestone Templates > Groups
2. Click on the name of a group that needs to be edited which will then open that
particular group’s screen.

Milestone Templates

Milestone Tempiates  Groups
© Create Group  # Edit

Trial Interactive to OB
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Figure: Select the group name

3. Click on the Remove Group button.
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4. Click on the Remove button on the Remove Group screen.
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Figure: Remove Group-method 2
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Accessing Platform Links

To access all the Platform Links, follow the steps below.

1. Click on the waffle icon to expand the side menu bar and select Links.

2. Select the required link

3. Click on the required platform links from the available options and it will open the
specific platforms page.

Trial Interactive

ClinRun

TRI OPRA
Medidata Rave
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TI SSU/eTMF 9
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© Help
Analytics
i; Google 2.0

Figure: Accessing Platform links
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Settings
Users with Company Administrator access to the CTMS will be able to make changes to
settings which impact all users.

Company Name and Logo
Users can change the name and logo associated with their CTMS environment in order to
keep up with the changes that happen over the course of a company’s lifetime.

To do this, users will need to navigate to the Settings area.
To change the Company Logo:

1. While in Settings, hover over the logo at the top-left of the screen and select one of
the available options: Edit or Delete

a. Deleting the existing file will remove it from the company environment.

b. Selecting ‘Edit’ will allow the user to select a file from their computer for
upload. Once the file is selected, it will appear in the logo area at the top-left
of the screen.

Note: The maximum size of the image and the formats supported are displayed
after hovering the image. Refer to the screenshot below.
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To change the company’s name:

1

Navigate to the Settings are and to the General menu.

2. Click the ‘Edit’ button in the menu ribbon at the top of the menu.
a. The menu will become editable.

3. Type a new name for the organization into the “Client Name” field.

4. Press ‘Save’ in the menu ribbon at the top of the menu.

Final Statuses

Users have the ability to indicate which of the available statuses is considered a Final or ‘End’
status.

To set an ‘End’ status:

—

Navigate to the Settings area and click the Statuses menu.

Select the particular area of interest (Programs, Sites, etc.)
a. Note: This is not available for all areas.

3. Select the status which should be indicated as an ‘End’ or ‘Final’ status using the
checkbox.

4. Press the ‘Edit’ button in the menu above the list.

5. Check the box in the ‘Is End’ column (or uncheck the box to indicate a status as non-
final)

6. Press the ‘Save’ button in the menu above the list.
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Custom Fields for Milestones

To create a custom field:

1

2.
3.

© N O

Navigate to the Settings area and select the Fields menu.
Select the sub-type (Activities, Contacts, etc.)
Press the ‘Add Field’ button in the menu above the list of fields.
a. The ‘Add Custom Field’ window will open.
Select the type of field
a. Please note that the steps below may vary slightly depending upon the type of
field chosen.
Press ‘Next’
Give the new field a name and, if desired, a description.
If the new field should be mandatory, check the box next to ‘Required’
Press ‘Next’ and select any other necessary information such as validation options as
required.
Press ‘Create’
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Site Visit Custom Fields related to Visit Types

It is critical to bear in mind that creating a field will not automatically make it available across
all visit types. Itis likely that any one field will not be applicable to all visit types across the
board so, in order to allow for a customized list based on the visit type, once a custom site
visit field has been created, the user must navigate to the Site Visit Types in Settings and
manually choose to add the new field to the associated visit type before it will be applied.

To apply a custom field to a site visit type:

1. Create the custom field using the steps outlined previously.
2. Navigate to the Settings area and go to the Site Visit Types menu.
3. Select the site visit type to be edited and press the 'Edit’ button in the menu above the
list of visit types.
a. The ‘Edit Site Visit Type’ window will open
4. Use the ‘Include Additional Fields’ toggle switch to enable the inclusion of new fields.
5. Press the ‘Add’ button
a. A dropdown will appear in the grid below the ‘Add’ button.
6. Using the dropdown menu, select the appropriate field
7. Press ‘Save’.
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Lookups Field

The term ‘Lookups’ refers to the options found in various dropdown menus throughout the
system. If your group is upgrading to a new version of CTMS which includes additional
standard values, in order to avoid impacting current study data, these values will be added in
an ‘inactive’ status and will need to be manually updated if desired.

To activate a lookup value:

1

2.
3.

Navigate to the Settings area and choose the Lookups menu.

Select the sub-menu to be edited (Activity Plans, Addresses, Contacts, etc.)

Above the list of values is a dropdown menu indicating which field’s values are shown.
Use the dropdown menu to select the correct field.

Select a value using the checkbox and press ‘Edit’ in the menu above the list of values.
Check the box in the ‘Active’ column

Press ‘Save’

Activity Plans
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Favorites

CTMS has the ability for a user to denote a record as a favorite. Users now have the ability to
define a record as a personal favorite within the CTMS or via myTI, and have the indication
displayed within both applications.

The ability to designate a record as a favorite provides users with the ability to quickly locate
items within lists without having to create specific “filtered” views. Favorites can be used
when sorting lists to reduce the number of relevant records displayed.

The user can select the following fields as favorites:

e Sponsors

e Programs

e Products

e Studies

e Organizations

e Contacts and

e Activities Library

Click the star icon to turn it yellow. The selected field is added to favorites with a notification
displayed in the top right corner. Refer to the screenshots below.
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