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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.

Contact
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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.

Study Study Country Site

Upbeat 2.0 ~ United States ~ Closing Test 2.0 ~

Closing Test 2.0 Closing Test 2.0
SITE B Closing Company 2.0 & Timothy Closing, 2.0

¥ Expand All
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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.

Study
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Health Well Meds - Activities
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-
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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

T
»

Trial Interactive

Top Countries @ X Export
Trial Interactive
USA 39.92%
— G

Canada 23.04%
Sponsors
Programs

Germany 20.16%

Products

Studies

Organizations

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

Export chart options:

|(§) PDFDocument = PNG Image |

- Preview

USA

Canada

Germany

39.92%

23.04%

20.16%

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:

Status

Sponsor

Phase

Program

Country

Product

Therapeutic Area

@™o apoo

Portfolio

|:Status All ~ | | Sponsor All ~ | | Phase All ~ | | Program All ~ | |:Country All ~ | | Product All ~ | |:Therapeutic Area All ~

Archived
Closed stand L
Closeout can 2

Enrolling

[#]]

Feasibility

(%))

Maintenance/Enrollment Closed
On Hold
Planned 12

Planning 1

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 ~ | |:5ponsor All ~ | | Phase All ~ | | Program All ~ | | Country All ~ | |:Pror.lu-:t All -~ | |:Therapeuti-: Area All ~

< Aa

- Algeria
k to see details 2

12 LIICK 1O 5e€ O 3 ¥

1 Studies

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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X Export ~

|Status All ~ | |:Sponsnr Al ~ ‘ |Phase All ~ | |Prugram All ~ | ‘:Country Algeria  ~ | | Product All ~

|Therapeuti|: Area All ~ |

- Algeria
1 studies

In Saloh

1 Study

Protocol Study Status Sponsor Program Phase Therape... # Plann... #Plann...
#1234... A stu.. £ spo... Y 105 91
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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 X Export

Group by | Status v Items in chart | 20 v u sl

:Status Planned ~ | |:Spcnsor All ~ | | Phase All ~ | | Program All ~

/7 9 Canceled Pro..  Stu.. Stat.. Spo.. Pro.. #Pl. #PlL.
/— 9 Protocol Fina... &7 _) S Pr.. 1 2
37 Planned ﬁ.\
_—— 10 Postponed wA 2 2 Hfz 3 &
121 #.. P S... Pr... 5 7
Total Studies #3 < S.. Pr.. 7 9
>. B s Pr.. 8 12

~ 18 Enrolling
#5...
20 On Hold _/ - | e 5.

\— 18 Archived

e 10 14

20 v |PerPage 1 o7 Next b

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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Studies
Group by | Status v | Itemsinchart | 20 v
:Status All | S H—v| | Phase All ~ | | Program All ~ |

Status

Spensor 9 Canceled

Phase @ Protocel Fina...

Program
10 Postponed

121

Total Studies

. ~ 18 Enrolling

18 Archived

20 On Held

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.

Dr-:)tcnccl Study Name Status Sponsor Program # Planned Trial...  # Planned Subj...
#7 = Study 0 Sponsor 8 Program 1 1 2

#131 Study 1 Sponsor 1 Program 3 3 5

#255 = Study 2 Sponsor 2 Program 5 5 7

#379 = Study 3 Sponsor 3 Program 6 7 9

#503 9 Study 4 Sponsor 1 Program 2 8 12

#627 = Study 5 Sponsor 3 Program 1 10 14

#751 = Study s Sponsor 4 Program 7 12 16

..... o T - - - - - -

20 ~ PerPage 1 of 7 Next »

Figure: Sort data in ascending and descending order
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5. Additionally, click on the arrow pinned to the study name to open the Study details
page.

6. Click on the Details button to open the modal view of the Studies and perform the
similar functions as listed above.
7. 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.

Note:

e The columns and details in the Study export files are different but the export process
is similar to Exporting Contacts.
e 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 Performance 2 Export
[CRA All ~ ] HStudy 001 Product Sponsors Acme UAT-H v| [Sponsor All ~ ] [Reviewer All ~
Otner Average number of Review Cycles 1

IV /— In Progress 31
' I Canceled 33

‘_‘\...‘I‘I"""/’ N \

s ) Y 50%

N 7 :
709 e {__ 25% 75 e _\ 75% _\ _ 25% /5/@ _\ /_ 25% T5% B
T R / Cr o B Ted BT e
pianned 461 9/11 12/47 106 /155 11/166

Complete on First Submission Currently Rejected PastDue Approved

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 Report=s never rejected / Approved reports Ave rage num ber

/ 0y 5% -
ted 172 = __

i 100% = 0% 100%
\;-* S } - S

9/11 12747

Complete on First Submission Currently Rejected

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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CRA Visit Report Performance 2 Export
Approved

| CRA All v | | Study All ~ | |:5ponsor All v | | Reviewer All v

Visi..  T..l Site Stu... Sp.. Ow... Re.. Pla.. Co.. Visi...  Co... Re... Re...

/-_'-?\25% '.-'5%/":.'_.

\_/u’:" 10-39-:5\?/
117166

Approved 10 ~ | PerPage 0 lof0

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.

Study Milestones o sepon [ELETE

» Configuration
m Country Milestones Site Milestones 3 Selected Site Milestones Date Type 1 Selected Study Milestones None Study Milestones Date Type | Selected

Site Country A Site Status A Site A

[N

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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Study Enrollment & Export
IStatus All ~ l IYear Al ~ l [Month All v l [Country All ~ l [Site All ~ l Subjects axis interval | 5 v

40
Tha charts will display data for the
current year sinca Year and Month ars 35
not spacifisd.

30

25 o
4]
7 (32%) Pending ~, =
& %‘ 20 o
= o
i
22 — 1D{45%) Randarnized 15 £ £ 2 E 2 p
Jotal Subject: 10
5
i / 0
Pl fsted 2 S%ep  Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug  Sep
— - # Planned Subjects Entered Trial # Planned Subjects Entered Treatment
# Planned Subjects Completed Treatment O Rrandomized @ Enrolled
Q Pending

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.

Status ‘ 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.
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Milestone 17 Milestone 26 Milestone 35 Milestone 44
Milestone 2 Milestone 11 i Milestane 20 ‘:1 Milestone 29 I Milestone 38 :
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1 1 1 1 1 1 1 1 1
' I A ' I ' ' ' 1 '
1 1 [ 1 1 1 1 1 1 1 1 T 1
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] 1 1 [ 1 1 [ 1 1 [ 1 1 [
1 1 1 1 1 1 1 1 1 1 1 1 1
1 - — ' ' ' ' ' ' ' ' ' ' ' '
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Planned [ In Progress @ Completed A PastDue o

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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All study Activities

o Filter By

Show All ~

Group By

Status b

Status All ~ | |Typel$uhtype O filters  ~ ‘ ‘owner All v

Date From
Select Date 19 Apr 2024
14(28%) In Prograsz N - 15(30%) Completed

50
Country Total
Activities
/ N\ St125) o Appticast
14{28%) Open

o

18 Jul 2024

14(28%) Open 4

Site Total
Activities

/ 8(16%] Nor Applicabl

- 13128%) Completed

Figure: Activities dashlet

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

Activities
Study General Activities
Group By Filter By Date From
Status v Show All ~ Select Date 19 Apr 2024
Status All v ‘ ‘Typelsubtype ofilters ‘ |owner All v |
Activity Name Status Type Subtype
test Activity 0 Type 0 Subtype 1
14{14%) Not Applicab... —,
\ test Activity 1 [ oren | Type 1 Subtype 2
/ 29{29%) In Proj
test Activity 2 Type 2 Subtype 3
100
- Study 1
test Activity 4 Type 1 Subtype 1
t 5
\ test Activity [ open | Type 2 Subtype 2
- 29 %) Ope:
test Activity 6 Type 0 Subtype 3
10 ~ | PerPage

=

Owner
& User0
& User1

& User2

& User4d
& Users

& User6

o

18 Jul 2024

Responsi...

X Export [ Details
OQu =
Planned Associate...
18 Jul 20...
19 Jul 20...
19 Jul 20...
19 Jul 20...
21 Jul 20...
19 Jul 20...
1 | of 10 Next b

Note:

Figure: Study General Activities view

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.

&
© Add X Export
115 Organizations
Trial Interactive ! Name Status Parent Organization Type
B Subject Services U... Sponsor
@ Dashboard
_ B For Teens Medicin... ACTIVE Sponsor
; B 12th Conference 20 (SN Sponsor
Programs
Products B Twin Ones 2.0 m Sponsor
Studies . United Austrian Tit.. Sponsor
Organizations B Upbeat Animal Tes... Sponsor
# Contacts
] Activities Library
ACTIVE Sponsor
Activity Plan Templates
B Six Sense 2.0 ACTIVE Sponsor
Milestone Templates -
B Upper Training Li... m Sponsor
W Under Transition L... Sponsor
20 v PerPage

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

X Export

115 Organizations

Trial Interactive 1 nName Status

i
7

B subject Services UAT

Dashboard
B ror Teens Medicine 2.0

Sponsors
B 12th Conference 2.0

o I
3 B

Programs
B Twin Ones 2.0 ACTIVE
2. This action will open the “Create Sponsor” Screen.
Sponsors
Create Sponsor o ox
116 Organizations

1 Name General Information Type
Name*

@ Samue ion Sponsar

< @ Subjea Sponsar
Number

o @ ForTee Sponsar

B . e Parent Organization SRETEET

o @ Twino - Sponsor

@ United TwoeT Subtype Sponsor
Sponsor -

@ Upbeat Sponsar

g Status*®

or Seven ! Sponsor
New e x v po

“ @ S5ixDos Sponsar

“ @ SixSen Cancel [ Create and Add Another Sponsor

R | Upper Tramng cimorzo ey Sponsor

“  [@ 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 unigue 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

Mame*

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.

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

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.

o o
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Create Sponsor

Sponsor

Status*

New

Primary Contact

o]

© Create

_@-
& 44 BB CC

& AMATTZ 77T
& ABC DEF GHI
& ACMNE

& Adam Julie

& Adam Julie, 1.3

& Adebaveio Victor

Cancel

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
e

Primary Contact

|
b

=]

& AAAT77 777
& AEC DEF GHI
& ACNE

& Adam Juliz

& Adam Julie, 1.3

Include Address

Cancel

Create and Add Another ]

& LA BECC h =3
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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 Mo BN +1w  123-455-7890 Ext |1}

Emails
© Add

Primary X v Arya@.com 1)

= (= B|I|U |

Include Addrezs

Cancel [ Create and Add Another l

1. 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.

o Success
The Record is successfully created
Sponsors
© Add & Export
117 Organizations
1 Name Status Type Subtype Primary Contact
B Aryastark Spansor
B Samuel Sponsor Testing & B SamuelParent Organization  Sponsor & Wr samuel Saris!
B Subject Services UAT [ Acne | Sponsar
B For Teens Medicine 2.0 =3 Sponsor
Bz ference 2.0 =3 Sponsor
B Twin Ones 20 [ scne | Sponsor
B United Austrian Titra [ 2cmne | Sponsor
B Upbeat Animal Test [ acmne | Sponsor
B Scven Soves 20 =3 Spansar
B sxD [ Acmne | Spansar
B SixSense 20 [ scne | Sponsor
B Upper Training Limb 2.0 [ acmne | Sponsor
B Under Transition Limes 2.0 iy Spansor
B Research Inc. 2.0 &F Sponsor
B United Talent for Medicine .. & Spansor
B Procro Spansor
B snenzs) Spansor
B Training Sponsor20 & B 13 Therapeutics Sponsor
B Lucrezia g Sponsor
[ Astra Wheneca . Sponsor
20 v PerPage 1 of & Next P
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f"ﬂ:,w - SHEiRtE, | Edit Milestone Template 7 7 - 7
- Miracle Hospitals  \]jlestone Tem General Information
£  SPONSOR e
[ scve | Milestone Templates =

Parent Galashegos Pharmaceuticals

Phase 1 Enroliment x X v

6 Milestone Templates ' Scle

Description

' | Set Parent Milestone Template @ DSUR per CA X v
Domain
Manual

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

e 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
o o I:IY‘ -

197 Organtzations
L 1

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 Filters

1 Organizations

| Name Status Parent Organization Type Subtype

B Arya.. B star Plus Hospital Sponsor

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

© Add X Export

117 Organizations

1 Name Status Parent Organization Type Subtype Primary Contact

B Aryastark B star Plus Hospital Sponsor

B samuel Sponsor Te... B samuel Parent Orga... Sponsor Central & Local & Mr Samuel Satish Pa...
B subject Services UAT Sponsor

ﬂ For Teens Medicine Sponsor

B 12th Conference 2.0 Sponsor

E Twin Ones 2.0 Sponsor

B united Austrian Titr. Sponsor

B Upbeat Animal Testi... Sponsor

B seven saves 2.0 ACTIVE Sponsor

B sixDoses2.0 ACTIVE Sponsor

| . . e

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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© Add

[ Show Favorites Only

117 Organizations
1 Name Status

B Aryasta..

B samuel ...

B subject...
B ForTee...
B 12th co..
B Twin On...

&, Export

Parent Orga..  Type Subtype

B star Plu... Sponsor

B samuel ... Sponsor Central & L...
Sponsor
Sponsor
Sponsor
Sponsor

N3dO @

Primary Con...

& MrSam...

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

Show Favorites Only @ J

5 Organizations

1l Name Status

B Aryasta..

B samuel ...

B subject ...
B ror Tee...
B united ...

. Export

Parent Orga... Type Subtype

B starPlu... Sponsor

B samuel ... Sponsor Central & L...
Sponsor
Sponsor
Sponsor

Primary Con...

& MrSam...

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
© Add &, Export
l Show Favorites Only (<]
o
117 Organizations =
=z
! Name Status Parent Organization Type Subtype Primary Contact
B Arya Stark B Star Plus Hosp... Sponsor
B samuel Spons... B samuel Parent... Sponsor Central & Local & Mr Samuel Sati...
D B Subject Servic... ACTIVE Sponsor
B For Teens Med... ACTIVE Sponsor
B United Austria... ACTIVE Sponsor
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.
x
Success
o Added to favorites
Sponsors
© Add X, Export

show Favorites Only

117 Organizations

| N30 O Y

1 Name Status Parent Organization Type Subtype Primary Contact
B Aryastark B star Plus Hospital Sponsor
B samuel Sponsor Testing B samuel Parent Organiza... Sponsor Central & Local & MrSamuel Satish Pawar
] —
B For Teens Medicine 2.0 ACTIVE Sponsor
B united Austrian Titratio.. Sponsor
B 12th Conference 2.0 Sponsor
B Twin Ones 2.0 m Sponsor

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.

x
0 Success
Removed from favorites
Sponsors
© Add 2 Export Y Filters
117 Organizations ()
1 Name Status Parent Organization Type Subtype Primary Contact
B Arya stark B star Plus Hospital Sponsor =
B samuel Sponsor Testing B samuel Parent Organization Sponsor Central & Local & MrSamuel Satish Pawar
[] o
B For Teens Medicine 2.0 ACTIVE sponsor
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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

by

Sponsors

© Add 4 Edit | @ Activate | @ Delete X Export

117 Organizations 1 Seleceed
Name Status Parent Organization

IO R LT N R
B samuel Sponsor Testing B samuel Parent Organization Sponsor
I B subject Services UAT Sponsor

B For Teens Medicine 2.0 ACTIVE Sponsor
B 12th Conference 2.0 ACTIVE Sponsor
B Twin Ones 2.0 Sponsor
B united Austrian Titrations 10... ACTIVE Sponsor
B upbeat Animal Testing 2.0 Sponsor
B seven saves 2.0 ACTIVE Sponsor
B six Doses 2.0 ACTIVE sponsar
B six sense 2.0 Sponsor

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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a
Sponsors
© Add L Export
115 Organizations
Trial Interactive 1 Name Status Parent Organization Type
B Subject Services U... Sponsor
@ Dashboard
B For Teens Medicin... Sponsor
B 12th Conference 2.0 ACTIVE Sponsor
Programs i -
Products B Twin Ones 2.0 m Sponsor
Studies B United Austrian Tit.. m Sponsor
Organizations B Upbeat Animal Tes... Sponsor
& Contacts
macs B Seven Saves 2.0 Sponsor
Activities Library
B Six Doses 2.0 ACTIVE Sponsor
Activity Plan Templates
Six Sense 2.0 ACTIVE Sponsor
Milestone Templates e i - P
B Upper Training Li... Sponsor
B Under Transition L... m Sponsor
20 Vv  PerPage

3. Navigate to the sponsor’s name you want to edit and click on it. This opens the

“Sponsor Details” window.

Arya Stark Arya Stark
S SPONSOR
# Edit = Collapse All D Edit History
© settings
Organization Information ]
i Sponsor Details
Number Stat Description
. Arya Stark Websice
Stu
¥ 0

Subtype

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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Sponsor

Arya Stark ~

Arya Stark Milestone Templates
=] SPONSOR
Milestone Templates  Groups

Parent Star Plus Hospita © Add v | & Edit il Delete <» Publish Copy

Address ABC Hill, Street 12345

1 Milestone Templates 1 Selected

¢ Star

Manual

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

6. This opens the Edit Milestone Template window.

Sponsor

Arya Stark ~

Arya Stark Milestone Templates
S SPONSOR
Milestone Templates  Groups

Parent Star Plus Hospita © Add v | # Edit |@ Delete & Publish Copy
Address ABC H

Street 12345

1 Milestone Templates | Selected

@  Milestone Templates
9 Star

Manual

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.

Sponsor

Arya Stark -

Arya Stark Arya Stark

S SPONSOR

# Edit  » Collapse All

Parent Star Plus Hospita

Address ABC Hill, Street 12345

Organization Information

Sponsor Details

Number Status
Products Name
Studies Arya stark
Sites Parent Organization

B star Plus Hospital

Related Organizations
Type Subtype

Contacts Sponsor

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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_ Samuel Sponsor Products

= " Testing
SPONSOR ©Add | # Edit 7 Delete & Export
NEW
Parent Samuel Parent Organization roduct Create Product A X
1
Product Name™ Type*
. . Samuel Product Testing Medicinal X v
1 Sponsor Details
Status® Status Date™®
rograms
S Prog -
16 Jul 2024 X B
Sponsor™
E Studies H samuel Sponsor Testing
Sites Indications 1 Indication
. Digestive System X X v
Bl Related Organizations
ﬁ Contacts

Description

Cancel Create and Add Another ] m

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

e 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
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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.

¢ Example: Samuel Sponsor Testing

6. Indications

¢ Field: Indications

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

¢ 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:

e 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.

¢ 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.

a
© Add . Export
115 Organizations
Trial Interactive 1 Name Status Parent Organization Type
B Subject Services U.. [ AcTive | Sponsor
&% Dashboard
B For Teens Medicin... m Sponsor
=
B 12th Conference 2.0 Sponsor
Programs
as 2. :
Drodiics B Twin Ones 2.0 m Sponsor
Studies B United Austrian Tit.. m Sponsor
Organizations B Upbeat Animal Tes... Sponsor
¢ Contacts
B se 0 m Sponsor
Activities Library
B Six Doses 2.0 Sponsor
Activity Plan Templates
Bl Six Sense 2.0 Sponsor
Milestone Templates m
B Upper Training Li... m Sponsor
B Under Transition L... m Sponsor
20 v PerPage

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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Sponsor

Samuel Sponsor Testing ~

samuel sponsor  Samuel Sponsor Testing

Testing
SPONSOR

(@

# Edit  # Collapse All

Parent Samuel Parent Organization

Organization Information

Sponsor Details

Number Status
S ez ()
Products
Name
Studies Samuel Sponsor Testing
Sites

Parent Organization

Related Organizations B Samuel Parent Organization

Contacts
Type Subtype

Sponsor Central & Local

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.

Samuel Sponsor P rograms
- Testing
& Edit @ Delete & Export

g SPONSOR
Programsy (Create Program o ox

1 m Al

NEW

Parent Samuel Parent QOrganization

*

Program Name Number®

Sponsor Details

Status™ Status Date™

16 Jul 2024 x M

Programs

Wl Products

Sponsor®
Studies

i
Sites

B samuel Sponsor Testing

Products®

Related Organizations

Contacts

Description

Organizations

Cancel Create and Add Another m
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Step-by-step instructions to fill in program details.

Create Program =l

Program Name* Number®

Samuel Program Testing 1

This field length must be between 3 and
255 symbols
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.

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

e 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

e Field: Status Date
e 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.

¢ Example: Samuel Sponsor Testing

6. Add Products

e Field: Products

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

¢ Example: Samuel Product

7. Provide a Description

e Field: Description
e 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

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

e 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:

e 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 |f 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.

a
© Add . Export
115 Organizations
Trial Interactive 1 Name Status Parent Organization Type
B Subject Services U.. [ AcTive | Sponsor
&% Dashboard
B For Teens Medicin... m Sponsor
=
B 12th Conference 2.0 Sponsor
Programs
as 2. :
Drodiics B Twin Ones 2.0 m Sponsor
Studies B United Austrian Tit.. m Sponsor
Organizations B Upbeat Animal Tes... Sponsor
¢ Contacts
B se 0 m Sponsor
Activities Library
B Six Doses 2.0 Sponsor
Activity Plan Templates
Bl Six Sense 2.0 Sponsor
Milestone Templates m
B Upper Training Li... m Sponsor
B Under Transition L... m Sponsor
20 v PerPage

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

Samuel Sponsor Testing ~

Samuel Sponsor Studies
Testing

SPONSOR

(@

© Add . Export

Parent Samuel Parent Organization 0 Studies

1 Name Protocol Number S

Sponsor Details
Programs
Products

Sites

B Related Organizations

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.

Sponsor

Samuel 5ponsor Testing =

samuel Sponsor Studies

- Testing
SPONSCOR O Add X Export
Parent Samuel Parent Organization 0 Studies
l  MName

Sponsor Details
Programs
Products

Sites
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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.

Programs
© Add 2 Export Y Filters
70 Programs.
Trial Interactive 1 Program Name Status Number Sponsor Products
& samuel Program Testing 123456789 £ samuel Sponsor Testing Il samuel Product Testing
Dashboard -
& UAT005 2.0 20220512 2.0 £ Upper Training Limb 2.0 .2
Sponsors _ -
& UAT003-0132.0 ACTIVE 202020 2.0 £ 12th Conference 2.0 Il UAT003-008 2.0
Programs
Products -
] nd Six Program 2.0 6022.0 £ six Doses 2.0 I Six Patch 2.0
Studies -
& First Six Program 2.0 601 2.0 £ Six Doses 2.0 Il Six Patch 2.0
Organizations -
& sth Program 2.0 ACTIVE 55555 = Upper Training Limb 2.0 I UAT005-2.0
Contacts -
& 4th Program 2.0 123454 2.0 £ Under Transition Limbs 2.0 Il UAT0O04-Edit 2.0
Activities Library . -
& Test Program 2.0 12345 £ ResearchInc. 2.0 l TestDrug2.0
Activity Plan T lates
S UG 3 & Revaluation 12345 £ 12th Conference 1.6 il Accu-Chek
Milestone Templates N -
& procro 1231 £ ProcrO I Pro Test Product 1
& Third Six Program 1.6 603 1.6 £ Six Doses 1.6 Il six Patch 1.6
& Second Six Program 1.6 602 1.6 £ Six Doses 1.6 l Six Patch 1.6
Six Program 1.6 601 1.6 £ Six Doses 1.6 Il Six Patch 1.6
& UAT0051.6 2022051216 = upper Training Limb 1.6 w2
& 1ATANRM3et B> [ ] 2mn0021 f = pecearchine 16 i 11AT 0N2.008 1 A
20~ PerPage 1 o4 Next »

Steps to add a new Program
1. Click on +Add from the top menu bar.

Trial Interactive

Dashboard

Sponsors

& Third Six Program
Products

£ Second Six Program 2.0
Studies

Programs

70 Programs

1 Program Name

& Samuel Program Testing

[itg

UATO0S 2.0

[l

UAT003-013 2.0

X Export

2. On the Create Program window, fill in all the mandatory metadata.
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Program Name™

Status™

Sponsor®

B Arya Stark

Products™®

B7thTry x

Description

Organizations

B Arya Stark

Create Program

First 15T Program

Cancel

O x
Number®
123456789
Status Date™
22 Jul 2024 X
b S
X v
A
b X v
Create and Add Another ] m

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) ‘

Program Name

Enter a suitable name for the Program.

Description

Number

Enter the unigue number for the Program.

Status*

Select a suitable status from the available dropdown
options.

Planned: The program is planned.

Active: The program is currently being actively used.
Approved: The program has been approved.
Archived: Program data has been archived
Cancelled: The Program has been cancelled.

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

Inactive: The inactive program.

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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Create Program

First 15T Program 123456789

Status™ Status Dare™

Planned 22 Jul 2024

Sponsor™

B Arya Stark

Products®

B 7thTry x

Description

Organizations

ﬁAryaStarkm x X v

Cancel Create and Add Another ] |

Figure: Create Program

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

Programs
©Add o Edit f Delete & Export
71 Programs
Trial Interactive 1 Program Name Status Number Sponsor Products
| & First 15T Program = 123456789 £ Arya Stark W 7th Try
€D Crefifeme & Samuel Program Testing [ FLannep | 123456789 £ samuel Sponsor Testing 8 Samuel Product Testing
L SIS & UAT0052.0 [ P | 202205122.0 £ Upper Training Limb 2.0 m2
& UAT003-013 20 AcTIvE 20202020 £ 12th Conference 2.0 B UAT003-008 2.0
| el & Third Six Program =3 6032.0 £ six Doses 2.0 8 Six Patch 2.0
A sl & Second Six Program 2.0 [ Panneo | 6022.0 & Six Doses 2.0 ¥ Six Patch 2.0
B organiations & First Six Program 2.0 [ P | 6012.0 £ six Doses 2.0 1 Six Patch 2.0
O S & sth Program 2.0 AcTIvE 55555 £ Upper Training Limb 2.0 B UAT005-2.0
o Ay & 4th Program 2.0 [ P | 123454 2.0 £ Under Transition Limbs 2.0 B UAT004-Edit 2.0
] RS & Test Program 2.0 =3 12345 £ Researchinc. 2.0 8 TestDrug 2.0
O =TS & Revaluation =3 12345 £ 12th Conference 1.6 B Accu-Chek
& procro [ PLasnep | 1231 £ ProCRO 1 Pro Test Product 1
& Third Six Program 1.6 [ P | 60316 £ sixDoses 1.6 8 SixPatch 16
2 Second Six Program 1.6 [ oy ounen | 60216 = SixDoses 16 B SixPatch 16

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.

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

e If 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 X Export

71 Programs

| Program Name Status Number

& First 15T Program | 123456789
& Samuel Program Testing 123456789
& UATO00S 2.0 20220512 2.0
& UAT003-013 2.0 ACTIVE 202020 2.0
& Third Six Program 603 2.0
& Second Six Program 2.0 6022.0
& First Six Program 2.0 6012.0
& 5th Program 2.0 ACTIVE 55555
& 4th Program 2.0 123454 2.0

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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Program
First 15T Program = a 4 a e
First15TProgram  First 1ST Program b =
1 PROGRAM @ 7thTry
e & Collapse All D Edit History
Program Information L
i Program Details MHumber Program Name Notes
123456789 First 15T Program
| Products
- Sponsor
A Studies B ey stark
B skes Description
B organizations
P
& Contacts
#  Access Permissions
Project Management @
Status. Status Date Owner
Status Notes
D Status History

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

Status®

Planned

Status Date™

| 21)ul 2024

Notes
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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

T 22 Jul 2024

Figure: Status History

4. Once all the details are edited/updated, click on ‘Save’.
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Programs
© Add | & Edit | @ Delete X Export
71 Programs 1 Selected
Trial Interactive Program Name Status Number
H St _ 18456768 |
Dashboard
& Samuel Program Testing 123456789
Sponsors _
2 UAT005 2.0 20220512 2.0
Programs
& UAT003-0132.0 ACTIVE 202020 2.0
Products
& Third Six Program 603 2.0
Studies
& Second Six Program 2.0 602 2.0
Organizations
& First Six Program 2.0 601 2.0
Contacts
& Sth Program 2.0 ACTIVE 55555
Activities Libra
o & 4th Program 2.0 123454 2.0
Activity Plan Templates
& Test Program 2.0 12345
Milestone Templates i
& Rewvaluation 12345
& procro 1231

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.

First 15T Program =

First 15T program  First 1ST Program
PROGRAM Q7 Ty

#Edit  a Callapse All

Program Information

Project Management

Status

3. Follow the steps detailed in Method 1to 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.

Programs o

©Add & Edit X Export

71 Programs 1 Selected

Trial Interactive

Program Name Status Number

1
-H -

&% Dashboard

“ & samuel Prog 89
= sponsors Confirmation g x

“r & UAT0052.0 220
& Programs

¥ & UAT003-013 L0

[l Products Do you want to delete the selected Program(s)?

“r & Third Six Prg you gramis)
A studies

“r & SecondSix P

B organizations 77 & FirstSix Prog Cancel | e

4% contacts

% & sthProgram 2.0 55555
FE s Ly # & 4th Program 2.0 123454 2.0
17 vy Fn T ¥ & TestProgram 2.0 12345
v Wil e v & Revaluation 12345

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.

Programs

Ot DGR
status[All ~ | [ show Favorites only

Trial Interactive

Contacts
Activities Library
Activity Plan Templates

Milestone Templates

& First Six Program 2.0

fie

S 5th Program 2.0

i

4th Program 2.0

[

2 Test Program 2.0

ACTIVE

60120

55555

123454 2.0

12345

Six Doses 2.0

Upper Training Limb 2.0

[ (I (R (]

Research Inc. 2.0

Under Transition Limbs 2.0

Active Status Number Sponsor Products

Dashboard

Approved 123456789 £ Arya stark 1 7th Try
Sponsors Archived

esting 123456789 £ samuel Sponsor Testing I Samuel Product Testing
Canceled
2 Programs - N

Closed 20220512 2.0 £ Upper Training Limb 2.0 .2

Products Inactive =
! ACTIVE 202020 2.0 £ 12th Conference 2.0 I UAT003-008 2.0
studies On Hold - ~
603 2.0 £ SixDoses 2.0 I Six Patch 2.0

Pending Approval
Organizations

Planned

I Six Patch 2.0

Edit2.0

Il Test Drug 2.0

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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Programs

© Add X, Export

Status All ~ | [ Show Favorites Only @ ]

2 Programs
1 Program Name Status
& First 15T Program
& Samuel Program Testing

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.

Programs

© Add X Export

Status All v | [ Show Favorites Only @

2 Programs

Program NarnE

First 15T Program

%]

1]

tus

[

Samuel Program Testing

[

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

O Add X Export

Status All ~ | [ Show Favorites Only |

71 Programs

Program Name T Status

S 00412

& 13th Program ACTIVE

2 310-300TAU ACTIVE

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

e 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
e Pending Approval: The product is pending an
approval
e Postponed: Product is postponed until a future date
e Terminated: Product has been terminated

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

E #  Products Q A e e
Products
2
# Edit @ Delete 2 Export Qsearch | Yhiters
Rl o -
Trial Interactive 1 product Progr Modifier owner sponsor
o B A ProductName* ype* & (e T
Dashboard - [ — R B L v
b T : | — Yy —
Programs P —— . R [ yre— & = s Bl
Products | S o Vi Y — rpr—
e B —— S — bmn PR
‘Organizations A — ~ pyre T — Brom mem “sas
Sonees P (M e e | & e — B up— ry——
Activities Library R — Description yrp— Py—
Activity Plan Templates I w—— (a3 Y B i
Milestone Templates N » s e | Y —— P —
o— aul cancel | Create and Add Another | (4] yreap— Py ——
e - & UATOOS 20 == Device & P — S @™ =rrs..
T I b & ath Program 2.0 == Combination & i B wm camm
Y I ——— & Test Program 2.0 == Combination & b B - —_
2 I e — [ o ] Fiictam A = ——— B - —
20w |PerPage « previous 1 Jof 7 Next b

Figure: Create Product

8. The newly created product will appear on the Products home screen.

F 0
Products

© Add 2 Export Y Filters

134 Products

2 [ e | L . s

= [ soreoveo | - s

[ weesoveo ] m & s

imple A mbination " =
m ] E

m ] s

[ seemoveo ] & =

eat il [ seeeoveo ] & s
[ seemoveo ] Device " =

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.

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

e If 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.
+ O
Products

134 Products

Trial Interactive 1 Product Program: e Type

Dashboar

L
L)

= =
o W ® w

5 N = W
"

w

L
("

jaaaaange

=
L)

Figure: Select a product to edit

6. On the Product Details screen, click on the Edit (pencil) icon.
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a Collapse All 9 Edit History

tory ldentifiers 0 Identifiers

dications 3 Indications

Blood Diseases  Digestive System  Circulatory System

Product 1-1 Is created.

Additional Information -]

Figure: Product Details screen

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 @)

Status™

Approved

Status Date™

| 16Jul 2024

Notes

E[=[=[=] [B]r]U][w]

Changing to Approved.

S - T

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

16 Jul 2024 m

16 Jul 2024

10 Jul 2024

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

Edit Regulatory Identifiers o x
# Edit 1 Delete

0 Regulatory Identifiers
Key Value

No records available

Cancel Save

Figure: Add Regulatory identifiers

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

~— - - TI CTMS USER GUIDE v2.0
m INTERACTIVE Page 77 of 207

iii. Inthe 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 Identifiers B x

(5
D Cancel

0 Regulatory Identifiers

e Drug Safety Code X v o 174

Cancel

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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Edit Regulatory Identifiers g x

© Add ¢ Edit 1 Delete

1 Regulatory Identifiers 1 Selecred

Value

Key

e [ EE] O

Figure: Save the new Regulatory Identifier

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

Product

Product 1-1 ~

Product 1-1 Product 1-1

Il probuCT B 12th Conferenc...
'O Cancel & Collapse All
Sponsor 12th Conference 1.4

Product Information

i  Product Details Froduct Name
Product 1-1

Programs

Sponsor*

B B 12th Conference 1.4 acve IRERY
Sites Owner Typet
Organizations Device X v
Contacts Status Status Date

16 Jul 2024 Change Status

Status Notes

‘D status History

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 1to edit and save all the product-related details.

T~ P
Products
Q Add | ¢ Edit | @ Delete X Export
134 Products 1 Selecred
Trial Interactive o ! Product Programs Statue
Dashboard
Sponsors
ACTIVE
Programs
.
Ml Products
_
Studies
Organizations
APPRDVED
Contacts
“
Activities Library
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}

© Add 4 Edit | [@ Delete | X Export

135 Products 1 Selected

Trial Interactive

1 Product Programs Status
o DB
& Dashboard
v |

Confirmation 0 x l

% | l

£  sponsors

2 Programs

Wil Products Do you want to delete the selected Product(s)?
i | l

L studies

B organizations v | Cancel o 1

%% cContacts

<ol Twelve 2.0 APPROVED

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.

+ ©-
Products
© Add & Export - Filters|
[ show Favorites only
Trial Interactive
tive Pi Status Type Moc Spor
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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 ~ | [ Show Favorites Only @[

1 Products

Product Programs Status

|:| I HW-Injection a2

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

Dr-:)duct Programs Status
I 10th Concentration 1.0
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Figure: Sort column in ascending and descending order
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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

O Add X Export

Status All ~ | [ Show Favorites Only

135 Products

Product Programs Status

B

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 name to select that particular study.

@ Studies
Studies
© Add X Export
150 Studies
Trial Interactive 1 Name Protocol Number Status State
@ 1234567889 Draft
Dashboard
A
Sponsors 2.0 7032024 Draft
Programs 4 UAT003-018 2.0 Draft
Products
i UAT006-004 2.0 Published
Organizations 4 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.

Study : .

a Da: rd
Health well @ b

Health well Health well

STUDY
a8

Sponsor
Product 7th Try

Study Milestones

~ Configuration

@ Dashboard Country Milestones [Site Milestones None v

Study Details [Study Milestones Date Type Planned ~ }
Milestones - - -
T [Slte Country All v~ ] [Slte Status All v ] [SItE All ~ ]
Countries
Sites o
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

~ 1 Records

1]l Name :  Status {  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 _ .
A 5 Dashboard
Health well @ d SiteNo1 ~
Site No 1 Site No 1
SITE

B 1.3 Therapeutics & Adam Julie

Organization 1.3 Therapeutics

Site Timeline

Milestones 0  Activity Plans 0

Site Details

[Status All ~ ] [Classification All ~

Milestones

Site Visits e

Subjects

Figure: Select Site Visits

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

. Study Site I
A e Slte VISILS
Health well @ hd SiteNo1 ~
Site No 1 Site Visits
SITE
© Add Visit . Export
Pl Adam Julie
Organization 1.3 Therapeutics 1 Visits
Call visjt 0o
Dashboard Type
Call Visit Owner Conducted Report

Site Details & Admin 001 # In Person

Milestones

Subjects

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.

Site Site Visit -
. . sIt General Informatio ‘ @‘
e SiteNo 1 ~ Call visit ~

Call Visit

A Collapse All D Edit History

Visit Information

Visit Type* Visit Status* Start Visit Time
Call Visit X v

Duration

5 2 [

Visit Name™* Visit Number

Call visit

Owner* Visit Planned Date* Co-Monitor

Admin 001 X v [Ejulzozll X &

. . General Comment
Visit Start Date Visit End Date T

]
[l
@
=
¥
i
Il
)
-]
4
(@4
<
il
ll

How Was The Visit Conducted® Visit Checklist Template

In Person X v v

Visit Report (7]

< Previous Step © Add Activity 'O Discard Changes ¥ Save  + Save and Next

Next Step >

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 L
A ane VISIT Allendees

Healthwell QEIg) ~  siteNo1 ~  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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Add Attendees a X

o ™ Selected
~ Attendees
1 Attendees

(2) Previous Attendees 0 Name Role

. - & Adam Julie Principal Investigator
(3) All Site Team 0

o All Site Contacts

(5) All Study Contacts 0

20 v  PerPage 1 of 1

Add 1 Attyndees e

Figure: Add attendees from All Site Contacts

Cancel

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.

Study Site Site Visit
() Locations
Healthwell CJI4@) ~  SiteNo1 v  callVisit ~
Call Visit L ocations

= SITE VISIT

© Add Locations v
Study Health well |0Add Locations | e

Site Site No 1 a+Create New

Visit General Information

Visit Attendees

C_ 19 | :

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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Add Locations =S
'™ Selected .
Locations
1 Locations
( 2 Previous Locations 0 Organization Name Status Address Type Address

- . " BTherapeuncs 4 112 Main Street
© All site Locations

20 ™  PerPage 1 of1

Cancel | Add 1 Locations o

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.

A

. Study Site Site Visit o
& 2
Health well XD ~ SiteNo1 ~ call Visit ~

a SITE VISIT

Visit Checklist

Study Health well
- ¥ Expand All
Site Site No 1

Section 1 - ITEMS DISCUSSED AND REVIEWED WITH Pl AND SITE STAFF 0 of 13 Completedfa
Visit General Information Section 2 - INVESTIGATION PRODUCT (IP) ACCOUNTABILITY 0 of 3 Completed@
Visit Attendees e
Locations 2.1 Have IP storage and handling logs been reviewed and confirmed as accurate

and complete?* I
Visit Checklist Question 14 description ¥ Yes % No «
L Ju
L

Activities - °
Subjects

2.2 Was final IP inventory and accountability documentation reconciled?*
Enroliment Summary

Question 15 description

Visit Report

© Confirmation Letter

< Previous Step © Add Activity "D Disc

d Changes

Next Step >

(+]

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 |t is 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.

. Study Site Site Visit : :
() o Activities
Healthwell (II3@) ~  SiteNo1 ~  call Visit ~
&=  SITEVISIT —
Activities
Study Health well o
B —— © Add Activities v
[©Add Activities | @)
&+ Create New
ALUVIL.. swatus Type Subtype
Visit General Information A.. m Actio... CRF
Visit Attendees
Locations
Visit Checklist
0%
Activities 1
—le %
Subjects

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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Add Activities A x

o '™ Selected

O 0 Filters
~ Activities L

P . . 1 Activities
(2) Previous Activities 0

D

Activit...  Status Type Subty...  Owner Respo... Plann..  Descr...

20 v PerPage 1 |of1

Cancel Add 0 Activities e

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.

Study Site Site Visit
SiteNo1 ~ Call Visit ~

/‘n"\ L]

-
o)
o
~t
=
s
o
<
v
T
&

o SITE VISIT

Subjects

Study Health well

Site Site No 1 © Add Subjects v

© Add Subjects e

e+ Create New

Subject ID Status Screeni
Visit General Information

Visit Attendees
Locations

Visit Checklist

0%

Activities

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.

Figure: Add Subjects
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Add Subjects g X
™ Selected 0 .
Subjects Y Filters
1 Subjects
(2) Previous Subjects 0 Subjects ID Status Screening Nu...  Subject Initials ~ Notes

I:l
o

20 v PerPage 1 of1

Cancel Add 0 Subjects o

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
Healthwell CIX@) ~  SiteNo1 v call Visit ~

= SITE VISIT
Erérollment Summary

Study Health well
L © Add
Site Site No 1

Statuses 1

Visit General Information
Visit Attendees
Locations

Visit Checklist

0% %
Activities

Subjects

Enrollment Summary 1

Figure: Add Enrollment Summary

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

® save | 'O Cancel

Statuses 1 e

Screened 0O X v

Q |

Screened (1 ]

UAT Subject Status 2.0 i
Screen Failed i
Completed i

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.

Study Site Site Visit ‘ °
4
Health well ITXE) ~ siteNo 1 ~ call visit ~
-] SITE VISIT

Confirmation Letter

Study Health well

sl setot Confirmation Letter e

[N Sent Date

Visit General Information &

Visit Attendees

Locations D

Visit Checklist e
0%

Activities

Subjects

Enrollment Summary

Visit Report

© Confirmation Letter !
< Previous Step © Add Activity "D Discard Changes #” Save  « Save and Next Next Step >
[+ v

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. 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.

Q0T
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Generate Confirmation Letter step1 @ O O O O B X
@ select Sections . . . ) .
Select sections to be included in confirmation
letter
@ Select Activities Activities [ ¢
Attendees
(3) Select Attendees
Locations [
@ Select Locations Subjects «
(5) Select Subjects
Cancel Next o

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.

Sn.;r-;-v (((((( - =L i ey o v
Inftlation 01 Confirmation Letter
- STEVIS
Confirmation Letter ]

© Add Activit

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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(] o o <
Make Changes Waiting for Review Naiting for eSignature Waiting for Approv Metadata
pend

ted Na
OOTB_SIV_Report_template
+

ATRIAL Site Initiation Visit Report

k

SitelnitvisitRpt

GBR 002 Samuel Vimes -

dd MMM yyyy

CRACO3@®ti.com -

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.

Make Changes Waiting for Review Waltir ature Waiting for Appi il Metadata
» To Document Prof 00TB_SIV_Report_template
— ’
TRIAL Site Initition Vil Report
SitelnitvisitRpt >
GBR 002 Samuel Vimes -
dd MMM yyyy ®
PES#1234
CRA0O3@tl.com v
— ey
B@ o

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.

] o (-] ) e m—
Make Changes Waiting for Review Waiting for eSignature Waiting for Approva’ Metadata ]
ubmitted Namn
S 0OTB SIV_Report_templote
%) Go To Document Profile Z Send ment for eSignature +
ETRIAL Se niation Vs Report
|
{ [ -
[ | I Site\GBR 002 Samuel Vimes\sie visit
. | Documents\Trial Initiation Visit

|

|

|

|

|

|

= — 8

|

- i

b m o

Figure: Waiting for Review

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

below.
st Ste v
Sniffy Vaccine ~ 002 Samuel ~
002 Samuel Site Visits
[“New ] © Add Visit X Export Y Filters
2 Visits soregy visistars - | | ([ =
-
PSSV 31Jul 2023 - - Not Completed
PSSV 1 o 016 o ]
etall & CRADOZ ¢ e A "

Milestone:
m ' Initiation 01 30Jun 2023 28 Jun 2023 28 jun 2023 Not Completed -
Subjec : :] 3 1 1 3 1
& CRAD03  # InPe VIS REpOT ttende Locat C +

-
Figure: Status changed to Submitted

8. Click the Send document for eSignature button displayed in the top right corner.
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Make Changes Waiting for Review Waiting for eSignature Waiting for Approv. Metadata
= - ooTB.SV Rep‘on template
[ Send document fpr eSignature — T
.’YQ AL Site Initiation Visit Report [T
- - Create eSignature request
. ‘ Documents\Trial Initiation Visit
k =T
M e
B -

Figure: Send document for eSignature

9. On the eSignature 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.

Send for eSignature %

ture Type ©

#GoTol

- J Name Title
CRAO03@ticom
T

Visit

. e (R

Figure: Send for eSignature screen

1. 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 (*).

Make Changes Waiting for Review Waiting for eSignature Waiting for Approval I Metadata Versions History eSignature
Complete Complere o Pragives —
CSMOD3@ti.com 0n 28 jun 2023 0 0f 2 Completed! View Details Submitted Name

©OOTB SIV_Report_template
v

%) Go To Document Profile (& Sign Document @ Decline Signature

= Visit Report Workflow: esignature -
mreAL ke niaion st Repor e
e e o 1 Status
=) o —— -
T 1 Index
Skl » = Site\GBR 002 Samuel Vimes\Site Visit
‘ Documents\Trial Initiation Visit

: ! Comments
| am the author of this document N
have review mer :
| |I
_]7 ]< |
!
!

.
lawoict §

e T 1
| — ‘ Workflow History v
[ o

Figure: Sign Document screen

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

° ° ° ° .
Make Changes Waiting for Review Waiting for eSignature Waiting for Approval Metadata Versions History eSignature
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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 e

Report Status Reviewer

[ n Progress

Status Date

7/25/2024

Reason for Rejection

Generate Report Preview } Create Visit Report

Figure: Create Visit Report

4. On the Create Visit Report screen, click on Generate Report.
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Completeness Check Other Visit Info
@ General Information Activities 1 Items
@ Attendees 1 Items Subjects 1 Items
@ Locations 1 Items Enrollment Summary 2 Items
@ Visit Checklist 16 of 16 required
completed
Reviewers
There are defined for this report

Reviewers are captured within the Study Settings, Study Managers can process any required
updates

Related Documentation

All Site Milestones All Site Subjects
All Site Contacts Subjects ICFs
All Site ICFs Subjects Visits
All Site Addresses Site Team

All Site Organizations

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

4 Locations 0 Items

& 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.

4. Click on the Next button on the screen.

5. Click on the Create button in the window.

6. A Follow-up letter is generated, and origami is opened displaying the letter.
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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 L. Export
150 Studies
Trial Interactive | Name Protocol Number Status State
@ 1234567889 Draft
Dashboard
A
Sponsors 2.0 7032024 Draft
Programs 4 UAT003-018 2.0 Draft
Products
Pt UAT006-004 2.0 Published
Organizations i UATO18 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 | B8 Edit Permissions OAct‘ List of Invited Users ‘

*
1 Users 1 Selected Users 0 Users

Name T

& Admin 001 | I

Pending

Set permissions

m Advanced

Access Permission® End Date

o [

20 v | PerPage

Figure: Add User

b. Edit:
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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Set permissions

I imple Advanced

Access Permission® End Date

Study Manager x @ v B

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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B

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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Do you want to Activate Users?

User(s) Admin 003

Cancel

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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Access Permissions e

© Add [HEdit Permissions @ Activate | S5 Remove| & Setas Ow|

1 Users 1 Selected

Name 1 Status
Remove users from Access Permissions D

Do you want to remove USers access permissions?

User(s) Admin 001

Cancel Remove o

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 o

© Add BEdit Permissions @) Activate S35 Remove | & Set as Owner

1 Users 1 Selected

Set Owner O x
Name T 5

& Admin 001 Current Owner is I

& Admin 002
¥ ADMINOO2@ti.com

New Owner will be

& Admin 001
% ADMINOO1@ti.com

Do you want to change owner?

o

Figure: Set as Owner

f. History
i. Select a user by clicking on the checkbox.
ii. Click on the History from the top menu bar
iii. On the History screen, click on Export to retrieve the historical details of
the user.
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Access Permissions o

© Add [HEdit Permissions @ Activate S5 Remove & Set as Owner &, Export
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Name 1 Status Access Permission
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Cancel
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

© Add [HEdit Permissions @ Activate S5 Remove & SetasOwner 'O History | Export

1 Users 1 Selected

Name 1 Status Access Permission
& Adn“n 001 StUdy Manager
Export o x
Format
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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.

a tudie
Studies
© Add X Export
150 Studies
Trial Interactive ! Name Protocol Number Status State
(2] 1234567889 Draft
Dashboard
a
o 2.07032024 Draft
Programs 4 UAT003-018 2.0 Draft
Products
i UAT006-004 2.0 Published
Organizations 4 UATO18 Published

Figure: Select Study and Study name

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

Study -
P - Das¢ rd
Health well @ e
Health well Health well

STUDY
B

Sponsor
Product 7th Try
Study Milestones

~ Configuration

@ Dashboard Site Milestones Country Milestones [Site Milestones None v

Study Details [Study Milestones Date Type Planned v ]

Milestones - - -
T [Slte Country All v ] [Slte Status All v ] [Slte All v ]

Countries

=le

Site Visits

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 . Export
Dashboard
Study Details < 2 Records e
Milestones v Activity Name E Status
Countries Activity 108 1 Sort Ascending
. 4 Sort Descending
e Activity 101 ® Hide Column
Site Visits & Lock Column
Subjects |E§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.

F ) Studies
Studies
© Add . Export
150 Studies
Trial Interactive 1 Name Protocol Number Status State
o A Healt... 1234567889 Draft
Dashboard
A
Sponsors 2.0 7032024 Draft
Programs 4 UAT003-018 2.0 Draft
Products
A UAT006-004 2.0 Published
Organizations P 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.

Study

- & won Das i
Health well @ i
Health well Health well
STUDY i
Sponsor
Product 7th Try

Study Milestones

~ Configuration

@ Dashboard Country Milestones [Site Milestones None v

Study Details [Study Milestones Date Type Planned }
Milestones - - -
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Countries
Sites e
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

~ 1 Records

1]l 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.

® N !
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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

Regions

Access Management

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 [0 copy 4+ Publish I Delete

22 Templates 1 Selected
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) =3

© Save [0 copy T Delete

Site Visit Checklist Template Name™ Template Numbering & @l

IMV Checklist (Training) Section Order

Description Numerical v & Configure Preview 1,2...N

This is the description of the checklist. Question Order

Numerical v 25 Configure Preview 1, 2...N

© Add Section

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.

~ New Section 1 Duplicate 1 Delete

Section Title® Section Numbering @[

The First Section Question Order

Description Numerical ~ | ®f Configure Preview 1,2..N

Describing the first section

© Add Question

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 Required Question 21 Duplicate i Delete
Question* Type of Question™
Type your question here. @ Yes, No, N/A

@ Yes, No, N/A

Description for the Question

= Text(Line)
Options

£ Text (Paragraph)

e B One Answer from the List

Few Answers from the List
No B o oropdown List
£ Buttonize Answers L]
B Date

= Scale

N/A

® Add User Comment Field

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

Team Role Management

= Site Visit Checklist

Templates

Enrollment Tracking

Activity Type/Subtype

Figure: Site Visit Checklist Templates

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

N

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 mi

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

Cancel Publish

Figure: Publish Site Visit Template
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Site Visit Checklist Templates

© Create Template # Edit [C] Copy @ Set to Retired

22 Templates 1 S=lected

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

Team Role Management

= Site Visit Checklist

Templates

Enrollment 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 m P

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

Mame  IMV Checklist (Training)

Status PUBLISHED

Description This is the description of the checklist.

Cancel Set Retired

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

Team Role Management

Site Visit Checklist
=

Templates

Enroliment Tracking

Activity Type/Subtype

Figure: Site Visit Checklist Templates

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

N

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.

Delete Site Visit Checklist Template i

Do you want to delete Site Visit Checklist Template IMV Checklist (Training) 7

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.

Palth el higeli - by ¢ Wilislen ¢ Inbaimednd o -

[a—— Visit Checklist

 Prewnn Sep

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

¢ Unblinded activities/actions.

& (0‘.'”‘(,“ ve Workspace / Collaborate Q Searcr OAda~ 4 Q oL
& ison -

& * ! -

- ———
W
- - - =
2 .
- Kl
'
Soonsor Vit Type
Protocol Na Vinit St Oote
Mvvastipator Name: Vik End Oste
Site Number Vinit Owration
CRA Nawme: R pon Reviewe
Comments
Site Addrew R .
. . —
I8
u
i
Additionsl Addresses (visited during the viva)
1

Address Type |Surgery Fackey

- -—— St o W 8w O e—

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
© Add X Export T Filters
149 Studies
Trial Interactive 1 Name Protocol Number  Status State sponsor Programs Phase Therapeutic Are...  #Planned Trial . # Planned Subj...
A HealthWel.. 11284202022 published = HealthWell. & HWStudies.. i 0 o
Dashboard
&4 UAT Spons... 2.07032024 Draft £ UAT sponsor UATLookup_1 2.0 0 0
Ssponsors
L UAT00320  UAT003-018 2.0 Draft € 12th Confe.. I 0 0
Programs
RS A sixDoses2..  UAT006-004 2.0 published & Six Doses 2.0 a3 1 Painand Anes.. 175 3500
m & Mansse oo Puplisned £ obiectier ! ° °
TS A SubjectUA..  UAT017 2.0 Draft = subject Ser... 1 0 0
Contacts -
L April's 2 1253888888 Published € Health well.. UAT Lookup_2 0 0
Activities Library
A 4Teen Stud.. 1420 Published £ For Teens .. il 0 0
Activity Plan Templates
4 UAT1220 1220 published ~  12th Confe.. n 0 100
Milestone Templates
A ElevensStu.. 1120 Draft £ Twin Ones ... ,H 0 o
A 1000hStU..  10002.0 Draft = united Aus... -1 0 o
A 10thGen20 10729 Draft £ United Aus... |,H o 0
4 Upbeat2.0 8820 Published £ Upbeat Ani.. i 0 0
20 v PerPage 1 |of8 Next »

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

Studies
© Add X Export
149 Studies
Trial Interactive 1 nName Protocol Number Status
A Health Wel... 1128-4202022
Dashboard
4 UAT Spons... 2.07032024
Sponsors
4 UAT-00320  UAT003-0182.0
Programs
Products 4 six Doses 2. UAT006-004 2.0 PRCITOCOL A
A Studies 4 Manage Vi... UAT018
Organizations A& Subject UA... UAT017 2.0
Contacts
4 Aprils 2 1258888888
Activities Library

2. It opens the ‘Create Study’ window.
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# Planned Trial Sites

# Planned Subjects Entere..

revious  [1) are Next b

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. After 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

Confirm that the eTMF for this study is located within USA

Cancel
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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.

.I T R | A L TI CTMS USER GUIDE v2.0

x
Success
The Record is successfully created
Studies
© Add X Export Y Filters
149 Studies
Trial Interactive 1 Name Protocol Numbes Status State Sponsor Programs Phase Therapeutic Are...  # Planned Trial # Planned 5
Published € Health & H
Dashboard
ft S A UATLookup_1 2.0 0
Sponsors
aft 2 12th Confe. i
Programs
Products 4 six Doses2 UAT006-004 2.0 Published & Six Doses 2.0 a3 1 D T S
A studies 4 Manage UATO18 Published & SU e )
Organizations i ect UA U Sl = s - .
Contacts N -
4 April's2 Alished s JAT Lookup_2 C
Activities Library
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Activity Plan Templates
A uamiz 220 Published & 1 c
Milestone Templates
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4 U - 2 Published € upt An

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

| A L TI CTMS USER GUIDE v2.0
m INTERACTIVE

Page 143 of 207

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
© Add X Export
149 studies
Trial Interactive 1 Name Protocol Number  Status State Sponsor
A Health Wel..  1128.4202022 published & Health Well...
Dashboard
& UAT Spons.. 2.07032024 Draft £ UAT sponsor
Sponsors
A UAT-0032.0 UAT003-018 2.0 Draft £ 12th Confe..
Programs
RS A sixDoses2..  UAT006-004 2.0 published & Six Doses 2.0 a3
m & Mansse oo Puplisned £ obiectier
Organizations A Subject UA... UATO17 2.0 Draft £ subject Ser...
Contacts -
4 Aprils 2 1258888888 published & Health well.
Activities Library
A 4Teen Stud.. 1420 Published £ For Teens ..
Activity Plan Templates
A UAT1Z20 1220 published £ 12th Confe..
Milestone Templates
A ElevenStu.. 1120 Draft £ Twin Ones ...
A 1000thStu..  10002.0 Draft £ United Aus...
A 10thGen20 10729 Draft £ United Aus..
A Upbeat2.0 8820 published £ Upbeat Ani...
20 v |PerPage

Programs Phase

& HWStudies..

UATLookup_1 2.0

T Filters.

Therapeutic Are..  #Planned Trial ... # Planned Subj...

0 0

0 0

0 0
Pain and Anes... 175 3500

0 0

0 0

0 0

0 0

0 100

0 0

0 0

0 0

0 0

«p 1 |of8 Next »

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 %

X, Export

150 Studies 1 Selected

Trial Interactive M Name

& Health Wel...
Dashboard
Sponsors

A UAT Spons...
Programs
Products & UAT-003 2.0

& Six Doses 2.

Organizations L Manage Vi...

Contacts
& Subject UA

Protocol Number

1128-4202022

2.07032024

UAT003-018 2.0

UAT006-004 2.0

UATO18

UAT017 2.0

Status

TUP

PROTOCOL FI_
PROTOCOL FI_

a. The ‘Study Details’ window is displayed.
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“ Ham\lrhrwt\l m - A o -
Health well Health well
i",“) A Collapse All = Edit History
[ & setings |
Dashboard General Information ]
H Study Name* Prima
Health well ~
s 0 G .
Draft
A“IL”,““ Protocol Information e
- T % v
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.
“ - H:u‘\l-r;.wt\l [ orarr I s o -
Health well Health well
STUDY B Arya Stark
- & Collapse All D Edit History
[ & secings |
General Information e
(oo .
st e z
Draft
Protocol Information -]
X¥YZ x W
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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
© Add X Export T Filters
149 Studies
Trial Interactive 1 Name Protocol Number  Status State sponsor Programs Phase Therapeutic Are...  #Planned Trial . # Planned Subj...
A HealthWel.. 11284202022 published = HealthWell. & HWStudies.. i 0 o
Dashboard
&4 UAT Spons... 2.07032024 Draft £ UAT sponsor UATLookup_1 2.0 0 0
Ssponsors
L UAT00320  UAT003-018 2.0 Draft € 12th Confe.. I 0 0
Programs
RS A sixDoses2..  UAT006-004 2.0 published & Six Doses 2.0 a3 1 Painand Anes.. 175 3500
m & Mansse oo Puplisned £ obiectier ! ° °
Organizations A SubjectUA... UATO017 2.0 Draft = subject Ser... 1 0 0
Contacts -
L April's 2 1253888888 Published € Health well.. UAT Lookup_2 0 0
Activities Library
A 4Teen Stud.. 1420 Published £ For Teens .. il 0 0
Activity Plan Templates
4 UAT1220 1220 published = 12th Confe.. m 0 100
Milestone Templates
A ElevensStu.. 1120 Draft £ Twin Ones ... ,H 0 o
A 1000hStU..  10002.0 Draft = united Aus... -1 0 o
A 10thGen20 10729 Draft £ United Aus... il o 0
4 Upbeat2.0 8820 Published £ Upbeat Ani.. i 0 0
20 v PerPage 4 Pre 1 of 8 Next »

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 % X, Export

150 Studies 1 Selected

Trial Interactive 1 Name Protocol Number Status

L Health wel... 1128-4202022 TUP

Dashboard
Sponsors

A UAT Spons... 2.07032024

Programs

Products 4 UAT-003 2.0 UAT003-018 2.0

A Studies & Six Doses 2. UAT006-004 2.0

Organizations A Manage Vi.. el

Contacts .
A Subject UA... UATO17 2.0

2. The ‘Study Details’ window is displayed.
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Health well Meds - HW9
B Health Well Meds - HW & HW Studies
@ Save 'O Cancel ¥ ExpandAll 'D Edit History

| £ Settings I
General Information -]
Protocol Number* Study Name* Primary Program
1128-4202022 Health Well Meds - HW9 2 HW Studies X v
Sponsor Additional Program(s) 0 Programs
H Health Well Meds - HW v
Study Number
Virtual Study (i}
Products 1 Product
Study State® HW-Pill pPRIMARY 4
Published
Protocol Information (2]
Protocol Title™ Phase™
Amulti phase study (20-Apr-2022 - 1.2 pre-release) 111t X v By
4
Types 0 Types
Protacol Summary

3. It will redirect you to the study general settings. Refer to the below screenshot.

. et ds- oy + [y Setings  General | s+ O
Health well Meds-  General
. Hwe
= TUDY # Edit A Collapse Al [ D EditH
st |
General Settings =
Sub e Site numbering
e Nume
Aiw °
15 Dot
2]
e @
"
2]
MF Location @
° " °
(2]
Monitorine Information =

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
# Ed A Collapse All 'O Edit History
General Settings -]
Subject Tracking 2] Site numbering
Is this a blinded trial Type
Numeric

Always use Study Specific Settings 2]

start from

Site Visit Documents Date Format

(2]
Size @
Site Visit Documents Date Time Format N
site Auto-numbering Rule
TMF Location @
%
Planned Tracking Fields 2] Milestone Predecessor Enabled 2]
Subject Date of Birth Tracking
Subject Date of Birth Format
ddmmMyyyy 2]

5. Make any necessary changes in the "Study Settings General” window.

Study
& = > ene
Health Well Meds - HW9 ~
Health Well Meds- General
A HW9
sTupyY 'O Cancel 4 Collapse All

Sp Health Well Meds - HW i
CnEay (e i e St 5= General Settings

Product HW-Pill

Subject Tracking o
¥ General
Is this a blinded trial
Regions
Always use Study Specific Settings 2]

Milestone Templates
Site Visit Documents Date Format

Access Permissions e
Import Site Visit Documents Date Time Format
Fields

eTMF Location @
Site Visit Types

Subjects
Planned Tracking Fields (]

Import Status
Subject Date of Birth Tracking @[

Subject Date of Birth Format

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.

— Studies
© Add & Export Y Filters
149 Studies

Trial Interactive 1 Name Protocol Number  Status State Programs Phase Therapeutic Are...  #Planned Trial .. # Planned Subj
& HealthWel.. 11284202022 Published & HWStudes.. i 0 0

Dashboard
A UAT spons. 2.07032024 Draft & UAT Sponsor UATLookup_1 2.0 0

sponsors
A UATO0320  UAT003.01820 oratt & 12th Confe I 0 0

Programs

S A SixDoses2..  UAT006:00420 published S SxDoses20 [ &3 W Painand Anes.. 175 3500

m £ et oo e

Organizations

A SubjectUA..  UAT01720 Draft [ o 0
Contacts
& Aprils 2 1258888888 Published UAT Lookup_2 0 o
Activities Library
& 4Teen Stud. 14-20 Published - 0 0
Activity Plan Templates
& UAT1220 1220 Published & 12th Cone. " 0
Milestone Templates
A Eleven-Stu, 120 Draft & Twin Ones w 0 0
A 1000th Stu. 1000 2.0 Draft I 0 0
A 10thGen20 1020 Draft Il 0 0
& Upbeat20 8820 Published & Upbeat Ani i 0 0
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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.

Haslth Well Meds - W9 = . ° "
Healthwelimess - Health Well Meds - HW9 S
g Hwe B Health Well Meds - HW & HW Studies
- TuDY
Study Milestones ® L Export
» Configuration
TR ooy demmee, | s asone nes | s am wassrspe e Il 35587 oo e s s s v
T [site Country Al - | [sita scatus site
N

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 [+] sign 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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smauzeemzor-  3-TAU 20231207-1356 UAT 1.5 Trial Interactive
S 1S "
« Expand Al D et istory
> =
:

Protocol Information

Project Management

Subject and Recruitment

Informed Consent

&
%
o
Additional Information
]
Close Study
.
63

5 Make the necessary changes in the partner information section.
6 Click the Save button in the top-left of the screen.

smwaz. 3-TAU 20231207-1356 UAT 1.5 Trial Interactive
L e oo
Y re—

General Information =]
Protocol Information

Project Management ®
Subject and Recruitment =1
Informed Consent

Partner Information a

16

Additional Information

Close Study \
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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
© Add X Export T Filters
149 Studies
Trial Interactive 1 Name Protocol Number  Status State sponsor Programs Phase Therapeutic Are...  #Planned Trial . # Planned Subj...
A HealthWel.. 11284202022 published = HealthWell. & HWStudies.. i 0 o
Dashboard
&4 UAT Spons... 2.07032024 Draft £ UAT sponsor UATLookup_1 2.0 0 0
Ssponsors
L UAT00320  UAT003-018 2.0 Draft € 12th Confe.. I 0 0
Programs
RS A sixDoses2..  UAT006-004 2.0 published & Six Doses 2.0 a3 1 Painand Anes.. 175 3500
m & Mansse oo Puplisned £ obiectier ! ° °
Organizations A SubjectUA... UATO017 2.0 Draft = subject Ser... 1 0 0
Contacts -
L April's 2 1253888888 Published € Health well.. UAT Lookup_2 0 0
Activities Library
A 4Teen Stud.. 1420 Published £ For Teens .. il 0 0
Activity Plan Templates
4 UAT1220 1220 published = 12th Confe.. m 0 100
Milestone Templates
A ElevensStu.. 1120 Draft £ Twin Ones ... ,H 0 o
A 1000hStU..  10002.0 Draft = united Aus... -1 0 o
A 10thGen20 10729 Draft £ United Aus... il o 0
4 Upbeat2.0 8820 Published £ Upbeat Ani.. i 0 0
20 v PerPage 4 Pre 1 of 8 Next »

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

o Add Iﬁ

150 Studies °

X Export

Selected

Trial Interactive 1

Organizations

Contacts

& Six Doses 2.

4 Manage Vi...

a Subject UA...

UAT006-004 2.0

UATO18

UAT017 2.0

Name Protocol Number Status

& Health Wel... 1128-4202022 TUP
Dashboard
Sponsors

& UAT Spons... 2.0 7032024
Programs

PROTOCOL FI_

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.

Health Well Meds - HW9 ~ ‘ o £
Healthwell meds - Health Well Meds - HW9 STARTUR
A HWY A Health Well Meds - HW & HW Studies
Stagrue
[

Study Milestones @ X Export

« Configuratien

_ I ooty wikestones | [ite Milestones tone - | [Site Milestones Date Type Planned_~ | [ Study Milestones Non - | study Milestones Date Type Flanned -

T |Site Country All v | | Site Status All ~ | | Site A

Study Enroliment & Export

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 - HW9

E Health Well Meds - HW & HW Studies

Study Milestones o & Export

¥ Configuration

Site Milestones Country Milestones ‘Si!e Milestones Ncr‘e‘ ‘Site Milestones Date Type Planned + ‘ ‘Study Milestones None v | |S!udy Milestones Date Type Planned |

A g ‘Site Country All ~ ‘ ‘Site status All v ‘ ‘.Site All ~

10. To apply filters, click on the drop-down arrow from the available fields and select the
appropriate option as per the requirement.
M. To set up a default view, the user can click on the Gear icon from the top left corner.
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Health Well Meds - HW9

H Health Well Meds - HW & HW Studies

Study Milestones 2 Export

~ Configuration Save as My Default

Site Milestones Country Milestones ‘Site Milestones None ~ ‘ ‘Site Milestones Date Type Planned v | |Study Milestones None ~ ‘ ‘Study Milest| Save as Default for Al

A My Default View [~

T ‘Site Country All ~ ‘ ‘.Si!e Status All ~ ‘ ‘ Site All v ‘ A Study Default View

To export the milestone view, click the "Export” button located at the top left side of the
window.

Health Well Meds - HW9

[ Health Well Meds - HW & HW Studies

Study Milestones a@ [ Details

¥ Configuration

Site Milestones Country Milestones |Site Milestones None + | |Site Milestones Date Type Planned + | |Study Milestones None ‘ ‘Study Milestones Date Type Planned ~ ‘

T ‘Site Country All v ‘ ‘Si!e Status All v ‘ ‘Si(e All ~

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 =R

Export chart options:
® PDF Document  PNG Image |

- Preview

~ Configuration

Country Milestones | [ Site Milestones None v | [Site Milestones Date Type Planned v | [Study Milestones None v | [Study Milestones Date Type Planned

T [site Country All - | [site Status All « | [site All « |
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Note. For Study Enrollment, the Study Enrollment 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
© Add 2, Export Y Filters
149 Studies
Trial Interactive 1 Name Protocol Number ~ Status State Spansor Programs Phase Therapeutic Are...  # Planned Trial ... # Planned Subj...
A Health Wel..  1128-4202022 published = HealthWell.. & HW Studies 1 0 o
Dashboard
&4 UAT Spons... 2.07032024 Draft = UAT sponsor UATLookup_1 2.0 0 0
Sponsors
4 UAT-00320  UAT003-018 2.0 Draft € 12th Cenfe. I 0 0
Programs
s 4 sixDoses2..  UAT006-004 2.0 Published & SixDoses20 "33 n Painand Anes.. 175 3500
m & ersEe catere Puplisned £ sbftser ! ° ?
QIR TS & Subject UA UATO17 2.0 Draft £ Subject Ser.. 1 o 0
Contacts -
& April's 2 1258888888 Published & Health Well.. UAT Lookup_2 0 0
Activities Library
4 4Teen Stud.. 14-2.0 Published £ For Teens ... Hi 0 0
Activity Plan Templates
4 UAT1220 1220 Published £ 12th Confe.. n 0 100
Milestone Templates
& Eleven-stu.. 1120 Draft £ Twin Ones . n 0 0
A 1000thStu..  10002.0 Draft £ United Aus. 1 0 o
A 10th Gen 2.0 102.0 Draft £ United Aus... LIl 0 0
4 Upbeat2.0 882.0 Published £ Upbeat Ani... i 0 0
20 v |PerPage 4 Pre 1 ]of8 Next b

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.

Studies

© Add % X, Export

150 Studies 1 Selected

Trial Interactive 1 Name Protocol Number Status
4 Health wel... 1128-4202022 mmup
Dashboard
Sponsors

A UAT Spons... 2.07032024
Programs

Products 4 UAT-003 2.0 UAT003-018 2.0

m & oposes 2. PATO0E-004 2.0

Organizations A Manage Vi... UATO18

Contacts

A& Subject UA... UAT017 2.0
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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.

Health Well Meds - HW9 ~ 0

Healthwellmeds-  Milestones
HW9

-
A
' =
o8 Meds - HW _'_Expnrl m
6 Available Milestones Sort By Milestone Name El = é
Study N/A Milestone Not Set Not Set Not Set
Paniaid Dése Due Date Completed Date

P Study Milestone Not Set Not Set Not Set
Planned Date Due Date Completed Date
First Subject Screened/Enrolled 25 Apr 2022 Not Set

Planned Date

SRED. First Site Initiated 23 Mf:i"? 05;&9;2{(}22

4. Users have two options to view Milestone Card view and List view. Select the
appropriate view at your convenience.

Health Well Meds - HW9 ~ o

Health well meds-  Milestones

Hwg
i
STUDY
& Setting
T & Export T Filters
& Available Milsstones Sort By Miestons Name_~
oo Study N/A Milestone Not Set Not Set Not Set
Planned Date Due Date Completed Date
e
P Study Milestone Not Set Not Set Not Set
Planned Date Oue Date Complated Date
©, First Subject Screened/Enrolled 25 Apr 2022 (2125 May 2022 NotSet
Planned Date Due Date Complated Date
Co te
Team
4
First Site Initiated 23 Mar 2022 05 Apr 2022 31 Mar 2022
[ commcico ] Planned Date Due Date Completed Date

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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Milestones
| & secings |
X Export & Unlock
6 Available Milestones electe - E

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
& Export & Unlock

Classification Al Risk All Status All « | | Completed Date Al ~ | |DueDate Al ~ Planned Date Al ~ | Show Favorites Only

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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i3

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

"Studies” window.

Studies
© Add 2 Export  Filters
149 Studies
Trial Interactive 1 Name Protocol Number  Status state Sponsor Programs Phase Therapeutic Are..  #Planned Trial .. # Planned Subj...
& Health Wel. 1128-4202022 published & HealthWell.. & HW Studies - 0 0
Dashboard
& UAT Spors... 2.07032024 Draft £ UAT Sponsor UATLookup_1 2.0 0 0
Sponsors
A UAT-00320 UAT003-018 2.0 Draft £ 12th Confe... 1 0 0
Programs
s & SixDoses2..  UAT006-004 2.0 Published & SixDoses 2.0 23 i PainandAnes.. 175 3500
m & Vansee vATone Published S subjectser ! 0 0
CSIIERERS & subjectUA.  UATO172.0 Draft £ Subject Ser... I 0 0
Contacts -
& Aprils2 1258888888 Published & Health Well.. UAT Lookup_2 0 0
Activities Library
4 4Teenstud.. 1420 Published & ForTeens... Il 0 0
Activity Plan Templates
4 UAT1220 1220 Published & 12th Confe... " 0 100
Milestone Templates
A Eleven-Stu... 1120 Draft £ Twin Ones . m 0 0
A 1000th Stu... 10002.0 Draft S United Aus.. I 0 0
& 10thGen20 1920 Draft € United Aus... -l 0 0
& Upbeat2.0 8820 Published & Upbeat Ani. i 0 0
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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.

2 O-

Health Well Meds - HW3 ~

Health Well Meds -
HW9

Health Well Meds - HW9

H Health Well Meds - HW & HW Studies

Study Milestones

« Configuration

STARTUP

® X Export [ Details

Site Milestones None site Milestones Date Type Planned

X oo viesones

T |Site Country All ~ | | Site Status All ~ | | Site All v

Study Enrollment

study Milestones None

Study Milestones Date Type Planned

& Export

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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Health well Meds-  Countries
HwWa

i T
© add & Export Y Filters
sTasTUR
1 Countries
e

@ United State: 15 ["scone | & Hape Welsser

o 0%

20~ [perpage 1t

4. Click "Add" at the top-left of the screen. This opens the "Create Study-Country”

window.
Study
(13 e
Health Well Meds - HW9 ~
HealthwellMeds- CoUNtries
A HW9
STUDY & Ere
Sponsor Health Well Meds - HW 1 Countries
Product Bup 1 Country Country Code Stat]
@ United States us
Dashboard
Study Details
Milestones
Sites
Site Visits
Subjects

Create Study-Country

&

Study
Health Well Meds - HW9
Country* Country Code

~
Owner*
Admin 002
Status® Status Date™
UAT Status 2.0 LR | 24)ulz024 x

Reglons

Conee!
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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
@ Add % M Delete & Export
2 Countries 1 selectad
Country Country Code Status Owner Regions
.H__ & femne -
@ United States ACFNE & Hope Weisser

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

Countries 3
© Add @ Delete & Export T Fil
2 Countries e

1 . Country Cod s . - N United States

General Information -]

United States us
Health viell Meds - HW9

B 1[u m

20 v |perpage

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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Studies
© Add & Export Y Filters
149 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.

o Health Well Meds - HW9 ~ ‘ o -
HealthWell Meds-  Health Well Meds - HW9 ==
W B Health Well Meds - HW & HW Studies
Study Milestones & & Export
~ Canfiguration
ST country Milestones | [Site Milestones None - | [site Milestones Date Type plannec Study Milestanes None - | [ study Milestones Date Type Planned ~
Detail: Y | 5ite Country All ~ Site Status All v Site All ~
untrie
Organization
Contact
.
Activit
Activity Plas
Study Enroliment &, Export

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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United states United States

i Country pemis Unitzd states us

Country Management

Subject and Recruitment

Activity Plan Informed Consent =

Additional Information ]

Close Country

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.

" ot s [
e United States
@

Country Information L]

Country Management

Team Subject and Recruitment :

Informed Consent

Additional Information @

Close Country

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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Health Well Meds - HW8 ~

Health well Meds - Countries

u © add L Export
STasTR
1 Cauniries
i -
@ United State:

20 v PerPage

Y Filters

[5:00Y

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.

Study
Health Well Meds - HW9 ~ India ~
(*) STUDY COUNTRY

UAT STATUS 2.0

Study Health Well Meds - HW9

India

Milestones

@ Dashboard Level | Country
Country Details
Milestones 0

Study Country

Country Timeline

v

Activity Plans 0

From To

|Status All ~ ‘ ‘ Classification All ~ |

25May 2024 % [ 25Aug2024

Site Visits
Subjects
Organizations
Contacts
Team

Activities

Activity Plans

x

=]

View Within

1 week
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X Export (& Details

4. Click on the Add button in the top-left of the screen. It will open the “Create Site”

window.

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.




ia

Version 1.0

T R | A L TI CTMS USER GUIDE v2.0
INTERACTIVE Page 162 of 207

Study Study Country

Health well Meds - HW9 ~ India -

@ S5TUDY COUNTRY

Sites

LRIy

Study Health Well Meds - HW9

AL+ .
© Add X Export
Dashboard
Country Details Y Filters
Milestones

7 0 Records

11 Name : Status

Site Visits
Subject

Organizations

5. Fill in the required information and click Create.
a. More detailed instructions regarding this step can be found here.

L suay @ say coumry
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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.

Healthwell Meds - COUNtries )
Hwa

i T
© add

STARTUR.
1 Countries

@ Unised State: 15 ["scone | & Hope Welsser

Y Filters

»

20 v PerPage

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.

Study Study Coun
Health Well Meds - HWS ~ India =
India Organizations
@ STUDY COUNTRY
0 aa 2 Expor
Study Haalth Well Meds - HWS
[Type i -
0 Organizations

MName Status Parent Organization Type Subtype Primary Contact

Country Details
Milestones
Sites

Site Visits

Subjects m

Contacts

Activity Plans

3. Click on the Add button in the top-left of the screen. This opens the Add Organization
window.
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India Organizations

(] STUDY COUNTRY
© ads 2 Bxpon

Swedy Healbth Well Meds - HWS

| Type 4l ~
0 Organizations

MNarme Status

Dashboard
Country Details
Milestones
5ites

Site Visits

Subjects

Cnntarte
4. Search for an Organization or create a new one if necessary.
a. More detailed instructions for this step may be found here.
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B s em L Organizations = o 7

vaTI215 Organizations

A STUDY
- Sy BRSE s | Tees

Spansor 12ih Conference 1.5 1 Organzations Add Organization = x
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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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Milestones

Activities
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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.

Study Study Country -
| @ Dashboa 'y -
Health Well Meds - HW9 ~ India -

Q@ STUDY COUNTRY
India

Study Health Well Meds - HWS

Country Timeline 2 Export

Country Details
Milestones 0 Activity Plans 0

Milestones
Sites o From To View Within
[status Al | [classification All~ | |25 May2024 x &  25aug202¢ % 8| 1week | 1month [[EIEREI
Site Visits
Subjects

Organizations

Team
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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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Sudy
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STUDY All *
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Product HW-Pi
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Dashboard
= 1 Records

Study Details

Contact :  Status :

Milestones Job Title

Countries
& |ohnmy Mike James m
Sites

Site Visits

Subjects

Organizations

& contacs

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

s o
2 .| Contacts =
Health Well Meds - HWS ~ ajt .
Create Contact in Study o X
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* Hwo Q o
= a -
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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
© Add 2 Export
149 studies
Trial Interactive 1 Name Protocol Number ~ Status
& Health wel 1128-4202022
Dashboard
& UAT Spors. 2.07032024
Sponsors
A UAT00320  UAT003.018 2.0
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m £ e e
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Contacts N
& aprils2 1258888888
Activities Library
A 4Teenstud.. 1420
Activity Plan Templates
A UATI220 1220
Milestone Templates
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A 1000thStu.. 100020
A 10thGen20 1920
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Sponsor Programs Phase TherapeuticAre...  # Planned Trial .. # Planned Subj...
S HealthWell.. & HW Studies I o o
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£ 12th Confe... I o o
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= Health Well... UAT Lookup_2 o o
£ For Teens ... - 0 o
£ 12th Confe... n o 100
£ Twin Ones.. " o ©
£ United Aus.. 8] o o
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€ Upbeat Ani.. N o 0
- 1 of8 Next »

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

Page 169 of 207
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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.

Studies
© Add 2 Export  Filters
149 Studies
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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.

Srudy
Health Well Meds - HW9 ~
Health well Meas - Health Well Meds - HW9
A HWs B Health Well Meds - HW & HW Studies
STUDY
STARTUP
5 .
5 Study Milestones o aexport (el
~ Configuration
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Study Details ¥ Site Country Al - | [Sice Scatus A1~ | [Sice Al - |
Milestones
Countries
Site Visits %
Subjects
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Contacts
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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.
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6. Click on the Edit button at the top-left of the screen.
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Claca city
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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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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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Study Site
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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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Additional Information
(]
."(' Close Site
(o

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
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A Tweelve Hospital 1.5
@ Dashboard
o s Site Management @
9 Miestones = %
B SiteVisits Informed Consent
i Subjeds "
B Organizations Site Addresses L]
o = 2
§ Team
Primary v
(EiD (D st Location
@ Activity Plans 310 Pendoring Road
Randburg, Gauteng
Payments
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Cancel
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Additional Information ]
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UATIZ Site UAT12 Site oo ]
sTE  Twelve Hospital 1.5 & Anne Wise. 1.5
=
Site Information L
ashboard

UATIZ1S

Site Management -

Informed Consent =

Site Addresses

Subject and Recruitment

Additional Information B

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.

nwseuars 12 o
B

L]
o pre

Site Information

Site Management

Informed Consent

Site Addresses

Subject and Recruitment

Additional Information

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.

A s Site
A a- = 2 s Subjects Q
Health Well Meds - HW9 * Conor 00305- 0052 ~

~ Conor00305-0052  SUD]
B | SmE Jea

[ new ] © Add Edit @ Delete & Exporl _ Q Search
- Create Subject o ox
Pl Ankush Conor
Organization Health Warks - HW 0 Subjects.
1 subjectiD Study* Schedule Date of Birth
Healtn Well Meds - HWS o
@& Dashboard et
i Site Details Conor 00305- 0052
¥ Milestones Subject ID*
= sitevisis o
i S Status D:
Subjects
Subj - = .

B subject Visits

QOrganizations day/manthfyear i

B

& Conmaas

¥ Team o
PR | Cancel Create and Add Another m_|

[0 Activity Plans

$ Payments

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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e g )L b Subjects

VisitDocs = Slack-001 + = o -
Stack-001 Subjects
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o Edit ® Delete & Export Q search | ¥ Filters
1 Dr. Rodert Siack sl e
Organization Visit Haspital 1 SubjsctiD Status Screening Number Subject initials Datz of Girth
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@ Dashboard
Create Suk = x
Site Details.
e
Site Visits Visit Dots o
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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.



TI CTMS USER GUIDE v2.0 version 1.0

| A L
m INTERACTIVE Page 181 of 207

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
i ects
Health Well Meds - HWS ~ Conor 00305- 0052 ~
conoro030s-00s2  SUbjects
=] SITE
O Add L Export
Pl Ankush Conor
Organization Health Works - HW 1 SUhJens
l  supjecin Status 5creening Number Subject Initials
Dashboard
Site Details
Milestones
Site Visits

%

Subject Visits
Qrganizations
Contacts
Team
Activities
Activity Plans

Payments

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.

conorooz0s-00s2  SUbjects o
=] SITE
© Add m Delete & Export & Unlock T Filter
Bl Ankush Coner
Organization Health Warks - HW 1 Subjects 1 Selected

Subject ID Screening Numbe: Subject Initials Schedule Date of Birth

o o S _—_—

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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1 Subject Details ! ! =
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Subject History
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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.

Add

Subject History

Current Status
© add
Mame

Slacker x

Summary Information

Additional Information

i °
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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.

. e O
UATI215 Subjects
2 ZEdt L Export ¥ il
1 subjects
101 s
| SubjectiD Status Sereening tumber Subjact inals ste Date of irth
DEEEEET N D T T
Subject ati ]
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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.

A A i 3
P e I L S e o @-
o« Subject Visits
SuBgECT
4 «m L export ¥ fiers
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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.

o

visitDocs »  Slack001 v 001 o M
o001 Subject Visits
& e ousvn [TT] rower  scom =
2 Visits total
15k Do 26 Jul 2023
@ | | 26)ui2023 .
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-
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—
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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
© Add 2 Export Y Filters
149 studies
Trial Interactive 1 Name Protocol Number  Status State Sponsor Programs Phase TherapeuticAre..  #Planned Trial .. # Planned Subj...
A Health Wel. 1128-4202022 Ppublished £ Health Well... & HW Studies. - ) 0
Dashboard
4 UAT Spons... 207032024 Draft & UAT sponsor UATLookup_1 2.0 o o
Sponsors
A UAT-00320  UAT003-018 2.0 Draft £ 12th Confe... I 0 o
Programs
il & sixDoses2..  UAT006-004 2.0 Published & SixDoses 2.0 &3 1] Pain and Anes.. 175 3500
m £ et uamone publsneg S St ! ‘ ¢
QNS 4 SubjectUA..  UATO172.0 Draft S Subject Ser.. I 0 o
Contacts -
4 Aprils2 1258888888 Published & Health Well.. UAT Lookup_2 o o
Activities Library
A& 4Teen stud.. 14-2.0 Published € ForTeens.... il 0 0
Activity Plan Templates
. A UAT1220 1220 Published £ 12th Confe.. n o 100
Milestone Templates
A Eleven-Stu.. 120 Draft £ Twin Ones . m o 0
A 1000th Stu... 1000 2.0 Draft € United Aus.. IR o )
A 10thGen20 1020 Draft £ United Aus... -l 0 o
& Upbeat2.0 8820 published = Upbeat Ani. i o 0
20 v PerPage 1 ]of8 Next »

2. Locate the study to which you want to associate an organization and click on it. This
opens the dashboard for that study.

Health Well Meds - HW9 ~

HealthwellMeds-  Health Well Meds - HW9 )
HW9

B Health Well Meds - HW & HW Studies

=

STARTUP.

A Study Milestones @ 2 Export

~ Configuration

m Country Milestones | [Site None - | [site Date Type Planned [ study Milestones None Study Milestones Date Type Planned - |

Y |site Country A Site Status A site A

3. Click on the "s" link in the navigation menu on the left side of the 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

— T R | A L TI CTMS USER GUIDE v2.0
m INTERACTIVE Page 187 of 207
Heskth Well Macs - Health Well Meds - HW9

B Hesith wiel Meeds . i & 1 Studies

4, This opens the "Organization” window, displaying organizations associated with the

study.
Health well Meds-  Organizations
2 Hws
- ' 0 nda 2 ot

s (3
H
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5. Click the "Add" button at the top-left of the screen.

Study
Health Well Meds - HW9 ~

Health well Meds-  Qrganizations

A HW9
sTuby © Add X Export
Spensor Health Well Meds - HW ‘_Type All ~ ‘

Product HW-Pill
2 Organizations

Name Status
B Healthmeds warehouse ...
B Harmony Wellness IRB - ...

Dashboard
Study Details

Milestones

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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Add Organization

‘ Q Star

1] Star Hospital gy

B Star Plus Hospita

Number

Parent Organization

Subtype

Type*

Status™

Active

Primary Contact

Cancel

Create and Add Another

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.

Orga nizat'sns

© Add I:l €5 Remove X Export

Type All -

2 Organizations

oNI' Primary Contact
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ubtype

20 v  PerPage 1
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B
Organization Information e

Number Name*

1126-4202022 Healthmeds Ware...

Parent Organization

P
Partner

Cancel Save & Next

Next 3

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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Organizations
e @

[Type all~ |

2 Organizations 1 Selected

o Name Status Parent Organization  Type Subtype Pri
. LI __.
B Harmony Well.. ACHVE IRB/EC

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 m

Do you want to remove the selected Organization(s) from the Study?

Cancel Remove

1. 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.

— Studies
© Add 2 Export ¥ Fiters
149 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.

Health Well Meds - HW9 ~

Healthwell Meds-  Health Well Meds - HW9 B
A H_wg B Health Well Meds - HW & HW Studies
STARTUP
Health Well Meds - HW
i Study Milestones ® & Export

~ Configuration

EXEERN ooy Miestones  [site None ~ | [site Date Type Planned [Study Milestones None - | [Study Milestones Date Type Planned ~ |

Study Details Y |site Country A Site Status A site A

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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Health Well Meds - HW9 ~
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4, Click the "Add" button at the top-left of the screen.

" Study
A .
Health Well Meds - HW9 ~
Health well Meds- Contacts
i HW9

STUDY All +
-

Gponsor Health Well Meds - HW © Add XL Export

Product HW-Pill

Dashboard
£ 0 Records

Study Details

5. The "Create Contact in the Study” window will display.
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Create Contact in Study o ox
Q i)
General Information
Organization®
~
Prefix First Name™ Middle Name
Last Name* Suffix
Job Title Contact Role*
v v
Email Address status®
Active X v
Start Date End Date
=] =
Phone Numbers

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.

Create Contact in Study a X

[a o)
Bobby Deale

Healthmeds Warehouse - HW Ware

ACTIVE

Hank Walker
a

Harmony Wellness IRB - HW IRB

Maria Sanchez
ACTIVE

Harmony Wellness IRB - HW IRB

T— e S

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.

Contacts
All + View Options v

© Add €S Remove & Export

©
Y Filters @) | Clear Values ]ohnny Mike James

o
m ACTIVE

2 1 Records 1 selected Sort By Created Date v | -

28 Feb 2024
. ., coNTacT . ., CONTACT - " .

General Information -]
ACTIVE Biostatistician Primary: & |J@Tl.com
Job Title

m Preferred Languages 0 Languages
Preferred Communication Method

Time Zone Best Contact Time

Cancel

20 v |PerPage 4 Pre

12. To remove the Contact that is associated with the study, Select the Contact. Click the
‘Remove’ button from the top main menu.

Contacts

Al

O Add ¢ Edit . Export

Y Filters @ | Clear Values

2 1 Records 1 Selected

. ., conTacT
Contact i status P jobTitle

1
& Johnny Mike James ACTIVE

13. The user will receive the confirmation pop-up, To proceed further click on the
‘Remove’ button or click on ‘Cancel’ to discard it.

S
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Confirmation X

Do you want to remove the selected Contact(s) from the Study?

Cancel Remove

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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Study

hwell D) ~

Health well
STUDY
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Dashboard
Study Details
Milestones
Countries
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Site Visits
Subjects
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Contacts
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Activity Plans

Team
All +
© Add X Export
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2 0 Records

Name i TeamStatus :  Role i StartDate

{  EndDate

. MEMEERIN
S Email

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.

e 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.

o.

Eleven-Study 15 ~

Access Permissions

© Add ¥ Filters
2 Users A
ame | Status Access Permission emal End Date

& CRAGO

Eleven-Study 1.5

& Csm 002
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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
© Add X Export T Filters
149 Studies
Trial Interactive 1 Name Protocol Number  Status State sponsor Programs Phase Therapeutic Are...  #Planned Trial . # Planned Subj...
A HealthWel.. 11284202022 published = HealthWell. & HWStudies.. i 0 o
Dashboard
&4 UAT Spons... 2.07032024 Draft £ UAT sponsor UATLookup_1 2.0 0 0
Ssponsors
L UAT00320  UAT003-018 2.0 Draft € 12th Confe.. I 0 0
Programs
Products A SixDoses2..  UAT006-004 2.0 Published & Six Doses 2.0 a3 1 Painand Anes.. 175 3500
m & Mansse oo Puplisned £ obiectier ! ° °
Organizations A SubjectUA... UATO017 2.0 Draft = subject Ser... 1 0 0
Contacts -
L April's 2 1253888888 Published € Health well.. UAT Lookup_2 0 0
Activities Library
A 4Teen Stud.. 1420 Published £ For Teens .. il 0 0
Activity Plan Templates
4 UATI220 1220 published £ 12th Confe.. [ 0 100
Milestone Templates
A ElevensStu.. 1120 Draft £ Twin Ones ... ,H 0 o
A 1000hStU..  10002.0 Draft = united Aus... -1 0 o
A 10thGen20 10729 Draft £ United Aus... |,H o 0
4 Upbeat2.0 8820 Published £ Upbeat Ani.. i 0 0
20 v PerPage 1 |of8 Next »

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.

stauzeamacy-  3-TAU 20231207-1356 UAT 1.5 Trial Interactive

A 1356 UAT1... B 3Tau
sTuDY

#Edit ¥ Expand All D Edit History

General Information L]

3-TAL 202312071356 UAT 1.5 Trial Interactive.

Products 1 Product
10th Concentration 1.0 PRIMAR

Protocol Information =

Project Management

Subject and Recruitment

Informed Consent -

Partner Information

Additional Information

Close Study -
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3. Click Settings in the top-right corner of the study details window. This opens the
Study Settings General window.

.I T R | A L TI CTMS USER GUIDE v2.0

] a— (-}
3TAU 20231207 3-TAU 20231207-1356 UAT 1.5 Trial Interactive
e
# Edit Expand Al ey
S General Information =
i Study Detais o
s
: s e

Protacol Information
e Project Management
Subject and Recruitment
Informed Consent

Partner Information

Additional Information

4, Click Edit from the study settings window at the top-left of the screen.

. TG HICATAUNT ...+ O
stauzceanzer.  General
1356 UAT 1...
A o seac] empman i
General Settings s
siecTacks @ @ siterumbering
& General Type
I Humeri

Milestone Templates

ize @

mport Site VisIE DoCURMATS Date Time Format s

M Lo #esie IDFF
usa,

Monitoring Information

Reviewers

Site Auto-naming Rules

5. Make any necessary changes in the Study Settings General window.
6. Click on Save at the top-left of the window.

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

~— - - TI CTMS USER GUIDE v2.0
m INTERACTIVE Page 198 of 207

= 3TAU 202312071356 UAT 1.... =

3-TAU 20231207 General
1356 UAT 1...
A L D Edit History

General Settings

Site numbaring

= @ @
Type
Numerc

Dace formsat ol canain day [, 0T, MONh MM, “MMY, "MIMK year [, Yy} 0 Sepaeator (7, =, °, =

Add Number

Monitoring Information

Reviewers

Site Auto-naming Rules

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.

Study i g il

Health Well Meds - HWS -

Health Well Meds - R€EIONS

N HW9
2 stuov © Add
Sponsor Health Well Meds - HW 1 Regions
A RO Region T Countries Provinces/States
M North America @2
Genera

Milestone Templates

Access Permissions
mport

Fields

Site Visit Types
Subjects

mport Status

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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A sty
=W o« e 2071355 UAT1., ~ | Study Semings | Reglons Q o

3TAU 20231207 Regions

1356 UAT 1...
Ny ’ . S searen ¥ fiters
[ puonieo }
1 Regions.
‘Sporsor 3TAU Region Countries Provinces/States. Cities
Proguce 108 Concenratin 1.0
st @ inaia Maharashtra Pune
& General
Create Region = ox
N regions
@ Milestone Tempiates
& Access Permissions
L import Qindia x <~
= Fields
Maharashtra % X v
& sitevisitTypes
& subjeas e

Pune x  Mumbai x v

Cancel Create and Add Another | | Create |

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.

East
I.I East
REGION IIHI[ » Collapse All
Region Information L]
Region stue
East 3TAU 202312071356 UAT 1.5 Trial Interactive ')
i Regon Details

Country 1 Country* a2
@ India Pune  Mumbai

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.

Regien
East
lII East
e DCancel A Collapse Al
Region Information e

Study
3TAU 20231207-1356 UAT 1.5 Trial Interactive o
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1. Once the user is on the Study Setting screen, Click on the Access Permission tab

from the navigation pane.

Seudy

Health Well Meds - HW9 ~

HealthWellMeds - GeNeral
HwW9

STUDY # Edit  ~ Collapse Al

Well Meds - HW

General Settings

Subject Tracking (7]
& General
Is this & blinded trial

Always use Study Specific Settings 2]

Site Visit Documents Date Format
Site Visit Documents Date Time Format
TMF Location @

Planned Tracking Fields o

Subject Date of Birth Tracking

Subject Date of Birth Format

dd/MMMyyyy

Site numbering

Type
Numeric
Start from
sizz @
o
Site Auto numbering Rule
Milestone Predecessor Enabled L]

+ 0

"D Edit History

2. It will open the access permission screen. To add the user click on the Add button.
Refer to the screenshot below.

Sudy
Health Well Meds - HW9 *

HealthWell Meds - ACCESS Permissions

N HW9
STARTUP
6 Users

Name T
& CRADDT
General & CRADO2
Regions & CRAOO3
Milestone Templates & CSM 001
e
mport & C5M 003

Fields

Site Visit Types

20 v | PerPage

D History & Export

Status Access Permission Emai

Studly Viewer (Deprecated)
Unblinded - Site Manager
Clinical Study Manager (CSM) {Deprecatec  CSM

Clinical Study Manager (CSM) (Deprecatec €S

Reader

Study Viewer (Deprecated) CRAOD1@ti.com

)

T Filters

[ 13¢0 0

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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Add User Study Access Permission o x
List of Invited Users
pse's 0 Users*
Pending
Set permissions
m Advanced
Access Permission ™ End Date
Cancel m
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.
= He;l-tﬁwluensmws S CvpeinEag AL S B Success *
o The Record is successfully created
Health Well Meds - ACCESS Permissions
_ 7 HWo
= sy © Add D History & Export Y Filters
) 7 Users o
: . . Name T Status Access Permission Ema End Date E
& Admin 001 m Country Manager 27 Jul 2024, 12:00 AM
General & CRADOT =3 Stucly Viewer (Deprecated)
Regions & CRADO2 =3 Studly Viewer [Deprecated)
Milestone Templates & CRA003 m Unblinded - Site Manager
& CsM 01 = Clinical Study Manager (CSM) (Deprecatec  CSh
mport & CSM002 =3 Qlinical Study Manager (CSM) (Deprecatec
Fields & CSM 003 [ acne | Reader
Site Visit Types
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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.

Study
# ' Study Settings Genera A -
Health Well Meds - HW9 ~ - -

HealthWellMeds - GeNeral
HwW9

STUDY # Edit  ~ Collapse All D EditHistory

General Settings e
Subject Tracking @ Site numbering
Is this & blinded trial Type
Numeric
Always use Study Specific Settings (2]
Start from
Site Visit Documents Date Format
L]
size @
Site Visit Documents Date Time Format
felds 2
Site Auto numbering Rule
TMF Lacation @
F
Planned Tracking Fields %) Milestone Predacessor Enabled ] I}

Subject Date of Birth Tracking

Subject Date of Birth Format

/MMMy (2]

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.

: Study S :
# Study Settings ~ Access Permissions A v
Health Well Meds - HW9 ~ L =

Health Well Meds - ACCESS Permissi
o (]

= swov © Add ‘ S Remove & SetasOwner 'O History X Export Y Filters

7 Users “ +

o e o Name ccess Permis=o oo E
I = =T - = N

General & CRAOOT =33 Study Viewer (Deprecated)
Regions & CRADOZ [ acmve | Studly Viewer [Deprecated)
Milestone Templates & CRA 003 m Unblinded - Site Manager

& CsM 001 [ s | Clinical Study Manager (CSM) (Deprecatsc €5
mport & CSM 002 [ acm | Clinical Study Manager (CSM) (Deprecatec  C5
Fields & CSM 003 [ acre | Reader

Site Visit Types
Subjects

mMport Status

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.

Seudy

- Health Well Meds - HW9 ~ b -
Health Well Meds - ‘GeNeral
7 Hwe
2 swov

# Edit  ~ Collapse All

General Settings

Subject Tracking 2]

Is this & blinded trial

Always use Study Specific Settings (2]

Site Visit Documents Date Format

Site Visit Documents Date Time Format

TMF Location @

Planned Tracking Fields 2]
Subject Date of Birth Tracking

Subject Date of Birth Format

dd/MMMyyyy

Site numbering

Type
Numeric
Start from
size @
o
Site Auto-numbering Rule
Milestone Predecessor Enabled

+ O

D Edit History

@ L

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.

Study

B SetasOwner D History & Export

] Name T

Genera & CRAODT =3
Regions & CRA D02 m
Milestane Templates & CRADOZ =3
o
mport & CsM 002 m
Fields & CSM 003 [ acve |

Site Visit Types
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Health wellmeds-  ACCESS Permissions (@)
7 Hwo
& suov -
©Add  [BEdit Permissions
StaTUP
7 Users 1 Selact
th Well Meds - HV

Access Permissio

End Date g
& Adminoot _ s Jrr— 2712024, 1200 Am

Study Viewer (Deprecated)
Study Viewer (Deprecated)
Unblinded - Site Manager

Clinical Study Manager (CSM) (Deprecatec €5
Clinical Study Manager (CSM) (Deprecstec C

Reader CSMD|

s O

T Filters

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.

Study
# ' Study Settings Genera A -
Health Well Meds - HW9 ~ - -

HealthWellMeds - GeNeral
HwW9

STUDY # Edit  ~ Collapse All D EditHistory

General Settings e
Subject Tracking @ Site numbering
Is this & blinded trial Type
Numeric
Always use Study Specific Settings (2]
Start from
Site Visit Documents Date Format
L]
size @
Site Visit Documents Date Time Format
o
Site Auto numbering Rule
TMF Lacation @
F
Planned Tracking Fields %) Milestone Predacessor Enabled ] I}

Subject Date of Birth Tracking

Subject Date of Birth Format

/MMMy (2]

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
# etting A
Health Well Meds - HWS ~
Health Well Meds - ACCESS Permissions e
N HW9
= sty - - -
© Add Edit Permissions €5 Remove | & Setas Owner |'D History & Export
7 Users 1 Selected
Sponsor Health Well Meds - HW
Broduct HW-Bi Rame T Status Access Permission Emai
& Admin 001 _ e AOMNGOIEH &0
Genera & CRADO1 m Studyy Viewer (Deprecated) CRADO1@ti.com
Regions & CRADC2 m Study Viewer (Deprecated) CRADO2:@ti.ct
Milestone Templates & CRADD3 [ acre | Unblinded - Site Manager CRADD3@
=
o s [ | N
Fields & C5M 003 m Reader CSMO03@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.

Seudy

Health Well Meds - HW9 ~

HealthWellMeds - GeNeral
4 HwW9
- STUDY -
# Edit  ~ Collapse All
Well Meds - HW

General Settings

Subject Tracking (7]
& General
Is this & blinded trial
Always use Study Specific Settings 2]

Site Visit Documents Date Format

Site Visit Documents Date Time Format

TMF Location @

Planned Tracking Fields o

Subject Date of Birth Tracking

Subject Date of Birth Format

dd/MMMyyyy

Site numbering

Type

Numeric
Start from
sizz @
o
Site Auto numbering Rule
Milestone Predecessor Enabled L]

+ O

"D Edit History

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.

Study
Health Well Meds - HW9 ~
Health Well Meds-  ACCESS Permissions
| HW9
2 swov O Add
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7 Users
Name T
& Admin 001
General & CRADOT
Regions & CRAD02
Milestone Templates & CRAOO3
mport & C5M 002
Fields & C5M 003
Site Visit Types
Subjects
mpart Status

Access Permission

Country Manager

Study Viewer (Deprecated)

Study Viewer (Deprecated)

Unblinded - Site Mansger

Clinical Study Manager (CSM) (Deprecatec
Qlinical Study Manager (CSM) {Deprecatec

Reader

w
i
&

Emal End Dx
ADMINDOT @ti.com 27 July

CRADD1 @ti.com

CRADO2@ri.com

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 Permissions History Health Well Meds - HW9 x
X Export T Filters
7 Records
Date | User Name Event Access Per) n End Date Performed By
> 26 Jul 2024, 12:07 PM & Admin 001 7 Country Manager 27 Jul 2024, 12:00 AM & admin002@t com
> 11 Aug 2023, 09:32 PM & CSM 003 Reader & csm001@rti.com

> 2, 09:10 PM & CRADOZ Study Viewer & Adrmin001&ti.com
> 16 May 2022, 09:10 PM & CRADD EMBER Study Viewer & Adrnin001 @ti.com
> 16 May 2022, 09:10 PM & CRA0D3 L Studyy Viewer & Admin001 @ti.com
> 16 May 2022, 09:09 PM & CSM 00z D CMBER Clinical Study Manager (CSM) & Admind01 @ti.com
> 16 May 2022, 09:05 PM & CSM 003 BER Clinical Study Manager (CSM) & Admin001 @ti.com
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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.

Sty
& e i Study Settings ~ General a & o i

Health Well Meds - HW9 ~

Health Well Meds - ‘GENETal
A Hw9

EEE # Edit  ~ Collapse All D Edit History
Sponsor Heaith Well Meds - HW .
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subject Tracking @ @ Site numbering
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_ Is this & blinded trial Type
W Regions Numeric
Always use Study Specific Settings (2]
@ Milestone Templates Start from
Site Visit Documents Date Format
.
size @
Y
= Import Site Visit Documents Data Time Format
3+ Felds 2
Site Auto-numbering Rule
& Site Vist Types ETMF Location @
P
& subjecs
. Planned Tracking Fields %) Milestone Predacessor Enabled (2] I}
= Import Status

Subject Date of Birth Tracking @l

Subject Date of Birth Format

dd/MMMyyyy (2]

2. It will open the access permission screen. Users can export the data. Click on the
export button. Refer to the screenshot below.
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Change of Principal Investigator (PI)
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.

. . Q-
H Boke OBGYN& Donna Baker
sER BN s

Baker - 740
Danna Bt Site Information =

s Vegas Boulevard South

Derm-001 [i]

720 Donna Baker |

Baker - 740

Site Management 8

Informed Consent =

Site Addresses 8

Subject and Recruitment 8

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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Change Principal Investigator

|

General Information

First Name®

Prefix

anne

JooTioe ‘Contact Role*
Principal investigatar

Email Address* Seatus®
e s3m

Start Date End Dete
2

8. Click Confirm in the Confirmation popup window to save the changes.

Confirmation

‘You are changing the active Investigator for the site to Anne Wise, by
doing this you will be setting the status of Anne Wise, 1.5 to inactive?
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Tracking Country Informed Consents (ICFs)

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

2. Navigate to the country in the list you want to edit and click on it.
a. This opens the dashboard for the country.

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

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

5. Click on the Add button in the informed consent section.

6. Click on the dropdown in the Name field.
a. Study level ICF is displayed and a country-specific ICF can be created.

uniegsianes  United States

Country Information L

Country Management

Team Subject and Recruitment

sctties
Acovy Pians Informed Consent D

‘Additional Information

Close Country

7. Select the study ICF from the list and click on the Save button in the informed consent
section.
8. You can add country-level ICF by adding the name and effective date in the informed
consent section and clicking on the save button.
i s s Q-

United States

Country Information
Country Management
Subject and Recruitment

Informed Consent s

Additional Infarmation

Close Country
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Creating a Site within a Country

6.
7.

8.
9.

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 Sites link in the Navigation menu at the left side of the screen.
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.

L suay @ say coumry
— | Visitboss + | UnitadStates = | > Q ° -
© United States Sites
STUDY COUNTRY
. :
All Sites  Active  Closed
Vst Docs . e
= o Ed ot Export Create Site in United States o ox Q Search ) B
1 sites A
General Information .
& Dashboard L Name Status Region Completed Milestone g
. ¢ @ Slackoot sy Nore'
i Country Details = Visit Docs o
@ Milestones.
i subjeas e
H Organizations
&
& Contacts
# Team e
Actvities
[0 Actuity Plans -
o
New a - 8 3 =]
= - 23
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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.

Payments

Poymnt scse 4 [

7040 electronic deposit Vit 456850 Awaiting QC

New Request

0
invoceabie 751630 uso New Request
6018 slectronic depost  Invokceable 7215.40 0

wisit 178830 uso

mvoiceable 817110 uso New Requast

6178 electroncdepost  invoiceable 476270 usD New Request

873 slecronicdepost  Mistt 604290 uso Awalting QT 20220803

1042 slectronic depost  Visit E28A 999220 usD Awaiting QC 20220718

invoiceable 50715347 378.50 uso Nen 20230209

imvoiceable 9232.40 uso Nex 874 20230108

visit 1,806.50 uso 842 20231611

o Visit 3015.80 uso A 3905 20230119

3887 electronicdepast  Invoiceable 2567.00 usD New Request 706 20230130

175 slecronicdepost  invoiceable 969230 usD New Request 915 20221027

st Vs 32420 uso Awaiting QU 265 20230207

5400 electronic depasit  Invoiceable
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e
x

Site Health Card

All Site data must be reconciled to close the Site. This Site contains data that should be reconciled.

Entity Open Reconciled

' Milestone

' Site Visit

0 reconciled

& Subject

& Activity

o ot reconciled Open

[ Activity Plan

Are you sure you would like to close your Site?

Cancel

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.

e o
Heshhwelieds . Health Well Meds - HW =
W B ik vl Aty - v o e
-
= ’
Gereral Semings a
& ceersi 3 « @D Lite rramibering
7] L]
Il L]
a3 np Information s
¥ Typs

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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6. Click the Edit button displayed on the top left corner.

uATI215 ~ ° v
vATI215 General
General Settings .
ect Track o Site numbering
‘Selecting the use of Sy Spectic Semngs esuls in Domain Secongs ot be wsed fo the Sy

¥

Add Number

Monitoring Information

Reviewers

Site Auto-naming Rules

7. Click the Always use Study Specific Settings toggle button.
8. Hover the mouse over the ? icon to view the tooltip.

UATI215 General
General Settings ]
ect Track [} Site numbering
Selectngthe use of Sy Spectic Seftings rEsuls n Domin Setings not b used fox the Study

¥

Add Number
Eurcpe

Monitoring Information

Reviewers

Site Auto-naming Rules

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.

UATI215 = i
UATI215 UAT121.5
STUDY H 12th Conference 1.5

ZEde = Expand Al D EditHistory

General Information
Protocol Infermation
Project Management
Subject and Recruitment

Informed Consent

Partner Information

Activitie: Additional Information )

Close Study

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

UATIZ1.5 General

#Edit ¥ Expand Al D Bt History

General Settings

Monitoring Information

Reviewers 8

Site Auto-naming Rules

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.
[ ]

Milestones

=5 Fields

Demain Settings are Applied to the Study

[c=3]

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.

z 5
B 4 = Lo SwdySetiings | Fields | Milestones [ET °

MUBSEORESINY 15 Domain-level Custom Fields to Study o %

© Study Speciic Settings wil be Appied

T Filters

3 Dynami Fields
£ stes Name Type Descriptio stat Required
s (ol (= — e
@ Countries Miestone & Mumber [ o ]

i Subjects Missonesho.  Text [ e )

& Subject visits

# Team Members

10. A notification of Success is displayed in the top right corner of the screen.

o Success

Dynamic fields are successfully added

1. 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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UATIZ18 -

Milestones

Add T Filters.

1 Dynamic Fields.

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.

UAT1215 = -
ATIZ15 UAT12 1.5
STUDY B 12th Conference 1.5

ZEdit wExpand All L

General Information

Protocol Infermation

Project Management

Subject and Recruitment

Informed Consent

Partner Information

Additional Information &

Close Study
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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.

UAT1215 =

ATIZ 1.5 Site Visit Types

Subjects Domain Settings are Applied to the Study

P

7. Select a checkbox(s) before the value column and click Add button.

2 oA - :;:‘;":s' Study Settings  Site Visit Types =4
© UATI215 SiteVisitTyPes Add Domain-level Site Visit Type(s) to Study o ox
A s

© Suudy specitic

ings will be Applied

value Label {

& General call visit Cal visit
M Regions ] Close out Close out Close Ou...
o s @ | cRaTran. | craTran.. serDe.. | CRATran..
& Access Penmissions Unbiinde. Drug Ace. User De...

& import Dirug Acc Drug Acc. User De.

= s DRUEAG.  DWUEA.  UserDe.

4 Subjects

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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A uATiz 15 Site Visit Types I@

3 tems

Latel Type Checkiist Template Additional Fields Unblinded  Active

Call visit Callvisit User Defined Agril
Close out Close cut User Defined  Close OUt Visit Report

CRA Transition CRA Transition User Defined  CRA Transition Copy Outgoing CRA, Visit Sequence Number, Inc.

@ Site Visit Types.

Subjects

10. Notice that the ‘Create New button’ is disappeared and is now displayed below the ‘+
Add’ dropdown menu.
1. Click the Create New option from the +Add Dropdown menu.

Study

UAT1215 +

—— Site Visit Types
STUDY
© Add
© Add Site Visit Type(s)
Sponsor 12th Conference 1.5 & Create New Label
Product Twelve 1.5
Call visit Call visit
Close out Close out
General
CRA Transition CRATransition

Regions

Milestone Templates
Access Permissions
Import

Fields

@ site visit Types

Subjects

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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‘Sponsar 125N Conference 15 Value Create Site Visit Type = x Rl s ey

Froduct Tmetve 1.5
call visit Apri =

Close out. ¥

CRATransiten ‘Outgoing CRA. Visit Sequence Number, Inc... v

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.

UATI21S + ° N
UATIZ15 Site Visit Types Study Specific Settings are Applied ©
©sdd « Y Fiers
4 1tems 1 seecs
I N ) A - R T
Close out Close out S ed Close teport

CRARex

Outgoing CRA Visit Sequence Number, inc.

20. Perform the required action.
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Subjects

User can apply the Domain Settings to study by - adding Subject Statuses, Enrollment
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.

UATI215 =

uATIZ15 UAT12 1.5

B 12th Conference 1.5

ZEdit wExpand All

General Information
Protocol Infermation
Project Management
Subject and Recruitment

Informed Consent

Partner Information

Additional Information

Close Study

Study
UAT1215 +

UAT121.5
STUDY

Milestone Templates
Access Permissions
Import

Fields

Site Visit Types

b ey |
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a. This opens the ‘Subjects - Subject Statuses’ window.
6. Click the Add button displayed in the center of the screen.

UAT1215 Subject Statuses

STUDY

Enrollment Tracking

Subject Visit Types

Domain Settings are Applied to the Study

To use Study Specific Settings and not Domain Settings click Add

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.

Add Domain-level Subject Statuses to Study o ox

© Study Specific Settings will be Applied
Only the statuses selected beiow will be used for this Study

17 Statuses  Selecied

Name t Status Description Default End St..
Active Subject is actively compl...

Completed Subject has completed t...

Cycle1

Cycle 2 ACTVE

Cycle 2

Early Terminated Subject has early termin... v
Enrolled Subject has been enrall...

Lost to Follow-up Subject has been lost to...

Ongoing Subject continues to par...

Planned Subject has been identi..

Randomized Subject has been rando...

€ Previous 1 of 2 Next b

=

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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UATI215 ~

ATI3As Subject Statuses Study Specific Settings are Applied ©

10. Click on the Enrollement Tracking link in the left navigation menu.
a. This opens the ‘Subjects - Enrollement Tracking’ window.

1. 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.

UATIZ1S 0 d
<] . = 3
uATIZ 15 Enrollment Tracking Study Spacific Settings are Applisd

4 Statuses

Active Deactivate

Site Addt! Info display? Settings > Statuses > Subjects

Cyce2 cycle 2

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

e |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:

e Review Studies associated with an Organization
e 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.

“ A 0 o
Organizations

All +

© Add 2 Export

Trial Interactive

¥ Filters

| 3014 ©

601 Records

3

ttttt ent Organization I Type i subtype

o @ = w = = 3

| @ @ @ 3 @ O @™ = O W z

1 29 Next »
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3. To add a new organization, click the "+Add" button from the menu bar above the grid.

Organizations

All +
Trial Interactive
T Filters
Dashboard 2 601 Records
Sponsors 11 MName Status
Programs £ Ireland Pharma m
Products £ Monica 5-D m
Studies B samuel Testing Orga... m
Contacts £ Miracle Hospitals m
e This action will open the "Create Organization” screen.
Create Organization =
General Information
MName*
Star Medical
Number
1234567890
Parent Organization
B 1.3 Therapeutics m E
Type® Subtype
Hospital X o Central & Local X o
Status®
New a x v
Cancel [ 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

Name*

Star Medical

Number

1234567830

Parent Organization

[ l
© Creats I

g 1.3 Therapeutics m

g 1.4 Therapeutics m
1.6 Therapeutics

8 [ ace |

g 12th Conference 1.4 m
12th Comference 1.5

[g 'th Conference 1.5 m

PATETEN L Puuee wses P sy

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.

Organizations

A+ View ogtons

@Add #Edn @Actuare @ Deiere

& Export © mport

Organization LR

| s e (3]
Create Organization Generat Intermation
T 390 Records SortBy 2 -
11 Mame ¢ s i ParsesOrgank Semersl information
e
@ Semuel Sponsor Test. m W Samuei Pg
Sar e
W e Teegoe (EEED e
"
[ PNpr . | e
B uats20 =3 Parent Organizanon
© Bcuerames2  (EED = 9
[ RS - | b = .
Hospital % v|[g
Burormegrg2o  ([CHED - = oK~
St
e D R
[ IRe—— =3 —
T B Frone Numbers
B Broveers Lavs 20 B onigsupt
" | Phone umtars B - |
Woinsnoss2o  (EEER concer[[creamesna ana anorner | () T oo
5 Woewcs20 [icne | Foriner & ohnjacobs & cmom
B ans supply 20 =3 Supplier & packsmin & cmom
B acmenncao =3 Fartner & cmom
o W Aameinca0 [icee ] Invesgacve Sze & s arcn a csmoan
o B sskasesut  (EEED et & Hope weiser
e . =
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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.

o success

The Record is successfully created

Organizations

we o+

©Add ¢ Edit @ Activate [ Delete & Export @ Import

Create Organization B x
£ 390 Records | Selectzd
1 Name : Stas i ParencOrgani General Information . .
# | B samuel sponsor Test... B samuelpi 77 sishPa. & Admin 002
P
Star Hospital
@ samuel Testing Orga... ACTIVE B samuel Pz stish Pa... & Admin 002

Number

e

“ HuaAT820 & Cra D1
x v
# | B citizen Partners 2.0 & csmoo1
Type Subeype
© B rastoend Neurologic... & csmool
Hospital % v | [ Central & Local % v
| B Wirror Imaging-2.0 & Cra0D!
Status
“ @ ciinipartners 2.0 New a8 x v & CsMoo1
“ | B 2.0Therapeutics v Primary Cantact & CsMoo1
| [ Brooke'sLsbs 2.0 B Drug Supg > N & csMoot
o B Medical Miracies 5 (TR Phone Numbers & csMoot
@ Clinical Works 2.0 Cancel Create and Add Another | & csMoot
* | @ Dehaco.20 Partner & John Jacobs & CsM oot
B Atlss Supply 2.0 Supplier & Jack Smith & CsMoo1

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
MName*

Star Hospital

Number

123456789

Parent Organizaticn

B Star Plus Hospita o
Type* Subtype

Hospital xow Central & Local oV
Status*®

Mew B X v

Cancel [ Create and Add Another l
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22. Subtype: Select the subtype that best describes the Organization.
23. Status: Choose the status as your requirement.

Page 232 of 207

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

2 l

I © Create I

- Anne Wise, 15
Anne Wise, 1.6
& Anne Wise, 2.0 “

& April Thomas

& Dr. Ariz T'Loak

& April's Organization level Contact m

& 5rya stack

Create Organization =

Primary Contact

Arya Stark X

Phone Numbers

© Add

Primary How BN 1~  123-456-7390 Ext ]
Emails

© Add

Primary % ow Arya@ABC.com ]

nclude Address

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.

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 | A L TI CTMS USER GUIDE v2.0
HG] INTERACTIVE Page 233 of 207
¢ 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.
e 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.

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

Steps to Search for an Organization
¢ 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 L Export €D Import

Trial Interactive

Dashboard
Z 2 Records
Sponsors
1] MName i Status : Parent Organization

Programs

B star Hospita B star Plus Hospital
Products

B Sstar 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.
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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.

- 1 O

<o Organizations

Al +
© Add 2 Export

Trial Interactive

4
| 501 O

601 Records

z
3

((((( i parent Organization i Type i subtype

W v = w = =
T

I?IIII!I(...«(IMI;
|GBBBBBEEEE
£l Bl E H

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
Al +

© Add @ Deactivate & Delete & Export
Trial Interactive

+ Add Filter

< 602 Records 7 Zelectad

Sponsors 11 Name i Status
Programs = Ireland Pharma
Products = Monica 5D

S . M'EUEI LDFEZ _|
csq'llds E ; nc OJ\CC

Contacts B Samuel Parent Orga...
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2. The Quick View panel will display in the editable stage on the right side of the screen.

Organizations
ALY+ iew Opti
© Add © Activate @ Delets L Export @ Import
g A star Plus Hospital
S | sowse
11 Nam Stan Pt 1 Subype B| BT gt 8 Co Organization Information e
r Hospital r Plus Hospital ospital Central & Local & Arya Stark & Admin 002
-
amu B Samuel Parent Orga. Sponsor Central & Loeal Mr Samuel Satish Pa. & Admin 002 Namet
B somuel Testngorzo.. (R B somuciParentOrga Hospical Centrat & Local N cisaisnpo. & Adminoo2 ot Plus Hospitl
B Semuel Parent Orga. Hospital Central & Loca! & MrSzmuel Satish Pa & Admin 002 Parent Orgarnization
Bussao =3 ainic & craoor =
Type* Subtype
B Citizen Partners 20 [ ace | Partner & csmoot osora rrave o
B =3 estgetve St & csmoor H‘ e
B wirror imaging-2.0 [ ace | ertner & cracol
B Cinie =B Lao & csmoot Desc
[Frcme } am & csmoon )
B Drugsupply <2.0> rtner & CcsMoo1 Ne
ertner & Erin Garner & csmoot sizi=l=] [=]r]8]s
= Brec & Jocob Roberts & csoor
[ ace | artner & John Jacobs & csmoot
[Ficme } Supplier & Jacksmith a csoor
Contact Information
B Acmeinc20 [Face | artner & cswoon
) mma i 2 Fanea & ot fonee! -@
20 v PerPage 1 |of20 Next b £ Previous Next »
H n n
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
" H H H n
Organization Details” page.
ot = + O
Star Hospital Star Hospital
# tain Collapse Al D&
Organization Information L]
i Organization Detaits
=
)
Contact Infarmation =
Primary Contact
° Arys Stark
= o
o =@a
- -
Addresses
© aoa

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.

Organization
Star Hospital =

Star Hospital Star Hospital
B ORGANIZATION
= Collapse All

Organization Information

Number Status Description
Lo Ee d
Studies Name
Star Hospital Website
2 ion
i

Contacts

Type Subtype Noree
Hospital Central & Local

Contact Information

Primary Contact

° Arya Stark
= 0a®
(]
Employes -
= Arya@ABC com

View All Contacts

4, Once the changes are made, click the "Save” button to save the updates, or click the
"Cancel” button to discard them.

+ O
somuciTesing  Samuel Testing Organization P
Organiand
o -
Zen =R
s Organization Informat =

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.
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Organizations
&‘ +
© Add X Export
Y Filters
H
C 601 Records
I Name I status Parent Organization Typ i subtype
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B
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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 | Oll!u:ti\lratewh @ Delete X Export

+rad i

< 602 Records 1 Selected

1] Name : Status : Parent Organization
£ Ireland Pharma ACTIVE B rotunda
£ Monica 5-D B winTiles
B samuel Testing Orga... S ABC-TEST2
B samuel Parent Orga... ACTIVE B samuel Testing Orga...

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.

o Success

The Recerd s successfully upgated

Organizations

ar o+

©Add  #Edit ©Activate @ Delete L Export  © Import
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392 Records 1 Seiecizs Sorcsy 2 17312026
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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.

Organizations
arge G
© Add X Export
Z 602 Records
1] Name i Status :  Parent Organization i Type
£ Ireland Pharma B Rrotunda Sponsor
£ Monica 5D ACTIVE B winTiles Sponsor
ACTIVE

B samuel Testing Orga... S ABC-TEST 2 Hospital
B samuel Parent Orga... B samuel Testing Orga... Hospital
£ Miracle Hospitals £ Galashegos Pharmac... Sponsor
B sun Hospitals £ Galashegos Pharmac... Hospital

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' +

© Add # Edit W Delete X Export
+ Adariter

o 602 Records 1 Selected

) I

11 Name : Status H Parent Organization :
£ Ireland Pharma ACTIVE B rotunda
£ Monica 5-D ACTIVE B winTiles
B Miguel Lopez | ACTIVE B winTiles I
E Samuel Testing Orga... ACTIVE § ABC - TEST 2
B samuel Parent Orga... ACTIVE B samuel Testing Orga...

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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Organizations

a +

L
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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.

n X
Organizations
Al & +
© Add X Export
Trial Interactive
¢ v Y Filts :
g
Z 601 Records tBy 2
I Name Status Parent Organization i oType i subtype
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B sor Hos
o Ter B Ve ["acrve |
8w [t ]
B P
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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.

Organization

Miguel Lopez ~

Miguel Lopez MlgUEI Lopez

B ORGANIZATION

% 4 Collapse All

Parent WinTiles

Organization Information

Number Status

Name

i Organization Details

Studies

Miguel Lopez
Sites

Parent Organization

Related Organizations H winTiles

Contacts
Type Subtype

Hospital Central

3. Click on the “+Add” button in the Addresses section.

Miguel Lopez MIgUE' LOpEZ
B ORGANIZATION
#Edit Collapse All
Parent WinTiles ° ABC Test
== ...
swe
Employee .

i Organization Details . +91-99231-11715
View All Contacts

B4 ABCTest@ti.com
Studies

Sites

Addresses
Related Organizations

© Add
Contacts

Phone Numbers

Primary i +91  12345-67890 rD

=

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:
¢ 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.

“ ‘0-
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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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: parenton i summ i primary Contact
: e : e : " Organization Information -]
Number staus
B Star Plus Hospital Hospital & Admin 002 123456789
B B Ssmuel Parent Orga. Spansor Central & Local & Admin 00z -
s B SamueiParentOrga..  Hospital Central &Local & Aominooz Ster Hospita!
B semuel Parent Orga. Hospital Central & Local & Admin 002 Farent
]
B UAT5 20 cinic & craoot
Tyre subsyps
B Ciizen Parners 20 artner & cmoo [ Conra & Lol
B s Investgarive e & cswoot M —
B artner & cra001 B
Desc
] Leo & csmoot
B0 cini & csuonn P
B B DrugSupply <2.0> Partner & csmoot Nt
B Vegical v artner & Ein Garner & csmoot
H Cinic IRB/EC & Jacob Roberts & csmoot
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B [Fce | Suppier & Jacksmin O & Contact Information e
HaA Partner & csmoot
B am crioative Ste & Rariwa Martin & csmon -
20~ |rerpage o2 Next b Next>

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”.

x samuel Testing Organization
Orga atian In or (-]

123456789

Sarruel Tasting Orgarizatian

Contact Information =

A Mr Samuel Satish ...

Cancel [ Save

ISne&Neﬂ]

Nea ¥

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.



K

Version 1.0

T R | A L TI CTMS USER GUIDE v2.0
INTERACTIVE Page 248 of 207

4. After creating the parent organization, In metadata, click the "Save” button to save
the changes, or click "Save and Next” to continue editing.

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.

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.

Organization

Samuel Parent Organization ~

Samuel Parent Related Organizations
B Organizatio...
ORGANIZATION © Add 4 Export

1 Organizations
Name Status

| B samuel Testing Organization m |

Organization Details
Studies
Sites

Contacts

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.

: + Q-
Organizations
All +
© Add & Export
©
Y Filters
5
2
Z 601 Records
I Name i Status Parent Organization I Type i Subtype
8 e s B
B =p Hosp c
B ["acve | B Samuel T Hospita Centra
B sun ["ice | 2 Hosp f
LE Hos ala
B ve
B 3
| P
;] 29 Next »

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

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

Organization

Star Hospital +

Star Hospital Star Hospital
B ORGANIZATION
[ rcnve | # Edit & Collapse All

Parent Star Plus Hospital

Organization Information

Number Status

Studies Name

Star Hospital
Sites.
o Parent Organization
Related Organizations
B Star Plus Hospital
Contacts
Type Subtype

Hospital Central & Local

Contart Infarmation

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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Documenting Studies
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xport —

2 Studies
Therapeutic # Planned Tr # Planned Su

01-A Anti-Infective ] 0

o

01-A Anti-Infective -

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.

“ .°~

Organizations
-AL_ +
© Add 2 Export

Trial Interactive

4
| 301 ©Y

601 Records

3
°
5

W v = w = =

I.I.._llll..ﬂl.m;’f’
|BBBBBOEAREAS

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 4+
© Add & Delete © Import

Trial Interactive

Dashioard
= 389 Records 2 Selected
Sponsors
1 } Name Parent Organization
Program
B samuel Testing Orga... B samuel Parent Orga...
Products

B Samuel Parent Orga...

Studies

Organizations

B Gtizen Partners 2.0
Contacts

B Fastbend Neurologic...
Activities Library

B Mirror Imaging-2.0
Activity Plan Templates

B Qinipartners 2.0
Milestone Templates

B 2.0 Therapeutics

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.



TI CTMS USER GUIDE v2.0 version 1.0

A L
m INTERACTIVE Page 252 of 207

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 B 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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Organizations

& Ge jobs Results

O oeeringons

5. The files will be downloaded the local systems and will display the file formats.

e The CSV file will display, just one tab with the contact details.

No

Favorite Name  Status
Star Hospi Inactive

Star Plus F New

Samuel Sp New

Samuel Te Active
Samuel P: New

UAT-8 2.0 Active
Citizen Pa Active
Fastbend Active
Mirror Ime Active
Clinipartn Active
2.0 Therag Active

Parent Or| Type
Star Plus F Hospital

Samuel Pz Sponsor
Samuel Pz Hospital

Hospital

Subtype Primary CiOwner
Central & Arya Stark Admin 002

Admin 002

Central & MrSamue Admin 002
Central & MrSamue Admin 002

Hospital Central & Mr Samue Admin 002

Clinic

Partner
Investigative Site
Partner

Lab

Clinic

Brooke's L Pending A Drug Supg Partner

Medical M Approved

Clinical W Active
Delta Co. [ Active
Atlas Supp Active
Acme Inc . Active
Acme Inc Active
Subject Se Active
Subject Ce Active

Partner

IRB/EC

Partner

Supplier

Partner
Investigative Site
Sponsor

Clinic

Erin Garne
Jacob Rob
John Jacol
Jack Smitl

Barbra M:

CRA
CSM
CSM
CRA
C5M
CSEM
CsSM
CSM
CSM
CSM
C5M
CSEM
CsSM

0ol
001
001
001
001
001
001
001
001
001
001
001
001

Hope Weisser
Hope Weisser

I Organization (by admin002_ti.co I +

The XLSX file will display the following two tabs:

¢ 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

Al 4+

© Add L. Export

Dashboard

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.

Trial Interactive
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Import g x

1. Download Template
Use the sample file as an example of th

‘ormat required

& Download Template

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

2. Proper date format should be utilized

y (e.g. 01-01-2024)

ields included in the import file must
ttings for each custom field (Link to 5

the column header as defined

ize the System Feld Name

3. Upload your file
Supported format. xdsx

Drag & Drop or Select a File

ted format: xisx

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

CTMS Organization Import Guidance
/alcome to our Clinical Trisl Managament Systam (CTMS) Organization Import faature!
IThis too! allaws for you to efficiently import organizations assaciated with your clinical trials.
to ensure s smooth

tep 1: Prepare Your Organization Data
[Before importing erganizations into the CTMS, ensure that your organization data is properly formatted and organized:
« Ensure data intagrity: Verify that information for is sccurate and up hen possible.
* Required fields: Identify and include all required fields for each organization - Name, Type, Status
« Verify dats formatting accarding 1o the following rubes by CTMS field:
 Formatall ells to a text format before proceeding

Numirers —CTMS will allow for the import of ghene Aumbers using g formats (ie.,
imary Phone Numbar column contains only one numbar
122333442455"
* "+122333444455455"
= Other Phone Numbers column may contain multiple phone numbers separated by ;"
. the Other Phone Numbars without a Type will be Imported a5 Type = “Other”
= “Mobile:+122333444455455; +122333444456" [second phone number Type=Other)
~CTMS wall anly sllow for the Import of the emall addressing using the following formats and rules:
imary Email Address column contains anly one email address
amel1@email.com”
« Gther Email Addresses column may contain multiple emal addresses separated by ;"
« Email Addresses listed within the Other Email Addresses without 3 Type will be imparted as Type = “Other”
= iLcom; o il address Type=Other)
= Addresses - Country ~CTMS will anly allow for the import of country codes within an address (e.g., GB, US, IN, e1c.]. CTMS utilizes the ISO country code standards.
> Date fields - CTMS will anly allows for the import of date fields if the dates are provided in the following formats:

v code plus pi n available] and rules:

M-y Y (4.5, 01-01-2024)
/MM vy
dd.MM.yyyy
Yy MM-dd (.. 2024-01-01)
wyy/mmfdd
WVY-MM.dd
« Customer specific fields: CTvs will allow for the f specitic
= Add each custom field as a new columa within your file

fields). when within your impart field complete the following

= Reference the ‘System Field Name' a5 the column heading for each custom field (1.2., consuft with your company administrator to obtain the ‘System Field Name' from Settings > Fiekds > OrEanizations/spansors > System Field Name')
= Enter avalue per the field design/type

* Lookup arrow) 1 the list

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
Program
Create Manage

A 4

Create Manage Tracking

A 4

Create Manage Tracking

4

Create Manage Tracking Subjects Site Visits  Visit Docs
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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

—— Trial Interactive
m Top Countries & Export
rial Interactive WEA 39.92%
@ Dashboard
canada 30
- Germany 20.16%
o
g | status | spansor Phase A Program Al | country Product A Therapeutic Area All
1 12 2 ¢
‘
1
1
1
1
0 Mock |

Figure: Select Contacts

Steps to create a contact

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

Click here to create a new
I + contact. View Optians v
=

X Export @ Import
Trial Interactive

T Filters
Dashboard

2 300 Records SortBy 2 -
11 FullName i Starus i JobTite i Emails i Phone Numbers

primary: &

Mobile:

officei

personal: &

a ead ¢ Primary: &
H [ e | Primary: & b g
pla 'y Primary: & Primary: &
lest plat a =3 Primary: & Primary: &
a Other Primary: &
a Other Primary: & Reception: &
F Head of Medicine Primary; &
H [ acme | primary. &
a | oncre Primary: &
20 v | PerPage 15015 Next b

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.g., 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

@0 ap0oTo

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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Contacts
ill +
© Add X Export @ Import

% 301 Records

1] Full Name H Status H Job Title H Emails H Phone Numbers

- Miguel Lopez |

) o Primary: Primary: %
& Director of Clinical Oper... .
Secondary: &% ¢ Mobile: t.
R o ) Office: &
- Head of Medicine Primary: &
Personal: %
- Head of Medicine Primary:
- ACTIVE Primary: &
- Head of Medicine Primary: Primary: %
- ACTIVE Head of Medicine Primary: & Primary: %
- Other Primary:
- Other Primary: & Reception: %
- Head of Medicine Primary: &

Figure: New Contact

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.



TI CTMS USER GUIDE v2.0 version 1.0

| A L
m INTERACTIVE Page 261 of 207
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.

Contacts

Al View Optior

© Add l:lﬂ Delete £ Export  © Import

Trial Interactive

0
Y Filters %
L lrbetd ) £ Miguel Lopez
< .
i | Browse
£ 301 Records S
Full Na H Job Title:
o A General Information o -]
B .- l:———
»»»»»»» -
Director of Clinical Oper. Viguel
Secondary: &
Middl
Office: &
a mory: &8
rsonal: %
< Nom i
& ary: &
Lopez
a mary. &
a Head of Medicine Primary: & Primary: % New 0 x v
a d B
a ott =
ngusges 0 Langusges
a Other Primary: & Reception: & "
& Head of Medicin rimary: &
s — - ] e [
0 v | PerPage 1 or18 Next » Next 3

Figure: Editing a Contact

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 name which will
open the Contact Details page.
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Miguel Lopez & Miguel Lopez
& CONTACT
« Expand All D Edit History
General Information -]
Prefix First Name Middle Name Preferred Languages 0 Languages
i Contact Details Miguel

Oenizat0ns a5t Name Suffix  Preferred Communication Wethod

Lopez

Sites
Tim, 7
inked Contacts

Contacts e
Addresses

© Add

Phone Numbers

Emails

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.

Trial Interactive

Dashboard
Sponsors
Programs
Products
Studies
Organizations
& contacts
Activities Library
Activity Plan Templates

Milestone Templates

Contacts
Al o+

© Add & Edit

X Export

T Filters

© Import

2 301 Records 1 Selected

11 Full Name Status Job Title Emails

Primary: & R

Director of Clinical Oper...
Secondary: &%

- Head of Medicine Primary: &
- Head of Medicine Primary: &
at Primary: &
- Head of Medicine Primary: &
& Head of Medicine Primary: &

Phone Numbers

Primary: &
Mobile: &

Office: %
Personal: &

Primary: &

Primary: &

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.

Trial Interactive

Dashboard

Sponsors

b (0 B

Programs

W Products

A  studies

B organizations
Activities Library

[ Activity Plan Templates

§  Milestone Templates

Contacts

All +
© Add ¢ Edit @ Delete Merge & Export @ Import
Q search H Y Filters ]

Z 301 Records 1 Selected

Full Name

Confirmation

Do you want to delete the selected Contact(s)?

‘hone Numbers

frimary: & § EIFEEE B
Viobile: = = B ==

Dffice: % wfl ETE 550005...

Yersonal: . o B8 S

Y| Sl s cme NEW
Tr | & e il Bk B NEW

¥ | eemmn amegta | B Primary: SRR
Y B Te——— NEW Head of Medicine Primary: &&= o
V1| & — Head of Medicine Primary: % s B

Primary: & = B 0

Primary: U s m= &

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

Al o+

O Add @ Delete X Export @ Import
T Filters

Trial Interactive

Dashboard
2 301 Records 2 Selecied
Sponsors
11 Full Name i Status i JobTitle ! Emails i Phone Numbers
Programs
& Miguel Lopez
Products
_ " Primary: %
& Mr. Robert Craig Smi... Director of Clinical Oper...
Studies e Secondary: Mobile: %
Organizations Office: &
- Head of Medicine Primary: &%
EEED Personal: &
Activities Library - Head of Medicine Primary: &
Activity Plan Templates & Primary: &
Milestone Templates - Head of Medicine Primary: & Primary: &
- Head of Medicine Primary: % jack2.0@ti.c... Primary: &

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.

Merge o x

Please note that contacts selected to be merged that are used within CTMS will be replaced with Main Contact
All contacts merged into the Main Contact will be deleted - this is a permanent action that cannot be undene. Please consult the Online Help for additienal details

[By default, Contact 1is selected as the rmain contact]

2 Contact as a result of merge

—
Main Contact Result of the Merge | — (®) Contact 1 Select All Contact 2 Select All

Related Entities @

Y - o o

Full Name Mr. Robert Craig Smith, Il ®) Mr. Robert Craig Smith, 11l Miguel Lopez
Preferred Languages Arabic (iz_=1) ®) Arabic (x_-l)

Preferred Communicati... Email ®) Email

Time zone Et/GMT+12 ®) Etc/GMT+12

Best Contact Time 9:30 PM ® 9:30 PM

Job Title Director of Clinical Operations ® Director of Clinical Operations

Specialties RD & RD

Cancel Merge

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.

Merge o x

Please note that contacts selected to be merged that are used within CTMS will be replaced with Main Contact
All contacts merged into the Main Contact will be deleted - this is a permanent action that cannot be undene. Please consult the Online Help for additional details

2 Contact
Main Contact Result of the Merge (®) Contact 1 Select All Contact 2 Select All

Related Entities @&

o @ o o

Full Name Miguel Lopez Mr. Robert Craig Smith, 11l ®) Miguel Lopez
Preferred Languages Arabic (iu=0) ()

Preferred Communicati... Email ®) Email

Time zone EtC/GMT+12 ®) EL(/GMT+12

Best Contact Time 9:30 PM ®) 9:30 PM

Job Title Director of Clinical Operations ®) Director of Clinical Operations

Specialties RD ® RD

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.

Merge o x

Please note that contacts selected to be merged that are used within CTMS will be replaced with Main Contact

All contacts merged into the Main Contact will be deleted - this is a permanent action that cannot be undone. Please consult the Online Help for additional details

2 Contact

Selzct Al will consider all entrizs
from Contact 2

Main Contact Result of the Merge Contact 1 Select All (® Contact 2[select All B

Related Entities @

o o o

Full Name Miguel Lopez Mr. Robert Craig Smith, Il ® Miguel Lopez
Preferred Languages Arabic (iz_1) .
Preferred Communicati... Email .
Time zone ELC/GMT+12 .
Best Contact Time 9:30 PM )
Job Title Director of Clinical Operations )
Specialties RD )

cencel -

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 o x

/L Please note that contacts selected to be merged that are used within CTMS will be replaced with Main Contact
All contacts merged into the Main Contact will be deleted - 1

Merge Contacts x

2 Contact

Main Contact Result of the Merge cts merged with a Main Contact will be replaced in all locations intact 2 select All

Related Entities @
Records merged with a Main Contact record will be permanently deleted, this

action cannot be undone. For example:
Avatar @ |
Contacts associated with an Organization will be replaced with the Main

Contact details

Full Name Miguel Lopez * Primary Contacts for an organization will be replaced with the Main Contact |guel Lopez
details

« Site Contacts will be replaced with the Main Contact details
Preferred Languages « Responsible Party will be replaced with the Main Contact details

® All associated contacts for Programs, Products, Studies, Study Countries will
Preferred Communicati... be replaced with the Main Contact details

Do you want to Merge Contacts?
Time zone
Best Contact Time
cancel

Job Title
Specialties (JRD (®)

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.

Contacts
All +
© Add © Import
Trial Interactive
Y Filters
Dashboard
£ 301 Records
Sponsors
11 FullName i Status i JobTitle i Emails i Phone Numbers
Programs
- Head of Medicine Primary: % !
Products
&l
Studies
F Head of Medici P = office: &
a ead of Medicine rimary:
Organizations ¥ Personal: &
ConiEes & Head of Medicine Primary: &
Activities Libra
ry 2 ACTIVE Primary. &
Activity Plan Templates
- Head of Medicine Primary: & Primary: %
Milestone Templates
- ACTIVE Head of Medicine Primary: &% Primary: &

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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Export m
Format
Content

Current Page
All
(®) Custom
Number of recards *

72

<>

Include in the Export

All Addresses @

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.

e Exporting Data
Finished
COI"ItaCtS Contact (by admin001_ti.com 2024-07-15 at 06.03.07 +0000).xIsx
&3 Get Job Results
All +
© Add X Export @ Import
T Filters
23 301 Records
1] FullName i Status i JobTitle i Emails i Phone Numbers
a Head of Medicine Primary:
&
Office: &
- Head of Medicine Primary:
Personal: &
- Head of Medicine Primary:
& ACTIVE Primary:

Figure: Get Job Results
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« v« s Thi

# Quick access
[ Desktop
‘ Downloads
|::'| Documents
&=/ Pictures
L ]
-
(S8 I 8

m
@ OneDrive - Personal

3 This PC

) 3D Objects

[ Desktop

|if'| Documents

‘ Downloads

J) Music

&=/ Pictures

m Videos

i Local Disk (C)
pngjobs (Wpngal-p
Public (\\pngal-sha

H

H

¥ Network

sPC » Downloads
MName

~ Today (4)

Type

Microsoft Word Document

File folder

Size

@ Contact (by admin001_ti.com 2024-07-15...
@ Contact (by adminD01_ti.com 2024-07-15...

Microsoft Bxcel Worksheet

Microsoft Excel Comma Separated Values File

v Last week (6)

-
~~ Earlier this month (3)
a EEmEEE LI .
| ]
Last month (18)
Earlier this year (35)

Microsoft Word Document
Microsoft Excel Worksheet
Microsoft Word Document
Microsoft Word Document
File folder

File folder

PMNG File
Microsoft Word Document

zip Archive

2,167 KB
122 KB

230,109 KB

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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G24 - F3
A B C D E G H | J K
1 |Favorite Full Name Status Job Title Emails Phone Numbers Site Name Site Numk Study Nan Study Number
2 |No [ ] mum New Head of Medicine mn
3 |Ne - New
4 |No New Head of Medicine (- m -
5 |No ] New Head of Medicine '
6 |No - Active - - L] -
7 |No New Head of Medicine L - -
8 [No "mw Active  Head of Medicine ' " =
9 |No - - Do not us¢ Other — L]
10 |No New Other T jmwm =
11 |No New Head of Medicine '
12 |No Active - - - -
13 |No Inactive T
14 |No - Active n -
15 |No L Active = EEm R
16 |No Active
17 |No - New " " o D . gt
18 |No o - New
19 |No B New r - L
20 |No aEm New ' ] " -
21 |No EEEm Ew New Director of Clinical Operations
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
7
| [Contact (by adminoot ticom 202][ @ f

Figure: CSV file export

The XLSX file will display the following two tabs:

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

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.



i3

Version 1.0

Page 271 of 207

T R I A L TI CTMS USER GUIDE v2.0
Al i =
A B C D E F G H 1 1
1
2 R | A L
3 N _ -
" A | \ /1
= = |
6
7
8 Metadata
9 Exported On: 2024-07-15 06:02:13 AM
10 Exported By: Admin 001 (ADMIN0OL@ti.com)
11 Time Zone: (UTCZ) Greenwich Mean Time
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
32
33
EL
35
36
37
38
39
40
41
an

Metadata Contacts ‘

Figure: XLSX file-Metadata tab

e Contacts: This tab has the contact details.
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A B = D E F G H 1 J
1 Favorite Full Name Status. Job Title Emails Phone Numbers Site Name Site Number Study Name Study Number
2 No | New Head of Medicine - )
3 No - c— New
a No ’ New Head of Medicine s EeEE = ] n
5 No New Head of Medicine [ T
6 No e b Active n
7 No - New Head of Medicine = = m =
8 No I Active Head of Medicine L]
9 No Donoctuse Other
10 No New Other == EEs m =n
11 No ! New Head of Medicine [
12 No - e Active
13 No Inactive L] L] -
14 No Active
15 No = Active ']
16 No L Active — -
17 No New o T
18 No o r—— New
19 No " New - = u
20 No New
21 No = New Director of Clinical Operations
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38

| Metadata |[Contacts || @ ]

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
All +
© Add 2 Export | @ Import
Trial Interactive
Y Filters
Dashboard
£ 301 Records
Sponsors
11 FullName i Status i JobTitle i Emails i Phone Numbers
Programs
- Head of Medicine Primary: % !
Products
&l
Studies
2 Head of Medici P = Office: &
a ead of Medicine rimary:
Organizations Y: Personal: L
ConiEes & Head of Medicine Primary: &
Activities Libra
ry 2 ACTIVE Primary. &
Activity Plan Templates
- Head of Medicine Primary: & Primary: %
Milestone Templates
- ACTIVE Head of Medicine Primary: &% Primary: &

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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Import m

1. Download Template
Use the sample file as an example of the format required

& Download Template o

2. To ensure successful file import the following rules should be followed: e

1. Required fields must be populated for each record - <First Name>, <Last Name>, <Status>

2. Proper date format should be utilized for all date fields, supported formats:
o dd-MM-yyyy (e.g. 01-01-2024) o yyyy-MM-dd (e.g. 2024-01-01)
e dd/MM/yyyy yyyy/MM/dd
o dd.MM.yyyy o yyyy.MM.dd
3. All Custom fields included in the import file must utilize the System Field Name as the column header as defined

within Settings for each custom field (Link to Settings).

w

. Upload your file
Supported format: .xlsx

[ Drag & Drop or Select a File | (3]

Supported format: xlsx

e D] ©

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.

Al M X « | CTMSContactImport Guidance
A B C D E F G H 1 J K L ™M N o

1 |Guidance

2 |\Welcome to our Clinical Trial Management System (CTMS) Contact Import feature!

3 [Thistool allows for you to efficiently import contacts associated with your clinical trials.

4 |Follow the guidance below to ensure a smooth and successful contact import process:

5

6 |Step 1: Prepare Your Contact Data

7 |Before importing contacts into the CTMS, ensure that your contact data is properly formatted and organized:

8 * Ensure data integrity: Verify that information for each contact is accurate and up-to-date and remove duplicates when possible.

9 « Required fields: Identify and include all required fields for each contact — First Name, Last Name, Status
10 « Verify data formatting according to the following rules by CTMS field:
1 o Format all cells to a text format before proceeding
12 o preferred Languages —CTMS will only allow for the import of a two-letter language code (e.g., EN, DE, etc.}. CTMS utilizes the 1SO language code standards.
13 © Phone Numbers - CTMS will allow for the import of phone numbers using the following formats (i.e., country code plus phone number with extension when available) and rules:
14 = Primary Phone Number column contains only one number

15 = “+122333444455"

16 = “+122333444455#55"

17 = Other Phone Numbers column may contain multiple phone numbers separated by ;"

18 = Phone Numbers listed within the Other Phone Numbers without a Type will be imported as Type = “Other”

19 = “Mobile: +1 {second phone number Type=Other)

20 o Emails—CTMS will only allow for the import of the email addressing using the following formats and rules:

21 = Primary Email Address column contains only one email address

2 = “namel@email.com”

23 = Other Email Addresses column may contain multiple email addresses separated by "

24 = Email Addresses listed within the Other Email Addresses without a Type will be imported as Type = “Other”

25 = “Work: name2@email.com; name3@email.com” (second email address Type=Other)

26 © Addresses - Country —CTMS will only allow for the import of country codes within an address (e.g., GB, US, IN, etc.). CTMS utilizes the ISO country code standards.
27 o Date fields — CTMS will only allow for the import of date fields if the dates are provided in the following formats:

28

29 dd-MM-yyyy (e.g. 01-01-2024)

Figure: Contacts import template-import Guidance
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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.

Contacts

aE

& Save as New View

L+

View's Actions

Trial Interactive

® Close View |

R
1 View Details -

Dashboard
A~ S Copylink to View
L=
Sponsors Add to Favorites
Programs
-
Products
)
Studies
Organizations -
a

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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Trial Interactive

Dashboard

Sponsors

Programs

Products

Studies

Organizations

Contacts

All Latest Contacts View +

O Add X Export @ Import

Y Filters

2 301 Records

11 FullName i Status i JobTitle
- Head of Medicine
a
a Head of Medicine
& Head of Medicine

Emails

Primary:

Primary: &

Primary: &

Phone Numbers

Office: &
Personal: &

Figure: New contacts view on the home screen
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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.

COREacts

All Latest Contacts View :

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

Trial Interactive

® Close View

. ) ‘ilters
1 View Details
Dashboard _ _
- 301 Re Se Copy link to View
Sponsors Add to Favorites
11 .

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

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

e 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.
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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

O 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.

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

INTERACTIVE Page 281 of 207

All View’s Actions
To access All View’s Actions, from the left-hand navigation pane, select Contacts > View
Options dropdown.
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Contacts
Latest Contacts View [+
New View
© Add 2 Export @ Import
Trial Interactive
Y Filters
£ 301 Records c 1o View
. . . . Remove from Favorites
11 FullName i stawus I jebTive i Emails i Phene Numbers
Programs All views' Actions
a Head of Medicine primary: &
Products £ Manage Views
O O Reset to Default Views Config
Studies

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.

Manage Views o x

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

All Views  Favorites Created By Me  Default

Created By All v ‘ ‘ Share Option All ~ ‘ ‘ Add to Page All v
3 Views ‘ Sort By None ~
View Name Description Created E
~ t Asc @ Delete
All & Admin
© Add Sorting
All The latest view for reference. & Admin
Clear Sorting Cancel Apply
Latest Contacts . & system syseein - ruoie N L v AuuCU
10 v  PerPage 1 Jof1

Figure: Sort views

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 TI CTMS USER GUIDE v2.0
NGl NTERACTIVE Page 282 of 207
Manage Views g X
View saves Filters, Column Customization, and Content View by default (list or card) if there are any
| All views  Favorites  Created By Me  Default |
Created By All ~ | |Share Option All ~ | |Add to Page All ~
3 Views | Sort By None |
View Name Description Created By Share Option Last Modified Add to Page
All & Admin 001 & Public 15 Jul 2024, 12:47 PM
All The latest view for reference. & Admin 001 & Private 15 Jul 2024, 12:45 PM m
Latest Contacts ... & system system i Public 15 Jul 2024, 12:46 PM +/ ADDED
10 ~ |PerPage 1 of1

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? b

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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To apply filters to the Contacts view, click on the Filters button to add the Standard and

Advanced filters.

Contacts

Latest Contacts View * +

© Add X Export @ Import

# Advanced All v

Trial Interactive

Dashboard
2 301 Records
Sponsors
1] FullName i  Status :  Job Title

Programs

- Head of Medicine
Products

& Miguel Lopez
Studies
Organizations a Head of Medicine

- Head of Medicine
Activities Libral

"’ 2

Emails

Primary: &

Primary: &

Primary:

Primary:

Phone Numbers

Office: &
Personal: &

Figure: Add Filters

Standard Filters

To add the Standard filters, click on +, select the required criteria, and click on Apply.

Job Titl

Head ¢

Head ¢

Head ¢

Head ¢

Contacts
Latest Contacts View * +
© Add X Export @ Import
Trial Interactive
AU~ Advanced All w
Dashboard
22 301 Records
Sponsors
11 Full Name Status
Programs
&
Products
-]
Studies
Organizations &
Contacts
&
Activities Library s ACIVE
Activity Plan Templates
&
Milestone Templates
- ACTIVE

Head ¢

41 Filters

Addresses: Active
Addresses: Address Line 2
Addresses: Address Line 3
Addresses: Address Type
Addresses: Country Code
Addresses: Created By
Addresses: Created Date
Addresses: Modified By 5
Addresses: Modified Date

Addresses: Owner

Clear

Cancel Apply

Fiaure- Applhv-standard-filters
+y-St ara—+HHte

L)

=GO eTAPOHY cHaaHt
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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 Contacts View * +
© Add X, Export @ Import
Trial Interactive
b g1 |7 Advanced All v E]
Da:
0 Rules
Spt
Where Select Field v Contains v Type Value
Pro
© Add Filter Rule v
Pro
© Add Filter Rule
Stu | ¥ Add Filter Group Delete Apply
To keep all rules together
OrE‘ e PEISUNdI N +1 212500 ..,
. AT - Head of Medicine Primary:
Activities Library a Primary:

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

e 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.

e 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: s
e Text: 134, Red Lion Street, London

Contacts
Latest Contacts View * +
© Add X Export @ Import
Trial Interactive
R @Il | # Advanced All &
Da:
1Rule
Spt
Where Addresses: AddressL... v Is v 134, Red Lion Street, London [}
Prc
© Add Filter Rule
Prc
Or& S FErsondi e +1 £1£ 55U ...

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 * +
© Add X Export @ Import
Trial Interactive
# Advanced All v
Da:
2 Rules
Spe
Where Addresses: AddressL... v Is ~ 134, Red Lion Street, London
Pra
ar v Addresses: AddressL... Is v 174, Red Lion Street, Londen [x]
Pra
© Add Filter Rule w
Stu
Org
8 o

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 X Export O Import

# Advanced All v

& 302 Records

Full Name El Status ! JobTitle
a [© Hide Column
g Lock Column
a - 18 Manage Visible Columns Head of Medicine
a

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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Manage Visible Columns g x
Available Columns Set Order
full name 5 Visible
¥ Expand All | sort By AIphaIJe:] T LOCKED COLUMMNS

» Billing Address Fields
Favorite

» Emails By Type

Full Name

b Lab Address Field

SCROLLABLE COLUMMNS

» Main Address Fields Status & Lock ¢ Hide

» Pharmacy Address Fields ) .
Job Title B Lock @ Hide

» Phone Numbers By Type

» Primary Address Fields Emails & Lock @ Hide

» Shipping Address Fields )
Phone Numbers & Lock @ Hide

Click on the Checkbox to unhide the
column and then click on Apply Changes

Cancel Apply Changes

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 I

© Add X Export & Import

# Advanced All v

& 302 Records

Full Name : Status : Job Title
a & Hide Column
| & Lock Column
& . 12 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.

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

~— - - TI CTMS USER GUIDE v2.0
m INTERACTIVE Page 290 of 207

O Add X Export @ Import

# Advanced All »

% 302 Records

Full Name : Status : Job Title
a () Hide Column
g Unlock Column
& 122 Manage Visible Columns Head of Medicine
-

Figure: Unlock Column

4, ltis also possible to unlock a column by accessing the Manage Visible Columns screen
and selecting the unlock option.

Manage Visible Columns g x
Available Columns Set Order
6 Visible
¥ Expand All | Sort By Alphabe:| 1 LOCKED COLUMNS
Addresses
Favorite

» Billing Address Fields

Clinical Trial Experience Full Name & Unlock [# Hide

Created By
Created Date SCROLLABLE COLUMNS
CV Date )
Phone Numbers & Lock @ Hide
Degree
Description Status & Lock @ Hide
Emails
Job Title & Lock @ Hide
» Emails By Type
v Emails & Lock @ Hide

First Name

[ a Eoll Name

Cancel Apply Changes

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 I

© Add X Export & Import

# Advanced All v

o 302 Records

Full Name : Status : Job Title
a & Hide Column
g Lock Column
a & 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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. Enter the search term in search box to retreive a particular
Manage Visible Columns |field. Click on Sort By Alphabet to sort the Available o %
columns in ascending or descending order.
Available Columns / Set Order
Click Unlock to be able to rearrange the column. Click on
& Visible Hide to remove the column from the main Contacts screen.
¥ Expand All | Sort By Alphalje:| 1 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
Emails
Job Title & Lock & Hide
» Emails By Type
v Emails & Lock @ Hide
First Name
Check or Uncheck the checkbox for the particular fields to
M ol Mama Hide or Unhide the column on the main Contacts screen.
Cancel Apply Changes

Figure: Manage Visible Columns options

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.

(1
9 e Sort By Created Date ~

Created Date w 1 Asc M Delete
© Add Sorting 0 e

Clear Sorting Cancel m

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.
o Success e
Added to favorites
Contacts
Latest Contacts View * All +
© Add X Export @ Import

A # Advanced All v E]

=% 302 Records

Full Name : Status : Job Title H Emails H Phone Numbers
- Primary: &
- Head of Medicine Primary:

o I:l & Miguel Lopez
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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.

) Activities L
Activities Library
© Add
94 Activities
Trial Interactive 1 Activity Name Status Type Subtype

Reports Document ICF Template
Dashboard

Demo Reports 2 Action Item CRF
Sponsors

UATO10 Stepl4 .. Acknowledgement IRB/EC
Programs
Products Step 7 UATO10 2.0 Site Visit Issue/Action
Studies UAT010 Step 6 2.0 Protocol Deviation
Organizations AP2 Activity 2.0 Communication Email
Contacts l

UAT10 Act1 2.0 Acknowledgement IRB/EC

Activities Library

Approval 2.0 Approval Annual Renewal
Activity Plan Templates

[ 10 Acknowledge... ACTIVE Acknowledgement IRB/EC
Milestone Templates = & - g

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
c. Sub Type
d. Description
3. Click on the Create button once all the mandatory details are filled.

Activities Library

O Add | # Edit 1@ Delete < SetActive

94 Activities

: . Create Activity (2] o x
Trial Interactive
1 ac b
P
Activity™®

@® Dashboard

*
= Ssponsors

v Type* Subtype b

rograms
S Prog
0 v hd
[l Products o d
i Description®

L Studies 354 b
g Organizations o ) |
* Contacts e |
Activities Library

A1 J
[ Activity Plan Templates

A )

@ Milestone Templates

x4

KR

Cancel Create and Add Another } @ e

Figure: Creating Domain Library Activity Records

o

Note:

e |nitially, 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 I:l @ Delete > Set Inactive
[TypeISuhtype Ofilters v ][Status All v ][ Show Favorites Only }
94 Activities 1 Selected (5}
M +~ Reports
Activity N... Status Type Subtype Description  Modified Modifier S
m .
-n oo @ ¢
) Dem... ACﬂVE Action It... This is m.. 20 )ul 2023 & Admi... Activity*
UATO... Acknowl...  IRB/EC UATO10... 03 )ul 2024 & Admi... Reports
* *
Step .. SiteVisit ~ Issue/Ac..  UATO10..  03Jul 2024 & Admi. Tee subype
Document v ICF Template v
UATO... Protocol Deviation ~ UATO10..  03Jul 2024 & Admi...
Description™
AP2... Commu..  Email AP2 Acti..  14)un 2024 a This is required.
UATI... Acknowl...  IRB/EC UATO10.. 03 )ul 2024 & Admi... ’
Associated Plans
Appr... Approval Annual ... UAT Scri... 14 Jun 2024 & Hope... [EReports Verification 2
10A.. Acknowl...  IRB/EC UATScri..  14Jun 2024 & Hope... [HUATO10 Step 13 1.5- Copy (AP 1
Man... Commu... Email Commu... 30 Jan 2024 & Admi... Cancel
20 v |PerPage 4 Previous 1 |of 5 Next » o 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 | Delete | € SetInactive

[TypefSubtype 0 filters v [Status All ~ ][ Show Favorites Only D]

94 Activities 1 Selected

Activity Name Status Type

-H (¥ Reports ACTIVE Document

Confirmation O 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 1 Delete | SetInactive e

[TypefSubtype 0 filters ~ } [Status All ~ } [ Show FavoritesOnly }

94 Activities 1 Selected

Activity Name Status Type

-H (¥] Reports ACTIVE Document

+ [ Demo Reports 2 HCTI VE Action ltem

Confirmation ¢

Do you want to set inactive the selected activity?

Cancel Set Inactive e

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 ] Copy @ Set to Retired

[Status All v } [Level All v~ } [Classification All v ]

Trial Interactive

61 Activity Plan Templates 1 Selected

Plan Name Status Classification Description
DaShboard m HopeYS Slte = -_
Sponsors

(@ UATO10 Ste... UAT010 Step 13 2.0
Programs

[@ UATO10 Ste... UATO10 Step 13 2.0
Products
Studies @ UATO10 Ste... Planning UATO10 Step 13 2.0
Organizations (@ UAT10AP2 2...
Contacts
Activities Libra

Y m %2

[H Activity Plan Templates
1] Amendment

Milestone Templates
(@ Site Docum... 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 ~ ] [Level All ~ ] {}Iassification All ~ ]

61 Activity Plan Templates 1 Selected

Plan Name Status Classification Description
S

[@ UATO10 Ste... UATO10 Step 13 2.0

(@ UATO10 Ste... UATO10 Step 13 2.0

[@ UATO10 Ste... Planning UAT010 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 @ O O x
General Information
Activity Plan Name™ Level®
213 Study X v

Classification

Description

Status

Parent Plan*
Select Parent Plan (@ v

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 Step2 O @ O X

@ General Information
Associated Activities

© Associated Activities S
Q o Browse Activities Library

© Create o
0 Activities
Activity Na... Type Subtype Description Modified Modifier

Cancel 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 Step2 O @ O X

(1) General Information
Associated Activities

Associated Lo

e Ao l Q ‘ Browse Activities Library
Activities —

Study Submission

Submission/ Initial

Country Protocol Approval

Approvalf Protocol Amendment

Country Submission Description Modified Modifier
Submission/ Initia

- Amendm... 22 Jan 2020 & syste...

Site Protocol Approval ! Y
Document/ Protocol Signature Page Initial sub... 22 Jan 2020 & syste...

Cancel Save Activities

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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Browse Selected Activities o x

Selected Items 85 Activities 1 Selected

| Allbraypes pctiy Name Type subiype Descrpt.
> Acknowledgement
= - UATO010 Step14 2.0 Acknowledgeme... IRB/EC UATO1...
> Action ltem

> Approval Site Visit Issue/Action UATO1..
> Communication Protocol Deviation UATO]1...
> Decision o )

Communication Email AP2 A...
> Device
> Document Approval Annual Renewal UATS...
> Finding Acknowledgeme... IRB/EC UATS...
> Investigational Product (IP) o )

Communication Email Comm...
> Meeting
> Protocol Acknowledgeme... IRB/EC Testin...
> Safety ey = - Mariimont IFE Tamnlata Ahtain
> Secure 10~ PerPage 1 of9 Next »

Cancel Add 1 Activities

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
~ b4

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" Step2 O @ O X

(1) General Information
Associated Activities

Associated —
9 S Q Browse Activities Library
Activities

1 Activities 1 Selected

Activity Na... Type Subtype Description Modified Modifier

UATO... IRB/EC UATO10S... 03 Jul 2024

Save Activities

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 Teemplates

© Create Template t1Copy < Publish @ SettoRetired I Delete E

[Status Published "] {le"e'A”V] View Activity Plan Template "Budget - Initial" Step1 @ O O X

21 Activity Plan Templates 1 Sclected

Plan Name Status | © General Information

General Information

) Associated 4 Activity Plan Name Level
- Ay el
M@ Country Sta.. Activities Budget - Initial Site
m REiEECELL PUBLISHED Classification
1 Related Plan

(M Hope's Site ... PUBLISHED o

Description
[ Protocol A... PUBLISHED First budget for a site

P

[H Protocol A...

PUBLISHED Status

Published

Select Parent Plan

Next Activities

Figure: View Activities Plan Template

4 Related Plans
[ Protocol A... PUBLISHED by

[ site Annual ... PUBLISHED

[@ Site Docum... PUBLISHED
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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 @Copy ¢ Publish @ SettoRetired 1 Delete E
2

[Status All v ] [Level All v ] [Classification All v ]

64 Activity Plan Templates § Edit Activity Plan Template "Temporary Template" Step2 O @ O X

Plan Name Status
1
[ Temporary ... DRAFT 'C) General Information
: Associated Activities
[ EiE
© Associated Activities 5 T
@ i | Browse Activities Library
i
[ Sy - © Create
|
= ‘
WD 0 Activities
|
0 ewferoam Acti.. Type Sub.. Des.. Mo.. Mo..

[ g, PUBLISH

[0 PUBLIS}

[0 e RETIRED)

20 v | PerPage

BER

Cancel Save Activities e

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 ~ ] [Classification All v ]

64 Activity Plan Templates 1 Selected

Temporary Template Status Classification Description

" 3

" 92

®

u| UATO10 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 Temp\ate‘Step‘l ® O o x

© General Information
General Information

@ Associated Activities Activity Plan Name Level

Temporary Template Study
Classification

Amendment Close-out

Description s

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 @ O X

(1) General Information
Associated Activities

© Associated Activities ———
Q Browse Activities Library

© Create

0 Activities

Acti.. Type Sub.. Des.. Mo.. Mo...

Cancel Save Activities

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 | @ SettoRetired @ Delete

Status All v | |Level All v | |Classification All - |

64 Activity Plan Templates 1 Selected

v
o]
—
c
v

Plan Name Activity Plan Template Review ? %

1

M Temporary ...

[w]

S

T
||

‘ il Do you want to publish the activity plan template? b
.
Template Nam Temporary Template
B Sy PUBLISHED Level  Study
B mbrun DRAFT Classification ~ Amendment, Close-out y
Associated Activities 3
iy PUBLISHED y
Description
. Fl: '1 PUBLISHED Parent Plan Name

PUBLISHED

U
1
:

Cancel Publish Plan Template o

Figure: Publishing Activity Plan Template

e Activity plans with Draft status can only be published

e |f 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.

© Create Template @ View (] Copy < Publish | @ Set toRetired | @ Delete

[Status Al v] [Level Al v] [aassiﬁcation All v

64 Activity Plan Templates 1 Selectec )
Set to Retired O x
Plan Name Status

@M Fe=yre
@ it
D

RAFT
RAFT
Template Name
@ |
RAFT

Do you want to set the following Activity Plan Template to Retired?

Level  Site
PUBLISHED . .
Classification

Mo Associated Activities

Description
[ s PUBLISHED
Parent Plan Name
@
a
= R
[ e

m 3 0 A
R
®

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 Tem pt.a\tes

© Create Template ¢ Edit € Publish @ Setto Retired M Delete Q Seard|

[status All v | [Level all~ | [a

Copy Activity Plan Template b step2 O @ O X

65 Activity Plan Templates 1 Selec

Plan Name Status (1) General Information )

Associated Activities
[ g |

Associated L
© Create J
3 Activities :
Acti... Type Sub.. Des.. Mo.. Mo.. J
v A Re  U.  03. & |
[ e, PUBLISHED ] . Sit.. IsS... U... 03... & A |
[ =, PUBLISHED - h - v o - )
[ = .. PUBLISHED ]
m i (D € == o '

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.

Studies

© Add . Export

Status All v ] [ Show Favorites Only ] [ Show Draft Only

Trial Interactive

150 Studies
1 Name Protocol Number Status State
Do @ A[rcait] 123056788 Draft
Sponsors
Programs A UATS..  2.07032024 Draft

Products A UAT-0... UAT003-018 2.0 PROTOC... Draft

4 SixDo..  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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Health well Health well
STUDY B o

Sponsor

Product 7th Try

Study Milestones

¥ Configuration

@ Dashboard Country Milestones [Site Milestones None v

Study Details [Study Milestones Date Type Planned v }

Milestones
h [Site Country All ~ ] {Site Status All ¥ ] [Site All v~ ]

Countries

Sites

Site Visits

Subjects

Organizations

Contacts

Team N

Activities

Activity Plans o

Figure: Select Activity Plans

4. On the Activity Plans Template screen, click on the Templates tab.
5. Click on +Add > +Associate buttons.

Activity Plans

Plans InUse  Scheduled Plans | Templates (@)

EdAssociate e

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.

Associate Activity Plan Templates to Study "Health well" mp S

Select the activity plan templates you would like to use for the study

Selected plan templates

= a0 x  UATO010Step 132.0 x X v

[Level All ~ ] [Classification All ~

21 Activity Plan Templates 2 Selected - this number includes any related activity plans

o Plan Name Classification  Description Level Activities
[ rae s k- = Site
[ UATO010 Step 132.0 UATO10 Step 13 2.0 @ Country
(@ UATO010 Step 132.0 Planning UATO010 Step 13 2.0 A Study 2
[ UAT10AP2 2.0 & Study 1
20 v |PerPage 1 of 2 Next »

@

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
1 Name Protocol Number Status State
Do @ A[rcait] 123056788 Draft
Sponsors
Programs A UATS.. 207032024 Draft
Products A UAT-0... UAT003-018 2.0 PROTOC... Draft

4 SixDo..  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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Health well Health well
STUDY B o

Sponsor

Product 7th Try

Study Milestones

¥ Configuration

@ Dashboard Country Milestones [Site Milestones None v

Study Details [Study Milestones Date Type Planned v }

Milestones
h [Site Country All ~ ] {Site Status All ¥ ] [Site All v~ ]

Countries

Sites

Site Visits

Subjects

Organizations

Contacts

Team N

Activities

Activity Plans o

Figure: Select Activity Plans

4. On the Scheduled Activity Plan screen, select the Scheduled Plans tab > +Add

Activity Plans

Plans In Use  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

Please select a Template from the list that you want to schedule for Study: "Health well"
Sites

Level All ~

[Classification All ~ ]

4 Available Templates 1 Selected

« Schedule plan

} I

ACTIVE
Not Applied
Activities
« Schedule plan
@ UATO1...
ACTIVE
UATO10 Step 13 2.0
Not Applied 1
Activities
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 step2 O @ O O x

vV
(1) select Template

© Plan Detail @ u
an Details N
Modified Description
24 Jul 2024, 04:51 PM

Admin 001

Not Applied
Parent Plan 0
Activities 1

Cancel Previous m

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

Please select at least one level status

Site Status
(2) Plan Details o
o Schedule Plan Country Status
v
Study Status
v

The Activity Plan will be applied to the Study: "Health well" Sites
when the selected statuses are reached for each level selected

Cancel Previous m

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.

Studies

© Add . Export

Status All v ] [ Show Favorites Only ] [ Show Draft Only

Trial Interactive

150 Studies
1 Name Protocol Number Status State
Do @ A[rcait] 123056788 Draft
Sponsors
Programs A UATS..  2.07032024 Draft

Products A UAT-0... UAT003-018 2.0 PROTOC... Draft

4 SixDo..  UAT006-004 2.0 Published

Organizations

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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Health well Activities
STUDY

+

Sponsor
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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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Figure: Tracking Activities

To edit any activity, follow the steps below

1. 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.

All" + |:\/iew Options V:‘

© Add ¢ Edit 1 Delete X Export B Bulk Edit

Activity 101 4
&=

< 1 Records 1 selected ‘Sort By None V‘

Activity Name ¢ Status i Type i Subtype

v
. » Actions Taken -
Activity 101 Acknowledgement IRB/EC
© Add Action

Additional Information e
Received Date

Acknowledged
Date

20 v  PerPage 1 |of1

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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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 ‘ ‘ Level All v ‘ ‘Classification All ~

66 Activity Plan Templates

Plan Name Status Classification
[@ Temporary ... W2
[@ Temporary ... %2
(@ Temporary ... ®2

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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Fill in information below ta create a user

= T e - )

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.

A

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.

6. 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.
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©
Email
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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.

[ YR T r— T e

1 Users 1 Selectes (

Diagnova Name Seatus Role Emait End Dae ]

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.

Do you wan: to deactivate the following user(s)?
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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.

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.

Click on the Resend Invite button in the top-left of the screen.

a. This opens the Resend Invite window.

Click on the Resend button in the Resend Invite window.

Note: You can only resend an invite to a user with an Invited status.

s testti
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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.
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 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.

e 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. Level*: Specify whether the milestone is to be created at a Study, Site, or
Country level by selecting the option from the dropdown.
b. Milestone Name*: Enter a name for the milestone template.
c. Classification: Select the classification criteria from the available dropdown
options.
d. Description: Enter a suitable description for the template
e. 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.
f. 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.

Milestone Templates

Milestone Templates . reate Milestone Template = %
#Edic @D
e © General Information General Information
Trial Interactive 4 .
120 Milestone Templates. 5 Lever Countries
(4 site v | | @Finland x @ France x X v
@ Dashboard =
Milestone Name™ Classification
£ sponsors Milestone Template 1 Start-up % X~
Manual
S Programs 1 Description
10l Products r ==
A studies
. Manual
B organizations
& contacts [ 4 =
Activities Library
2
@ Activity Plan Templates e Set Parent Milestone Template @ -

©

Milestone Templates | [ 4

Manual

£

Manual

Figure: Creating Domain Library Milestone Template

5. The newly created template is visible on the Milestone Templates screen.
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Milestone Templates
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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.
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o General Information General Information
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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.

Studies
© Add . Export
149 Studies
Trial Interactive L Name Protocol Number Status State Sponsor
A UATS.. 207032024 Draft S UATS..
Dashboard
sponsors (2]
Programs 4 SixDo..  UAT006-004 2.0 Published £ SixDo...
Products - )
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Organizations A subje..  UAT01720 Draft € subjec..
contacts 4 Apri's2 1253888888 Published = Health...
Activities Library
. A 4Teen... 14-2.0 Published £ ForTe..
Activity Plan Templates
Milestone Templates A UATI.. 122.0 Published g 12thC..

Figure: Selecting a study

3. On the selected studies window, navigate to the left-hand navigation links and click on
the Study Details.

UAT-003 2.0 UAT-003 2.0
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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.
o - 2 Q
varoszo  ©LAT003 2.0
@ B 12th Conference 2.0

12th Conference 2 # Edit ¥ Expand All D Edit Histor

General Information ®

Dashboard

Milestones Protocol Information

Countries

Sites Project Management ®
Site Visits

Subjects Subject and Recruitment &

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.

Study e S lafac
varoos20 C@ - 7 S

UAT-003 2.0 Milestone Templates NOT TRACKING

STUDY
Milestone Templates ~ Groups

Sponsor 12th Conference 2.0
Product UAT003-008 2.0

© Add ~
&+Add From Sponsor o
©Create New

General

Regions

¢ Milestone Templates 5

Access Permissions

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 B8 Add to Group @ Set to Retired [C) Copy

Trial Interactive

[Status Published ~ ] {Level All ~ ] [Classificatian All ~

94 Milestone Templates 1 Selected
Dashboard

sponsors 7o 9 CDM

Programs

Products Manual

Studies '

Organizations 9 Closeout Site Visit Completed
Contacts

Activities Library D

Activity Plan Templates '

? 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.

Milestone Templates Delete Milestone Template o ox
Milestone Templates . Groups
o Do you want to delete the following Milestone Template?
i ]
s B Add to Group ‘ Template Name  Greenlight
5 5 Level STUDY
[Status All v ] [Level All ~ } [Classrﬁcatlon All ~ }
Countries

121 Milestone Templates 1 Selected Description

o @ 9 Greenlight Classification

Type Manual
Parent
Manual
Related Milestone Templates -
[ orer I Greenlight
o
Manual

Figure: Deleting Milestone Template

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 you want to Publish this(these) Milestone Template(s)?
Publishing a Milestone Template(s) makes it available for selection and use.
Template Name  Greenlight
Level  STUDY
Countries
Description
Classification
Type  Manual
Parent

Related Milestone Templates

Cancel | Publish Milestone Template(s) |e

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.

Milestone Templates Set to Retired o x
Milestone Templates ~ Groups B
Do you want to set the following Milestone Template to Retired?
© Create & Edit [0 Delete I Add to Group | @ Set to Retired [
Template Name  CDM
. . . Level  STUDY
[Status Published ~ ] [Level All ~ } [Classrﬁcatlon All ¥ }
Countries
94 Milestone Templates 1 Selected —
escription
o ? CDM Classification
Type  Manual
Groups
Manual
Parent
' -‘ Related Milestone Templates H
@ Closeout Site Visit Completed Reason
Manual 4
9 Country #1
g o
Manual

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

O Create ¢ Edit 1@ Delete € Publish |0 Copy

[Status All v ] [Level All ~ ] [Classification All v ]

121 Milestone Templates 1 Selected

Q Greenlight

Manual

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
R
O Add L. Export
[ Show Favorites Only ]
Trial Interactive o
117 Organizations
I Name Status
Dashboard
B\ rk e
=
Programs
Products B

Figure: Select Sponsors

3. On the Sponsor Details screen, click on the Settings button on the top-right of the

screen.
# Edit A Collapse All D Edit History
Organization Information Q

Number Status Description

Name
Website

Parent Organization

H Hospital

NPI @

Type Subtype
P w Notes

Sponsor

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

Milestone Templates  Groups

O Add v
| &+ Add From Domain|°
OCreate New a [Classification All v

1 Milestone Templates

¢ Star

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.

Add Milestone Template From Domain o x
Selected Milestone Only RENENG 08 Milestone Templates can be added
s s EED
Templates

© Domain Milestones ‘ Level All v ‘ ‘ Classification All v

94 Milestone Templates 3 Selected

Milestone Template Level Description Type Classification

Group 1 Site #3 ... ELIEL

MT - Three 2.0 ELIEL

MT - Two 2.0 ELIE

20 Vv | PerPage 1 of 5 Next »

°

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. Onthe Sponsors screen, select a sponsor by clicking on the name.

Sponsors
[
© Add £, Export
[ Show Favorites Only ]
Trial Interactive
117 Organizations
1 Name Status
Dashboard
] s rk e
£ Sponsors 1
2
Programs
Products E

Figure: Select Sponsors

3. On the Sponsor Details screen, click on the Settings button on the top-right of the
screen.

'D Edit History
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# Edit 4 Collapse All

Organization Information

Number Status Description
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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

© Add v
&+ Add From Domain

© Create New

Status All v~ Level All v~ ‘ ‘Classificatinn All ~

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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#H A& < ST © Study Settings ~ Milestone Templates Q e
- Six-006 (1.8) Milestone Templates “ormens EEREEl]
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e O . Start Tracking = 3 evel Study
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Access Permissions
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= Fields
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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.

UATIZ15 Milestone Templates ST
s Milestone Templates ~ Groups
© Add 7 Edit mAddtoGroup @ Setto Retired 2 Copy Y Filters
# Wilstone Templates Sort By 5ot (u I
> czo caunn
e @ Country Milestone 1 el Country
e o 06 Jul 2023 system system
@ Milestone Templates -
Permiss EEEED ¢ country Milestone 2 country
] Jul 24 ystem
r .
EEEDD ¢ country Milestone 3 Country

ed @ 06 Jul 2023 system system

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
seguence.

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

Trial Interactive

9 Groups
Dashboard m Milestone Group 1
Sponsors Creating this milestone group for reference.
Programs
Products W Group12.0 Q9
Studies BD Milestones 2.0
Organizations
Contacts B Group1-1.6 [ Q9
Activities Library BD Milestones- 1.6

Activity Plan Templates

Group testing

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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Milestone Templates

© Create Group | & Edit
e Title®

9 Groups Milestone Group 2

Create a Group (4] o x
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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.

o Success

The Record is successfully created

Milestone T&lllpluu:.:

Milestone Templates  Groups

© Create Group

10 Groups

B Milestone Group 2

Group Testing.

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

Milestone Templates ~ Groups

© Create Group

10 Groups

m| Milestone Groug | 3

Group Testing.

s Milestone Group 1

Creating this milestone group for reference.

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.

€ Milestone Group 2 # Edit Details @ Remove Group
Group Testing. )
93
© Add Y Filters
3 Milestone Templates Sort By Status v E =
9 Group 1 Site #3 milestone 2.0 LevellSite
Manual Updated 02 Jul 2024 system system
g T
Manual Updated 02 Jul 2024 system system

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.

Success

Milestone template(s) are successfully added to group

Group Testing.
@3

© Add

|6 Milestone Templates |
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9 Group 1 Country #1 milestone 2.0
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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.

1. 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 27

Cancel Remove e

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.

€ Milestone Group 2 & Edit Details @ Remove Group

Group Testing.

96 o
© Add Y Filters
o 0
‘ Level All v ‘ ‘ Classification All v
6 Milestone Templates lSort By Status v ‘ E =
@ Group 1 Country #1 milestone 2.0 Level Country
Manual Updated 15 Jun 2024

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  |Groups| @
© Create Group @ Remove

Trial Interactive 0
10 Groups
( Selact the group by clicking on the group tils
Dashboard B Milestone Group 2 [ 96 I—
MNote: Do not click on group namea since it opans the
Sponsors Group Testing. group details page
Programs
Products m Milestone Group 1
Studies Creating this milestone group for reference.

Organizations

Contacts B Group 12099

Activities Library BD Milestones 2.0

Activity Plan Templates

@ Milestone Templates B Group1-1.6( Q9
BD Milestanes- 1.6

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.

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.



ia

T R | A L
INTERACTIVE

TI CTMS USER GUIDE v2.0

Version 1.0

Page 368 of 207

Trial Interactive

Dashboard
Sponsors
Programs
Products
Studies
Organizations
Contacts

Activities Library

Activity Plan Templates

Q@ Milestone Templates 1

Milestone Templates

© Create Group

10 Groups

Milestone Templates

Groups

# Edit

Select the group name to open
the group detials screen

o . —

B Milestone Group 2 [ 96

Group Testing.

B Milestone Group 1

Creating this milestone group for reference.

B Group 12099

BD Milestones 2.0

B Group1-1.6 [ 99

BD Milestones- 1.6

3. Click on Edit Details,

Figure: Select the group name

4. Make the required changes on the Edit Group Details screen, and select Edit.

Edit Group Details @
Title®
Milestone Group 2

Description™

I Group Testing

Cancel

#" Edit Details |@ Remove Group

O x

b (e ]
ion  ParentMile.. Updated by Updated Da...
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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

Milestone Templates  Groups

© Create Group ¢ Edit

Trial Interactive e
10 Groups
Dashboard B Milestone Group 2 96
Sponsors Group Testing. o z
Programs
i Select the group by clicking on the group tile.
Products m Milestone Group

Note: Do not click on the group name since it

Studies i is mi
Creating this milestone gr opens the group details page

Organizations

Contacts B Group 120 Q9

Activities Library BD Milestones 2.0

Activity Plan Templates

@ | Milestone Templates =~ 1 B Group1-1.6 (99

BD Milestones- 1.6

Figure: Removing Group-method 1

4, Click on the Remove button on the Remove Group screen.
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Remove Group 0 x

Are you sure you want to Remove the Group Milestone Group 27?
Milestone templates will not be deleted, just the group will be disbanded.

Group Name  Milestone Group 2
Description  Group Testing.

Milestone 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 Templates  Groups

© Create Group  #* Edit

Trial Interactive 106 Select the group name to open
roups .
/ the group detials screen
Dashboard m Milestone Group 2 | 96
Sponsors Group Testing.
Programs
Products m Milestone Group 1
Studies Creating this milestone group for reference.
Organizations
Contacts B Group 120 (99
Activities Library BD Milestones 2.0

Activity Plan Templates

Q@ Milestone Templates 1 B Group1-1.6 (99
BD Milestones- 1.6

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.

# Edit Details |l Remove Group

Remove Group o x
Are you sure you want to Remove the Group Milestone Group 27 |
Milestone templates will not be deleted, just the group will be disbanded. .
earch Y Filters
Group Name  Milestone Group 2 |

Description  Group Testing.

Milestone te tes 6
oneremines - @ sort By sats -] |

Level Country

lpdated 15 Jun 2024 EEEE ===

| r

Cancel Remove o

< Level Country

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
Zelta

TI SSU/eTMF e

S Links

Tl Global Learn

£5  Settings Tl DataPool
Tl TI eFeasibility
©® Help
Analytics
6 Google 2.0

DE00D00D0OB0O0

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:

1. Navigate to the Settings area and click the Statuses menu.
2. 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.

Programs

O add B Deactivate
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Program s planned
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Rejected
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i
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Custom Fields for Milestones

To create a custom field:

1.

2.
3.

© N !

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. It is 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.  Navigate to the Settings area and choose the Lookups menu.

2. Select the sub-menu to be edited (Activity Plans, Addresses, Contacts, etc.)

3. 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.

4, Select a value using the checkbox and press ‘Edit’ in the menu above the list of values.

5. Check the box in the ‘Active’ column

6. Press ‘Save’
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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 myTIl, 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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