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ABOUT THIS USER GUIDE

This guide provides a comprehensive overview of the features and components of the TI CTMS
v3.0 application, enabling users to work efficiently and securely manage their tasks within the
platform.

It includes detailed instructions on the user interface, step-by-step processes, and visual aids
to enhance understanding and ease of use. This guide is exclusively designed for clients who
have purchased the Trial Interactive platform.

The contents of this guide are the intellectual property of TransPerfect Trial Interactive and
may not be distributed without explicit permission from TransPerfect Trial Interactive.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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CHAPTER 1. NEW FEATURES IN TI CTMS V3.0
Automate: Study creation powered by Al

Leverage Automate’s large language model (LLM) to accelerate study setup by uplecading
protocol documents directly into CTMS. Automate scans the document and extracts key data
to assist in creating a study profile, reducing manual user entry, improving efficiency, and
ensuring data consistency.

Key Benefits

e Streamlines Study Profile Creation: Automate reduces setup time by pre-populating
study fields using protocol content.
e Reduces Manual Data Entry Errors: Al-driven data extraction minimizes the risk of

inconsistencies
e Supports Standardization Across Studies: Ensure consistent data entry from

protocol to system fields.

My Page: A Centralized and Informative Landing Page

The introduction of ‘My Page’ transforms the way users interact with the CTMS by providing
an intuitive, centralized cross-study landing page to view upcoming events, reminders, and
empowering users to work smarter, faster, and more efficiently.

Key Benefits

e Centralized Location: Access all key updates in one place, including upcoming
activities, milestones, and site visits, without needing to navigate multiple menus.

e Quick Links: Direct links guide users to pending milestones, upcoming visits, or
overdue activities, saving time.

e Global Search: Global search makes locating associated data across the application
easy.

¢ Dashlets: Configure and view the important data through dashlets for Activities,
Milestones, Site Visits, and Site Visit Calendar.

Importing: Activities, Sites, and Site Contacts

CTMS now supports the import of activity records, sites, and site contacts using structured
templates. This enhancement simplifies data entry and speeds up the population of records
across multiple studies.

Key Benefits

e Accelerates Data Entry: Import templates allow users to quickly load large volumes of

structured data.
e Improves Data Accuracy: Standardized formats reduce the likelihood of manual entry

errors.
e Enables Cross-Study Efficiency: Supports bulk updates and centralized data
management across studies.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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CHAPTER 2: HOW TO USE CTMS

This User Guide is intended to provide general guidance on a SaaS system’s functionality and
features. All scenarios, job names, workflows, and terminology used within this guide are
based on generic industry standards and may not reflect the specific configurations or
naming conventions used by individual customers.

Customers may need to update or modify this guide to align with their unique operational
requirements, organizational structures, and regulatory considerations. If customization is
required, we recommend working with your internal teams or CTMS support representatives
to ensure the documentation accurately reflects your implementation.

This guide is subjected to updates and enhancements as the system evolves. Please refer to
the latest version for the most current information.

For optimal user experience, data should be entered in CTMS according to the following data
flow:

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Create Global Contact Create Global

Organization

\/

Add Countries

Add Sites

v
Add Subjects

Add Site Visit

Track Site/Country Activities

Figure: CTMS Data Flow

Note: Users should create and maintain data according to the established workflow diagram
to ensure successful system utilization.
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Key System Functions for Study Managers (SM) include:

Assign CTMS study
access permissions

Manage Study and
study details

Define Site Visit details
(frequency, report
reviewers, etc.)

Define milestones to be
tracked for the study

Track study level
contacts and
organizations

Define Activity Plan
Templates to be used
within the study

Define study team

Define study subject
visit schedules

Figure: System Functions for Study Managers

e Performance Monitoring: Access dashboards and analytics to review study and user

performance metrics

¢ Directory Management: Create and maintain Contact and Organization records in the

global-level directory

e Product Administration: Create and maintain Product records for study use

¢ Program Management: Create and maintain Program records

e Study Administration: Create and maintain Study records, including associated

Countries and Sites.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Key System Functions for Clinical Research Associates (CRA) include:

Assign site access

Manage Site details ey
permissions Schedule Site Visit

Track Site Contacts

Track Site Activities Document site visits Track Subjects

(letters & reports)

Track Site Milestones

Figure: System Functions for CRAs

¢ Site Management: Maintaining site records including associated activities, subjects,
and site visits

e Subject Management: Maintaining subject records including subject details, visits, ICFs,
and subject related activities

e Site Visit Management: Creating, updating, and completing of site visits

e Site Visit Documentation Creation: Creating site visit related confirmation and follow-
up letters, creation and finalization of site visit reports.

Note: Reference ‘'SM’ and ‘CRA’ reference notations on tasks to easily find tasks perform by
each key function.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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CHAPTER 3. DASHBOARD ‘2"

Global-level dashboard provide a clear overview of the organization's performance across
studies, countries, and sites. They help users track progress, identify trends, and visualize
overall performance. With intuitive charts and filters, users can quickly access key information
and focus on important details. The Global-level dashboard consists of multiple dashlets:

Top Countries dashlet: The Top Country Dashboard highlights the countries with the
most study activity, providing a quick view of global study distribution.

Portfolio dashlet: A world map provides a visual representation of study activity by
highlighting the number of studies in each country.

Site Visit Report Review Status dashlet: The Site Visit Report Review Status Dashlet
provides a comprehensive overview of the status of site visit reports across studies and
sites as well as CRA visit assignment. It allows users to track the progress of reports
through various stages, such as review and approval, ensuring that site visit
documentation is completed in a timely manner.

The visibility of tabs within this dashlet depends on user roles. All users can access the
"Visit Owners" tab to review site visits by CRA across studies, helping them determine
which CRAs are conducting site visits within a specific location on particular dates.
Users designated as site visit report reviewers for any study will have access to
additional tabs for reviewing and managing site visit report statuses. With this dashlet,
users can easily identify reports that are pending review, unassigned, or overdue after
initial submission. Customizable filtering options allow users to focus on specific studies,
sites, CRAs, or timeframes, helping them stay on top of outstanding actions and ensure
timely completion of site visit documentation.

Studies dashlet: The Studies Dashlet provides a clear breakdown of all studies by their
current status using a pie chart and a list view. This allows users to quickly see the overall
study count categorized by status. The pie chart offers a visual representation of study
distribution, while the list view provides detailed information on each study's status.
Users can easily track the progress of studies and gain insights into the distribution of
study statuses across their portfolio.

CRA Visit Report Performance dashlet: The CRA Visit Report Performance Dashlet
offers a comprehensive view of site visit report statuses across studies. It includes a pie
chart that visually breaks down the total number of site visit reports by their current
status, providing an at-a-glance overview of report progress. Additional visuals
displaying key performance metrics: completed on first submission, currently rejected,
past due, and approved, allowing users to easily track report performance. Additionally,
the dashlet shows the average number of review cycles across all studies, helping users
monitor the efficiency of the review process and potentially identifying areas for
improvement.

CL: Public
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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 tabs

a. My Page
b. Analytics

\/

Dashboard
My Page  Analytics

Activities
Trial Interactive 3.0
Todax This Week This Month Missed +
} Y Filters © | Clear values
< 0 Records

Figure: Accessing Dashboard

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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My Page
The ‘My Page’ with the domain level dashboard is a centralized and informative landing page
that provides a centralized location for users to view relevant notifications associated to key

information such as:

¢ Upcoming Activities
e Milestones
e Site Visits

Activities
The Activities dashlet provides users a centralized location to view relevant notifications

associated to key information related to activities. i.e., Upcoming and Past Due Activities. The
Activity records are displayed when the logged-in user is an ‘Activity Owner’.

Dashboard
My Page  Analytics
Activities 2 expor
Today * This Week This Month +
m,, ed Al v [+ Owner All v L te All v
¥ 566 Records L8y 2 v = n
& sdfa ) Delete
NotSet  Commpleted Dato 06 jun 2035 = Date Not S48
2 FDA 1572 ™ Blinded
== ot et " e Mot Set DD o Oate Nt Sae
20~ PerPage 1 29 Next )

Figure: Activities Dashlet

Activity Views

To add an activity view to the dashlet, follow the steps below.

1. Click on the ‘+" icon on the Activities dashlet.

2. Select a view from the available dropdown list.

3. Click on the star icon to mark a view as favorite and access the ‘Favorites’ tab to see
all views marked as favorites.

4. The newly added view appears as a tab on the activities dashlet.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Activities

Today * This Week

22 566 Records

20 v PerPage

This Month Missed

Acknowledgement / IRB/EC
sdfa
Planned Date NotSet Completed Date 06 jun 2025
{
Document / 1572
FDA 1572
Planned Date NotSet Completed Date Not Set

Favorites 0 All views 7
Focus Group
New Site Visit View
All
Closed
Past Due
Unplanned

Open

nowledgement / IRB/EC

Delete

a Planned Date Not Set Completed Date Not Set
It Visit 7 1ssue/Action

Blinded

Ia Planned Date NotSet Completed Date Not Set

-1 ©¢ @ ©

5. To configure a view, either click the hamburger icon

Figure:

on the ‘View Options’ dropdown.

Activity Views

next to the desired view or click

© View has Unsaved Changes
< Save Changes

4 © save as New View

O Discard Changes
View's Actions

X Close View

1 View Details

Add to Favorites

20 v Pertage

@ view has Unsaved Changes

# Save Changes

@ Save as New View
O Discard Changes
View's Actions

X Close View

i View Details

Add to Favorites

) Delete
2 1 Date Not Set
3 Blinded
2D roved 0ae Notset

Today * § This Week his Month ' " +

o Not Set

1 29 Next >

Export Activities

Figure: Configure Activity Views

To export activities dashlet data from My Page, follow the steps below.

1. Within the Activities dashlet on My Page, click on the Export button.
2. Select either CSV or XLSX as file formats.
3. Select either Current Page, All or Custom by clicking on the radio buttons. If Custom
option is selected, specify the number of records.
4. Click on the Export button once all the details are specified.
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
CL: Public
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My Page  Analytics

Activities
Export o ox _mo‘“m']

Format
=3 < wngy @A | =

Content
Current Page
All

® Custom

< Previous [1 Jof0 Next >

Figure: Export Activities

Activity Details

To open the list of activities in a different modal window, click on the ‘Details’ button on the
Activities dashlet.

Activities 2 Export
Today * This Week This Month Missed + (2 Details
Y Filters
2 566 Records tiy T A E ="
14 Activiey Name I Status I Type I Subtype I Owner
»
-
3 Delete m Acknowledgement IRB/EC -
) FDA 1572 [ 1N PROGRES: Document 1572 a
2 i m Site Visit Issue/Action 2
A Activity EDF RO Subiject Deviation 2
20 V' PerPage 1 29 Next )

Figure: Activity Details

Activity Filters

To filter the Activities dashlet, follow the steps below.

1. Click on the Filters button to add the advanced and standard filters.
2. Click on the '+’ icon, select filter options from the available list and click on the Apply
button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Activities

Today * This Week This Month Missed +

/ Advanced All I |

22 566 Records 75 Filters

Acknowledged Date
14  Activity Name i Status I Type < -
Activity Contacts 3.0 UAT
Activity Name

Approved Date

Delete Acknoy
Associated Plan
#) FDA 1572 Docunl  Attendee
; . . Avallable or Require
Blinded Sjtev | Avatlable or Required
Category
M Artivitv FDF Sithier 2
Completed Date
20 W PerPage Created By
Clear Cancel Apply

Site Visits

Figure: Activities dashlet - standard filters

3. To add advanced filters, click on Advanced All dropdown > + Add Filter Rule > Add
Filter Rule or Add Filter Group.

Dashboard

l‘l My Page  Analytics

Activities
Trial Interactive 3.0

i Today * This Week This Month Missed +
Sponsors —
o I / Advanced All VH +|

(1

Programs
0 Rules
Products .
el © Add Filter Rule v
Studies © Add Filter Rule

Sites §/f‘\dd Filter Group Delete t Cancel ‘ Apply

Organizations

Figure: Activities Dashlet - Advanced Filter

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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4, To configure the filter rules, enter a criterion in the "Where’ field, choose a logical
operator, provide a corresponding value and click on the Apply button.

Dashboard

l ‘ My Page  Analytics

Activities
Trial Interactive 3.0

DasEied Today * This Week This Month Missed +

Sponsors
& °F \ m‘/ Advanced All v l +
Programs
1 Rule
Products
Where Acknowledged Date v Is v ] Today
Studies
© Add Filter Rule v
Sites

Organizations

Delete Cancel Apply

Figure: Apply filter rules

In the above example, the Activities dashlet will show only those activities where
‘Acknowledge Date’ is ‘'Today’ i.e., Current Date etc. as per the filter applied.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Site Visits

The Site Visits dashlet provides users a centralized location to view the list of site visits where
the user is a Site Visit Owner. Additionally, users can perform the following on the Milestones

dashlet.

e Access and review a cross-study site visit listing.

o Apply filters within the cross-study site visit list.

e Pullin custom fields within the cross-study site visits view.
e Retrieve an export of all records from the cross-study site visits view.

Dashboard
My Page Analytics
Site Visits
Today * This Week This Montt
Y il
2 370 Records
Interim-202 3.0
a 4 inperson
= & toce
Interim-202 3.0
20 v PerPage

01 Aug2...

02 Jul 2025

" " am

Y =
Not Compl...
0
Not Compl...
a
1 1% Next )

Site Visits Views

Figure :

Site Visits Dashlet

To add a view to the Site Visits dashlet, follow the steps below.

1. Click on the ‘+’ icon on the Site Visits dashlet.
2. Select a view from the available dropdown list.
3. Click on the star icon to mark a view as favorite and access the ‘Favorites’ tab to see

all views marked as favorites.
4. The newly added view appears as a tab on the Site Visits dashlet.

CL: Public
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Site Visits 2 expont

Today * This Week This Month Missed +

Favorites 0 All views 1

2 370 Records Al Sort By Planned Date v §

L1

Interim-202 3.0 01Aug2... - - Not Compl...
Interim (] ] 00 o
2 4 nPerson M) t
& tocked 02 Jul 2025 A % Not Compl... Z
Interim-202 3.0 \ .
Intenim a o armn a
20 v PorPage 1 19 Next )

Figure: Site Visit Views

5. To configure a view, either click the hamburger icon next to the desired view or click
on the ‘View Options’ dropdown.

Site Visits 2 export

Today * i  This Week This Montt Missed +

© View has Unsaved Changes

Y Filters

< Save Changes

B © save as New View © View has Unsaved Changes
. ) Discard Changes

w Save Changes

View’s Actions 0 01 Aug 2... - - Not Compl...
X Close View &l}\ @ Save as New View tart L
i View Detalls ¢ O Discard Changes ) 0 0/0 0

# inPerson
Add to Favorites

View's Actions

& tockes X' Close View 02jul2025 - - NotCompl...
Interim-202 3.0 i View Detaits v stan
nterim ﬁ,dd 1o Fa"lofl(es n n nn n
20 W PerPage . 1 19 Next )

Figure : Configure Site Visits Views

Export Site Visits

To export the Site Visits dashlet details, click on the ‘Export’ buttons and refer to the standard
steps detailed in the Export Activities section above.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Site Visits
M This Week Ex port o x
a:«;rn
A breakthe biind If viewsd by unblinded tear
£ 370 Records sonpypannedone v | = B
rereanises e | v U vy v
2 crag| Format Attendees  Locations  Checklist  Activities i
FANILD _ Inte| Content 28 Jun ... - - Not Com... -
= 1 Planned Start End Report Com... Duration
Type e Current Page
Interim Owner | 0 0 0/0 0
& CRAD| Al Attendees  Locations  Checklist  Activities
' Custom i
P _— m 28jJun.. - - NotCom... -
Cancel e
20 s PerPage < Previous |1 | of19 Next >

Figure: Export Site Visits

Site Visit Details

To open the list of Site Visits in a different modal window, click on the ‘Details’ button on the
Site Visits dashlet.

Site Visits
Today * This Week This Month Missed +
Y Filters
2 370 Records o8y plannedoate v | = [IEB)
3 01 Aug... - - Not Com...
Interim-202 3.0 v :
Interim y ‘ eport te 0 0 o0/0 o
2 £ InPerson B vaToo9 3 ¢ t ¢ 1
' Locked
é 02 jul ... - - Not Com...
Interim-202 3.0 tart eport
Intarim i A i i
20 v PerPage 1 19 Next >

Figure: Site Visit Details

Site Visit Filters

To filter the Site Visits dashlet, refer to the standard steps detailed in the Filter Activities
section above to apply standard and advanced filters.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Site Visits 2 Export

Today * This Week This Month Missed + View Options * v
£ 370 Records 35 Fiters sorcty plannedoae v = [|ED)
Co-Monitored
Conducted Type
= ! - Not Com... -
Interim-202 3.0 Conficratian 1 e i PR
Interim . Confirmation Sent Date
0/0 0
a2 # Inperson LB Created By hecklist ctivit
Created Date
' @ Locked Favorite
. ] Not Com... .
Interim-202 3.0 Follow-Up Letter PR ;
L0 Follow-Up Sent Date
Interim A\ te f t nn n
General Comment ’
20 v/ PerPage < L 1 19 Next )

“~

Clear Cancel

Figure : Site Visit Filters
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Site Visits Calendar

The cross-study ‘Site Visits Calendar at the domain-level on the ‘My Page’ dashboard, enables
users to view site visits in a calendar format. This calendar offers functionality similar to the

study-level site visits calendar, while providing sufficient details to identify the associated
study and site for each visit.

Dashboard
My Page  Analytics
Site Visits Calendar 2 Export
Owner All v Visit Status All v Study All v Site All v Type All v Conducted Type All v
9 Site Visits View by Month v
Today < > EB8)Jun2025 v
& Completed | Planned Canceled 1
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
ﬁ”’m Planned
"
T " (1]
s 9 10 o 14
Figure : Site Visits Calendar dashlet
Site Visit Calendar Views
To configure the views on the Site Visit Calendar dashlet, follow the steps below.
1. Click on the calendar icon and set the dates.
Site Visits Calendar 2 export m
Owner All & Visit Status All & Study All v Site All v Type All v Conducted Type All v
9 Site Visits View by Month v
#8 Jun 2025 v
® Completed ply 2025 ¢ Today > e S
Sunday jan Feb Mar Apr Tuesday Jan Feb Mar Apr nrsday Friday Saturday
May . ul Aug
Sep Qct Nov Dec
8 o 10 [11) 12

Figure: Site Visits Calendar - Set dates

2. Click on the ‘View By’ dropdown and select either Day, Week, Month, Quarter, or Year.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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X Export (2 Details

Site Visits Calendar

Owner All v Visit Status All v Study All v Site All v Type All v Conducted Type All v

View by Month ~

9 Site Visits
Day
‘v'-"f’(‘ )‘

Today £ > #Jun2025 v

® Completed 1 Planned 7 Canceled 1
Quarter
Sunday Monday Tuesday Wednesday Thursday View by Month A / B
1 2 3 4 5 b
Completed Planned Day
a"m.’"n..zo.z'" IMV-101 3. ‘/\“,‘(‘:‘-
o Month
Quarter
Year
10 [11) 12 - 14

Figure: Site Visits Calendar - View by options.

Export Site Visits Calendar
To export the Site Visits Calendar dashlet, follow the steps below.

On the Site Visits Calendar dashlet, click on the ‘Export’ button.

L.
Site Visits Calendar 2 Export (2 Details
I, Export
Owner All v VisitStatus All v Study All v Site All v Type All v Conducted Type All v
9 Site Visits View by Month v
Today < > |@)jun2025 v
@ Completed 1 Planned 7 Canceled 1
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 2 3 4 5 6 7
Completed Planned
& intenm-202.. MV-101 3.0
§ — #
5 1
s R ')
8 3 10 (11) 12 13 14
Figure: Export Site Visits Calendar

2. On the Export window, select either PDF Document or PNG Image option and click on

the Export button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Export o X
Export options:
®) PDF Document  PNG Image
ProVI@W i isnviiisiissimsnssinvvimisisdisrmmirssion RREEE SRS LRSSt SURLEON PR IOty e s
8 Jun 2025 v
® Completed 1 Planned 7 Canceled 1
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 2 3 4 5 6 7
‘Completed Planned
& Inter...
©
........................ ... SNORIVIOUR . WIS NDUIDUGIION= 7. Wt JUSOPSIDREIVENOTs: 5. SNDUODIOUIPUING.. | 00 NORUIOIOORI | vl . ... S

Figure: Export in PDF or PNG format

Site Visit Calendar Details

To open the list of Site Visits Calendar details in a different modal window, click on the
‘Details’ button on the Site Visits dashlet.

Site Visits Calendar FoN TR (7 Details

Owner All v Visit Status All v Study All v Site All v Type All v Conducted Type All v

(4 Details
9 Site Visits View by Month v

Today < > f8)un2025 v

@ Completed 1 Planned 7 Canceled 1

Sunday Monday Tuesday Wednesday Thursday Friday Saturday

Planned

Completed
& intenm-202... MV-101 3.0

[11) 12 13 14

©
o
o

Figure: Site Visit Calendar Details
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Site Visit Filters

To filter the Site Visits Calendar dashlet, click on the following filter dropdowns and select the
necessary filter criteria.

e Owner

e Visit Status
e Study

e Site

e Type

e Conducted Type

Site Visits Calendar 2 Export

Owner All v Visit Status All v Study All v Site All v Type All v Conducted Type All v

9 Site Visits View by Month v

Owner All v Visit Status All v Study All v Site All v Type All v Conducted Type All v

@ Completed 1 Planned 7 Canceled 1
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 2 3 4 5 6 7
Completed Planned
& Intedim-202... IMV-101 3.0
g o
8 9 (] [11) 12 3 14

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Milestones

The Milestones dashlet on the My Page allows users to access and review a cross-study
milestones listing. Additionally, users can perform the following on the Milestones dashlet.

o Apply filters within the cross-study milestones list, i.e., create a milestone listing with
custom fields, etc.

e Pullin custom fields within the cross-study milestones view.
e Configure and save a custom cross-study milestones view.
e Retrieve an export of all records from the cross-study milestones view.

Dashboard
My Page  Analytics
Milestones 2 Export
Toda! 3 This Week This Month Missed 4 View Ope v
Y Filters
< 644 Records t 8y Planned Date v |, ggn
Q Country Milestone 3 Q Country Milestone 3
lanned Date 12 Aug 2025  Due Date Not Set ’ lanned Date 23 Jul 2025  Due Date Not Set
ed Date Not Set mpleted Date Not Set
Q Site Milestone 3 Q Country Milestone 2
Planned Date 30 jun 2025 Due Date Not Set v Planned Date 16 Jun 2025  Due Date 30 Jun 2025
od Date Not Set Completed Date Not Set
20 v PerPage 4 1 33 Next )

Figure: Milestones dashlet

Milestones Views

To add a milestone view to the dashlet, follow the steps below.

1. Click on the '+" icon on the Milestones dashlet.

2. Select a view from the available dropdown list.

3. Click on the star icon to mark a view as favorite and access the ‘Favorites’ tab to see
all views marked as favorites.

4. The newly added view appears as a tab on the Milestones dashlet.
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Milestones

X Export [Z Details

Today * This Week This Month +

Y Filtd
Favorites 0 All views 2

© 644 Records Missed ) eoy pannedne v § | 1= IEB)
Q@ Country Milestone 3 Al puntry Milestone 3

LANTD Planned Date 12 Aug 2025 Due Date Not Set Due Date Not Set
Completed Date Not Set

Favorites 0 All views 2

Q Site Milestone 3 )

: : : " = Missed o
Planned Date 30 Jun 2025 Due Date Not Set

g 5 Due Date 30 jun 2025
Completed Date Not Set

All

20 v PerPage < 1 0f33 Next D

Figure: Milestone Views

5. To configure a view, either click the hamburger icon next to the desired view or click
on the ‘View Options’ dropdown.

Milestones

2 Export (2 Details

Today * : This Week This Month +

© View has Unsaved Changes

| W Filters
< Save Changes

© save as New View
O Discard Changes

()

© View has Unsaved Changes

ey =B

% Save Changes Milestone 3

Jiastiua & i W Planned Date 23 Jul 2025 Due Date Not Set
X Close View @ Save as New View

e Not Set

View's Actions

i View Details O Discard Changes
Add to Favorites

View's Actions

STE TVITESTOTTE S Milestone 2

Planned Date 30 Jun 2025 Due D: X Close View

! Planned Date 16 Jun 2025 Due Da
Completed Date Not Set

. . e Not Se
1 View Details o

> 30 jun 2025

Add to Favorites

20 s PerPage

1 33 Next »

Figure: Configure Milestone Views

Export Milestones

To export the Milestone dashlet details, click on the 'Export’ button and refer to th

e standard
steps detailed in the Export Activities section above.
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Milestones
Today*  ThisWeek  ThisMonth  + View Options * v |
ﬂ- &m l-
| QU Search ] Export e
2 644 Records SortBy PlannedDate ~ | | =
| Format -
XLSX
@ Study N/A Milestone =1 -
| W Panaed Date 2o May202d L fed Date 26 May 2025 Dur Date ) 02 Jun 2025

Completed Date Not Set '

@) Current Page

Al
9 Site Milestone 1 P ne 1
LOW  Planned Date 26 May 2024 Date 19 May 2025 Due Date &3 23 May 2025
Completed Date 27 May 2025
Cancel
120 v/ PerPage < Previous |1 | of33 Next D

Figure: Export Milestones

Milestone Details

To open the list of Milestone details in a different modal window, click on the ‘Details’ button
on the Milestones dashlet.

Milestones 2 Export

Todax ¢ This Week This Month -

Z Advanced All v | +

[ Details

¥ 644 Records tBy Planned Date v | En
Q Study N/A Milestone Q Site Milestone 2
/ LOW  planned Date 26 May 2025 Due Date B W  Planned Date 26 May 2025 Due Date
Completed Date Not Set Completed Date Not Set
Q Site Milestone 1 Q Country Milestone 1
¥  Planned Date 26 May 2025 Due Date ) 30 ) W Planned Date 19 May 2025 Due Date 8
ympleted Date 27 May 2025 Comploted Date 21 May 2025
20 v PerPage { 1 o/33 Next )

Milestone Filters

To filter the Milestones dashlet, refer to the standard steps detailed in the Filter Activities
section above to apply standard and advanced filters.
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Milestones 2 Export (2 Details
Today * This Week This Month + v
A 4T/ Advanced All v |
2 644 Records 23 Filters ey pamedoste v || = [
Classification
Completed Date
Q Study N/A Milestone :
Created By
| AN Planned Date 26 May 2025 Due Date @ o May 2025 Due Dote &
Created Date
Completed Date Not Set
Description
Due Date
Q Site Milestone 1 Favorite
¥} Planned Date 26 May 2025 Due Date @ A\ Milestone # May 2025 Due Date
| Cor pleted Date 27 May 2025 Milestone Name
Modified By
20 v PerPage 1 33 Next >
Clear Cancel

Figure: Milestone dashlet filters
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Analytics

This section describes the various dashlets within the Analytics section of the Dashboard.

Top Countries Dashlet

The Top Countries dashlet within the Portfolio dashboard displays the three countries with
the highest percentage of studies that include at least one site in each country. Each study is
counted once per country, regardless of the number of sites it has in that country (e.g., a
study with 1 site in Germany and another with 100 sites in the U.S. will count equally toward
each country's total).

This dashboard offers a quick snapshot of study distribution by geography, helping users to
easily identify where the clinical trials are most commonly conducted. Percentages are
calculated based on the presence of site locations across all studies tracked within CTMS.

Users can use this view to:

o Understand geographical trends in the study portfolio
e Support strategic planning and resource allocation
¢ Identify regions with high clinical trial activity for further analysis

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
194 of 485 Studies 39.92%
Canada 23.04%
Germany 20.16%
N\

Figure: Top Countries
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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.

Export o X

Export chart options:

I.Q"—':‘v‘» Document  PNG image I

.- Preview
USA 39.92%
Canada 23.04%
Germany 20.16%

(‘)n('\.)

Figure: Export Chart Options
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Portfolio Dashlet

The Portfolio dashlet provides a global view of the clinical study activity. Displayed as an
interactive world map, this dashlet highlights the number of studies associated with each
country, offering a high-level snapshot of the geographic trial distribution.

Users can tailor the map to focus on specific data by applying filters available in the dropdown
menu. Filters include:

e Status
e Sponsor
e Phase

e Program
e Country
e Product
e Therapeutic Area

These filters allow users to quickly refine the view to focus on targeted aspects of the portfolio,
supporting data-driven insights and strategic decision-making.

A user can perform the following actions on this dashlet.

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

a. Status
b. Sponsor
c. Phase
d. Program
e. Country
f. Product

g. Therapeutic Area
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Status A Sponsor A Phase Al Program All ~ Country All Product A Therapeutic Area A
! 2
1
; 1
£as 5
4 1 < ‘
i 12
1
1
Figure: Portfolio dashlet filters

2. Click on the Details button to expand the Portfolio screen and view the world map

along with the study data in a tabular format.
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1
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4
79 Studies
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Figure: Expanded Portfolio screen
3. On the portfolio screen, perform the following.

e Apply filters by selecting the available options from the filter’s dropdown.
e Click on Export to retrieve an export of the portfolio screen in the Grid or Chart
format.
o Export Grid: The Export Grid option allows data to be exported in CSV or
XLSX file format. Refer to the Exporting Contacts section to understand the
export process in detail.

o Export Chart: The Export Chart option allows users to export the data in PDF
Documents or PNG Images. Refer to the Top Countries Dashlet section to
understand the process.

Note:

e The columns and details in the Portfolio export files are different but the export process
is similar to export process of the other modules.

e The process for exporting Portfolio charts is similar across all dashlets.
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4. Hover over the numbers on the world map with the mouse to

reveal the country
names and their associated studies.

Portfolio
| Status A Sponsor A Phase Al Program All Country A Product Al Therapeutic Area A
Algeria
o Studies
1.
¢ )
7
5
1
1
1
10
Figure: Country name and number of studies
5.

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

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 A Sponsor Phase A Program Country Aigeriz Product

Therapeutic Area A

e Algeria
Studies

1 Study

Per Page ‘ 1 1

Figure: Study details by individual country
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Site Visit Report Review Status

The Site Visit Report Review Status dashlet provides visibility into site visit activity and
report review status across studies. It helps reviewers stay on top of their assigned reports
and monitor the review pipeline across their studies. Access to this dashlet varies based on
the logged in user’s role:

e Users defined as site visit report reviewers within any study will see three additional
tabs, each showing only submitted site visit reports for their studies:

o Assigned to Me - displays submitted reports currently assigned to the logged-
in reviewer

o All - shows all submitted reports, regardless of reviewer

o No Reviewer - lists submitted reports that have not yet been assigned to any
reviewer

e Users who are not defined as site visit report reviewers will only see the Visit Owner
section, which displays a list of site visit details.

e For the Assigned to Me, All, and No Reviewer tabs, users can further refine the data
using the following filters:

o All - shows all submitted reports in the tab

Past Due - highlights report that are overdue for review

o Approaching Due - displays reports with upcoming due dates, with
‘approaching’ defined by default as within the next 3 days

o

e For the Visit Owner tab, users can further refine the data using the following filters:
o Study - shows all study names for the studies associated to the user

Protocol Number

Site Status

Site Visit Owner

Visit Type

Visit Planned Date

Visit Start Date

Visit End Date

Conducted Type

Visit Status

Site Location

Report Status

O O O O O O O O O O O

This dashlet is designed to support efficient workload management and timely review
completion for site visit reports and site visit resource assignments.

Users can use this dashlet to:

Monitor the status of submitted site visit reports

Focus on reviews assigned to the user.

Identify overdue or soon-to-be-due reports

Ensure visibility and accountability across the team’s review process
Identify site visit resources by date/time and location as well as study
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A user can perform the following actions on this dashlet.

1. Click on the Assigned to Me, All, No Reviewer and Visit Owner tabs to view the visit data
accordingly.

Site Visit Report Review Status X Export

|Assigned toMeO All121  NoReviewer0 Visit Owner

m PastDue D Approaching Due0 Reoport S5tatus A Owner A Reviewsr All Srudy All Site A
Visit End Date A

121 Site Visits

It Nar Vise 1 Date Aeport Stat Report Stat Visit Report Report Do Dwne Raviower study Narms

= 31 Aug 2022 27 Jun 2022 % View Report o) User 0 User 10 tudy 0

& Vit Na 01 Sep 2022 v | 28 Jun 2022 % View Repaort 3 User 1 User 11 tudy

& vsitNa 025ep2022 [ERUUGl 29lun2022 % ViewReport User 2 User 12 Study 2

03 Sep 2022 Wjun2022 % ViewReport 9 User 3 Lser 13

& Veit Na. 04 Sep 2022 R0 01 Jul 2022 % View Regort o f User 4 User 14 Study &

& Vit Na 05 Sep 2022 ETTREE 021ul2022 % View Report al User 5 Lser 15 tudy ¢

10 v Per Page ‘ 1 13 Next »

Figure: Site Visit Report Review Status - tabs

2. Apply the following filters on the Assigned to Me, All and No Reviewer tabs.

a. All

b. Past Due

c. Approaching Due
d. Report Status

e. Owner

f. Study

g. Site

h.

Visit End Date

3. Apply the following filters on the Visit Owner tab.
Study
Protocol Number
Site Status
Site Visit Owner
Visit Type
Visit Planned Date
Visit Start Date
Visit End Date
Conducted Type
Visit Status
Site Location
Report Status
. Submission Due Date
Confirmation Letter Sent Date
Follow-up Letter Sent Date

O3 ~XTTITQOQ0 T
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Site Visit Report Review Status I export
Study All v Protocol Numt All v te St 6 v T t Owner All v t Type All v d after Today v Visit Start Date All v Visit End Date All v
Conducted Type All v Visit Status All v Site Location All v Report Status All v

9 Site Visits

e Statu vient M

9999-4Nine 903 Ne. 009-03 =3 CRA 002 Interim 8 Ne 27 Jun 2025
9999-4Nine )-02 Ne.. 009-03 [ new | CRA 001 Interim 8 int 27 Jun 2025
9999-4Nine 9-03 Ne.. 009-03 [ wiw | CRA 001 Interim 8 inte 28 Jun 2025
9999-4Nine -03 Ne 00903 =3 CRA 001 terim 8 Inte 26 Jun 2025
9999.4Nine UAT009 3 9009 3.0 =3 CRA 002 Interim B Inte 02 Jul 2025

9999-4Nine UAT 900930 [ new | CRA 002 Interim 8 inte 01 Aug 2025

0 WV PerPage £ 1 1

Figure: Site Visit Report Review Status - Visit Owner tab

4. Click on the Export button to export the dashlet data into the CSV or XLSX file format.
Refer to the Exporting Contacts section for the standard steps for exporting data in
CSV or XLSX file format.

Important

¢ Only site visit report reviewers can view the Assigned to Me, All, and No Reviewer tabs
within the dashlet.
e CRAs can view only the Visit Owner tab within the dashlet.

Studies Dashlet

The Studies dashlet provides a visual and detailed overview of the study portfolio. It features
a customizable chart, either pie or bar, alongside a study list displayed in a clear table format,
offering both high-level insights and granular data.

Users can interact with the dashlet in the following ways:

1. Toggle Chart Type: Click the Pie or Bar Chart icons to switch between visualization
styles based on the preferences.

2. Group and Display: Click on Group by to select the preferred grouping criteria (e.g.,
by status, phase, sponsor, or program). The chart will automatically update based on
the selected grouping. Users can also click on the number of items to control how
many categories are displayed in the chart.

3. Apply Filters: Use the available filters to further refine the data shown in the chart and
table, ensuring the view reflects exactly what is needed.

This combination of visual summaries and detailed listings helps users analyze study
distribution and quickly drill into areas of interest.
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.
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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. Click on
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.

Studies

Group by | Status v | Itemsinchart | 20 v

Il

-/

;Status All {C& | ’ Phase All ~ ‘ ‘ Program All v |

Sponsor /— 2 Canceled

Phase /4 @ Protocol Fina...

Program

10 Postponed

121

A Total Studies

18 Enrolling

20 On Hold .

18 Archived

Figure: Grouping pie chart

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

F’rotoco\ Study Name Status Sponsor Program # Planned Trial...  # Planned Subj...
#7 =» Study 0 |ON HOLE 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 & B 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 6 Sponsor 4 Program 7 12 16

i & o — fris===—ssuuassss - - -~ - - - o

20 v PerPage ‘4 1 |of 7 Next »

Figure: Sort data in ascending and descending order

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.

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 provides insight into site visit report activity and
efficiency. The visuals help users to quickly assess report progress and performance across

studies. It features two visual components:

e A pie chart showing the total number of site visit reports broken down by their current
status
e Tachometer graphs displaying percentage of site visit reports:
o Complete on First Submission
o Currently Rejected
o Past Due

o Approve
e A numeric display of the average number of review cycles for submitted reports

Users can use this dashlet to:

e Monitor the volume and status of visit reports

e Track average review cycle counts for process efficiency

o Filter performance metrics by study, reviewer, CRA, or sponsor
¢ Identify bottlenecks or delays in the review process

A user can perform the following on this dashlet.

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

Aport

CRA [Study [ | | | Spansor Reviewer

Average number of Review Cycles 1

' el Ly N Y
~ ” ~. -~ ~ J ~ -~

= Y— EDAEAEAED

pos - ~ /‘ ‘\ ” ~ \- TS - ~
9/1 12/ 47 106 / 155 11/ 166

Figure: CRA Visit Report Performance filters

2. The tachometer graphs show the site visit reports categorized by their statuses.
Hovering over the dials reveals a brief description of the chart statistics.
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Figure: CRA Visit Report Performance - Categorization by status

In the above image, the Complete on First Submission tachometer 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.

CRA Visit Report Performance X Export

Approved
CRA A | Study / Sponsor All Reviewer A

|

v | Per Page

117166
pproved 10 ‘ 0 =0

Figure: Tabular view for CRA visit reports

4. Click on the Export button to retrieve an export of the current or custom pages.

Note: 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

Site Visit Report Review Status
Study Milestones

Study Enrollment

Study Timeline

Activities

NN

Site Visit Report Review Status

Refer to the Site Visit Report Review Status section.

Study Milestone

The Study Milestones dashlet helps users track study progress by comparing site or country
level milestones against overall study milestones. This allows teams to quickly identify
whether individual sites or countries are on track to meet key study deadlines.

m Coumiry MEAIsne 3ite Wisstanes Bile Mileazanes Date Trje Uiy Wbestanes 1197 Mésstanes Dats Type
4 Cmrtry A Titw YAt B

Figure: Study Milestones dashlet

Study Enrolment

The Study Enrollment dashlet provides a visual overview of actual enrollment progress
compared to planned enrollment targets at the study level. It enables users to monitor
enrollment performance over time and identify potential risks to meeting study goals.

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 Enroliment & export

Status All v | | Year Al ~| | Month All v | | Country All v | | Site All v Subjects axis interval | § v
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Qy Randomizes U n
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Figure: Study Enrollment dashlet

Study Timeline

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

1. The red dot and line indicate today's date on the timeline.

2. The key at the bottom of the dashlet defines the Milestone or Activity Plan statuses.

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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Figure: Study Timeline dashlet

Activities

The Activities dashlet displays a high-level summary of activities grouped by status for study,
country, and site level activities. Users can apply filters to view activities by type and other
criteria. Each chart provides a visual breakdown, and clicking a segment opens a detailed grid
view for deeper analysis. Refer to the sequence in the screenshot below to understand the
characteristics of the Activities dashlet.

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

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

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

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

Activities X Export (7 Detalls
Study General Activities u M B
Status v Show All - Selecz Datn 1§ Ape 2024 = 8 Jul 202¢ <]
Status Type/Subtype O finer: Owner
2 TR0 Y &
. ® e - ez B s
>
- o 8
o - a e
o - I ez B s
= o, &
Fur Page . 1 10 Next »

Figure: Study General Activities view

Note:

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

e The functionality to switch to Details 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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Side Bar Navigation

The sidebar navigation menu enables users to access, platform links, settings, and online help
options. Users with Company Administrator access to the CTMS can access all the options
from the sidebar.

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 3.0
Settings

ClinRun

TRI OPRA
Medidata Rave
Zelta
TISSU/eTMF

Ti Global Learn
Tl DataPool e
Tl eFeasibility
Analytics
Google 2.0

Google 3.0

ooGanooooon

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 that impact all users.

Company Name and Logo

Users can change the name and logo associated with their CTMS environment to keep up
with the changes that happen throughout a company’s lifetime.

To change the company name and logo, follow the steps below.

1. Click on the waffle menu and select the Settings option.

2. From the left-hand navigation pane, hover over the logo at the top-left of the screen
and select one of the available options: Edit or Delete.

3. Deleting the existing file will remove it from the company environment.

4. 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.

| #

General

SEdit | Maximum upload image size: 3 MB

eAll X Export
| XDelete Formats supported: jpg. jpeg. png

Trial Interactive 3.0

Settings
O General < 11 Links
= Fields Name
s Statuses ClinRun
:= Lookups

&Y countries n TRI OPRA

Figure: Edit Company Logo

Note: The maximum size of the image and the formats supported are displayed after
hovering over the image.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 51 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

General
The General Settings section allows Admin users to define links, breadcrumb performance,
and the display of mock data.

Links
To configure the links, follow the steps below.

1. Select the General tab from the settings menu and click on the Edit button from the
top menu bar.

General

l ‘ # Edit | A Collapse All X Export
Links

Trial Interactive 3.0

Settings
General < 11 Links
Fields Name
Statuses Gliraun
Lookups

Countries u TRI OPRA

Figure: General Settings - Edit Links

2. Click on the +Create button within the Links section.
3. On the Create Link from, select an icon from the dropdown list, specify the link name,
add the URL and click on the Create button.
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Create Link By ¢

icon * Link Name *

URL *

Cancel Create and Add Another | m

Figure: Create Link

4. To edit a link, select a link and click on the Edit button from the top menu bar.
5. On the Edit Link popup, make the required changes and click on the Edit button.
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© Create |/ Edit | [ Delete

& 11 Links 1 Selected

Edit Link

fecon ™ Link Name *
2] v

URL *

6. To delete a link, select a link and click on the Delete button from the top menu bar.
7. On the confirmation popup, click on the Delete button.

CL: Public
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Links
@ Create 4" Edit | Delete
2 11 Links 1 Selected
- Name
Delete mox
Do you want to delete the selected link(s)?
‘:_“

Figure: Delete Links

Breadcrumbs
To configure the breadcrumbs, go to the ‘Breadcrumbs’ section under General Settings, select
or clear the desired checkboxes to adjust breadcrumb visibility, and then click the ‘Save’
button.

¢ Show Sponsor in Breadcrumbs

¢ Show Program in Breadcrumbs
e Show Product in Breadcrumbs
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ﬁ\ =
) General
l ‘ @ save | O Cancel ¥ ExpandAll 2 Export
Links
Trial Interactive 3.0
Settings
& Breadcrumbs

Show Sponsor in Breadcrumbs
== Fields (%) Show Program in Breadcrumbs
Show Product in Breadcrumbs

Statuses

Figure: General Settings - Breadcrumbs

Mock Data

To configure the Mock Data setting, enable or disable the ‘Use mock data for dashboards’
toggle switch and click on the ‘Save’ button.

) General
l I @ save | Cancel ¥ ExpandAll 2 Export
Links
Trial Interactive 3.0
Settings
8 Breadcrumbs
S Fields Mock Data
e Statuses Use mock data for dashboards @
Lookups

Figure: General Settings - Mock Data
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Export

To export the General Settings data, follow the steps below

1. Click on the "Export’ button from the top menu bar.
2. Click on the Export button on the ‘Export’ popup to download a XLSX file with the
General setting details.

Export

Content
® All

Figure: Export General Settings
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Fields
Add New Custom Field

To create a custom field, follow the steps below.

1. Navigate to the Settings area and select the Fields menu.
2. Select the sub-type. For example, Activities.

Fields

\ 2% Contacts

S

Trial Interactive 3.0
o Milestones

Settings
R Organizations/Sponsors
General
Fields i & Programs
Statuses Il Products
Lookups B Sites

Countries .
& Site Visits

& Studies
Access Management
& Countries

Team Role Management

Site Visit Checklist & Subjects

Templates

ﬂ Sublect Visits
Figure: Fields

3. On the Activities screen, click on the +Add Field button.
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fit

e Activities

© Add Field 1 Reorder

55 Dynamic Fields

Name Type

=2 Export

Description

Contact (Multiselect) UAT 14 2.1
Subject (Picklist) UAT 13 2.1
& Contacts Text (Picklist)
v, ‘Mileswanes Contact (Multiselect) UAT 013 Step 13
4 Organizations/Sponsors Subject (Picklist) UAT 13 2.0
Figure: Add Field
4. In step1of ‘Add Custom Field’ form, select the custom field type from the available
options and click on the Next button.
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Activities Add Custom Field step1 @ O O 0O X

© AddField " Choose Custom Field Type

Please select the type of field you want to add to the Activity

55 Dynamic Fields

Name

fext

Activity Co... Some text

Ssubject ID ...

Severity.

Text Area

Subject ID ...

Dommem”‘ Text 1 Q m Texts
Log to doc...

Figure: Add Custom Field

',20 v [ Per Page

5. In Step 2, mandatorily add a name for the field. Optionally add description and select
whether the field in Optional, Required, or Read-only. Click on the Next button.
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Add Custom Field step2 O @® O 0O X

New Custom Field Information

Please enter the name and description for your custom field

Name *
Field 1 Optional Required Reador
Description

Cancel Previous ‘ m

Figure: New Custom Field Information

6. In Step 3, add the field validation value by accessing the dropdown options and click
on the Create button.
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Add Custom Field step3 O O @ O X

Text Field Options
Please enter field data options including formats and validation

Field Validation

None v
2| |

None

Alpha

Alphanumeric

Regular expression

Cancel Previous ’ Create

Figure: Add Custom Field

Note

o Follow the similar steps for other sub-types. i.e., Organizations, Milestones, and others
etc.

e The steps below may vary slightly depending on the type of field chosen.

e A tooltip is displayed explaining the meaning of the 'Regular Expression' option
selected as a Field Validation type which improves clarity by helping users understand
the purpose of 'Regular Expression' when configuring custom text fields within a
domain.

Edit Custom Field

To edit a custom field, follow the steps below.

1. Select a custom field by clicking on the checkbox.

2. Click on the Edit Field button from the top menu bar.

3. On the Modify Custom Field window, make the necessary edits within the Field
Information section.

4. Click on the Save button.
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Activities )
© Add Field @ Deactivate | Reorder X Export

55 Dynamic Fields | Selected

1 Name Type Description Status Required

e Modify the name and description of your custom field '

Name * |
Activity Contacts UAT 2.1 Optional Required Readonly )|
Description |
UAT 1421 i‘

e [ ©

Figure: Edit custom field

Activate Custom Field

To activate a custom field, follow the steps below.

1. Select a custom field by clicking on the checkbox.
2. Click on the Activate button from the top menu bar.
3. On the ‘Deactivate’ confirmation popup, click on the ‘Deactivate’ button.

‘© AddField ¢ Edit Field | @ Activate | 1 Reorder X Export

55 Dynamic Fields | Selected

Activate M X

Do you want to activate the selected field?

Figure: Activate Custom Field
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Deactivate Custom Field

To deactivate a custom field, follow the steps below.

4. Select an active custom field by clicking on the checkbox.
5. Click on the Deactivate button from the top menu bar.
6. On the ‘Deactivate’ confirmation popup, click on the ‘Deactivate’ button.

© Add Field ¢ Edit Field 1 Reorder & Export

55 Dynamic Fields 1 Selected e

| Name Type Description Status

Activity Contacts UA... Contact (Multiselect) UAT 14 2.1

ACTIVE

a
X

Deactivate
ACTIVE

ACTIVE

This field will no longer display within any grids where the field is selected
through manage columns.

INACTIVE

Do you want to deactivate the selected field?
ACTIVE

S e [

‘Date last maintained  Date ACTIVE

Figure: Deactivate Custom Field

Reorder
To reorder the custom field list, follow the steps below.

1. Click on the Reorder button from the top menu bar.
2. Place the fields in the desired position using the drag & drop functionality.
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© Add Field & Edit Field QAcﬁvao 1 Reorder | & Export

Defined order =
Title Type Description Status Requ.. Read.. System Field Na...
@
|« Subject ID(UAT) 21 Subject  UAT132.1 ACTL.. subjectidUat21
4]
i Due Date Date dueDate
|
s Activity Contacts 2.... Contact UAT 013 Step 13 activityContac...

Close

Figure: Reorder custom fields

Export

To export the custom fields list, click on the Export button and follow the standard steps
detailed in the Exporting Contacts section.
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Statuses
Users can 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 module (Programs, Sites, etc.)

3. Select the status that 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.

Statuses Sites
o |
=1
18 Statuses
Active m OnHold @ x K v Site 15 actively partiop
Closeout @ »
Canesled @ =
Enroling @
Maintenanc: =
L
Approvec m On Hold Enraling Active, ... Site has been approved |
Canteled m New Manned Not Select Use of site has been can
TN Cicaeg m Site hurs reached the end
¥ Closeout m Closed Site 5 » the Closeout sta
20 v Perruge ‘ 1 1

Figure: Settings - Statuses
Note:

e The end status is not available for all areas.
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Lookups

The term ‘Lookups’ refer to the options found in various dropdown menus throughout the
system. If the group is upgrading to a new version of CTMS which includes additional
standard values, 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. Click on the +Add button to create a new lookup value and click on the Active and
Default checkboxes as required.

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

Check the box in the ‘Active’ or Required column

6. Press ‘Save’.

o

Lookups Activity Plans

Ssawe D

Field »
9 Lookups

™

Amensiment Amendment User Defineo
Archiv Archoval Lser Defned
Close-out Ciase-aut ser Defneg
Enrciiment Ereobment Lser Defned
Execution Expcution User Definog
Feasibality Feasbdity ser Definec
Flanning Flanning User Defnec

I L
Rewaiatory Regulatory ser Defined

Figure: Settings - Lookups
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Countries
Activate a Country

To activate a country, follow the steps below.

1. Click on the waffle menu and select Settings.
2. Click on the checkbox of a country with the inactive status.
3. Click on the Activate button from the top menu bar.

: = ‘' O
\) Cogntries

i 2 brar

Status Inactive
Trial Interactive 1 Countries

Settngs Country 1 Country Code Stat

Fiolds @ Torkiye ™ WACTIVE I

Statuses e

20 v PerPage 4 1 )

Figure: Settings - Activate Countries

Deactivate a Country

1. To deactivate a country, select the country by clicking on the checkbox.
2. Click on the Deactivate button from the top menu bar.
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Countries

2]
@ Deactivate | X Export turkiye
Status All v

1 Countries !

Country 1 Country Code Status
Q@ Tirkiye TR ACTIVE
1
20 v PerPage < i 1 f1 >

Figure: Settings - Deactivate country

3. Click on the Export button to export the data in an XLSX or CSV file format.

Countries

Export O X
@ Activate | & Export |
| | Format
[Status All v ] csv XLSX
252 Countries
Content
Country 1 _
(®) Current Page
Q@ Afghanistan I
@ Aland Islands

e
Q@ Albania ance XPO

Figure: Settings - Export Countries Data
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Regions
To create a new region, follow the steps below.

1. Navigate to the Settings area and select the Regions menu.
2. On the Regions screen, click on the +Add button.
3. On the Create Region screen, mandatorily enter the Region Name and Countries
4. Click on the Create button.
Regions
DRGSR Ccate Region B x
‘m Region Name *
Region T Region 1
R UAT Region_1 1.5 RO
' Uﬂﬂ'm 120 @ United States x @ Australia x X v
. UATR . -‘ 2“ State/Province
W US Territories Region
Cancel ‘ Create and Add Arsomerk Create
Figure: Settings - Add Region
Edit Region

To edit a region, follow the steps below.

1. Select the region and click on the Edit button from the top menu bar.
2. On the Region Details screen, make the required edits and click on the Save button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 70 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Region

Region1 ~

@& g
Region 1 Reg|on 1
n REGION

@ save | O Cancel A Collapse All

Region Information

Region Name *

Region 1

Country 2 Countries™

Q@ Australia x @ United States x X v

State/Province 0 States/Provinces

Figure: Settings - Edit Region

Delete Region

To delete a region, follow the steps below.

1. Select the region by clicking on the checkbox
2. Click on the Delete button from the top menu bar.
3. Click on the Delete button on the Confirmation popup.

Regions
©nsd ¢ cat [Bboete] 2 bport

5 Regions | Selected
@ Regont Countries

Confirmation n x

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

SO -

Figure: Delete Region
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4. Click on the Export button to retrieve the region's data in XLSX or CSV file formats.
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Access Management
To view the Access Management, follow the steps below.

1. Navigate to the Settings area and select the Access Management menu.
2. Select a record by clicking on the checkbox and click on the View button.
3. The View Access Permissions screen displays the permissions for the particular role.

Access Management |view Access Permission | o x
@ &.m General infarmation
34 Access Permissions | o0 By
: Comparnty Administrator
Mecess Permitasion |
Clinical Research Assodate (C Cormpany Adnwnistrstor Dormain
Set Permissions
Ol TRlASOse ST S
= mpaar 1 Level Read Update Create Delete Manege Al
Permissions
Cantract CRA (Deprecated) Domain Data
0 Dorman
Contact
Country Manager
Cancel

Figure: Access Management

4. Click on the Export button to export the Access Management list in CSV or XLSX file
formats.

Team Role Management
Add Team Role

To access the Team Role Management settings and add a team role, follow the steps below.

Navigate to the Settings area and select the Team Role Management menu.
Click on the +Add button to add a new role.

Mandatorily fill in the Name* and Level* fields.

Click on the Create button.

INNRENES
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Team Role Management

©Add ¢ Edit [ Copy @©Activate & Export

Create Team Role O x

Name *

‘ Managed

Level *

Study v

Description

Figure: Create Team Role

Edit Team Role

To Edit a Team Role, follow the steps below.

1. Select a role to edit by clicking on the checkbox.
2. Click on the Edit button from the top menu bar.
3. On the Edit Team Role window, make the required edits and click on the Edit button.
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© Add Dicopy Deactivate L Export

2
3 Roles 1 Selected Edit Team Role - P
Name T
Name

Clinical Project Manager  nanager

Study

Manager

Description

S - [

Figure: Edit Team Role

Copy Team Role

To copy a team role, follow the steps below.

1. Select a role by clicking on the checkbox.

2. Click on the Copy button from the top menu bar.

3. On the Copy Team Role screen, make the required changes and click on the Create
button.
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Team Role Management
Ondd ¢ Edit [©copy] @eactivate & Export

3 Roles | Selected Copy Team Role 8 x
Name 1 ‘
Name *

Clinical Project Manager Manager - Copy

@ DataManager

Level *

Study v

Manager

Description

e O

Figure: Copy Team Role

Deactivate team role

To deactivate a team role, follow the steps below.

1. Select an active user by clicking on the checkbox.
2. Click on the Deactivate button from the top menu bar.
3. Click on the Deactivate button on the Confirmation popup.
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Team Role Management

©Add ¢ Edit [)Copy | @ Deactivate | & Export

3 Roles | selected
A Namel

Manager

Confirmation w

Do you really want to deactivate the selected Role?

e [

Figure: Deactivate role

Activate Team Role

To activate a team role, follow the steps below.

1. Select an inactive role by clicking on the checkbox
2. Click on the Activate button from the top menu bar.
3. Click on the Activate button on the Confirmation popup.
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Team Role Management

©Add ¢ Edit [ Copy |®@Activate | & Export

1 Name } Status

3 Roles 1 selected

Manager

Confirmation

Do you really want to activate the selected Role?

Sl - [

Figure: Activate role

Site Visit Checklist Templates
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.
2. Click on the +Create Template button at the top of the grid area.
3. On the ‘Create Site Visit Checklist Template’ screen, mandatorily enter the following
details
a. Site Visit Checklist Template Name*
b. Description

4. Click on the Create button.
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Site Visit Checklist Templates

© Create Template| #' Edit [JCopy < Publish @ SettoRetired 1 Delete

16 Templates

Create Site Visit Checklist Template O x

Site Visit Checklist Template Name *

Template 1
Description
p
Cancel Create
Figure: Create Site Visit Checklist template
Note:

e Providing a description is recommended whenever possible, especially when multiple
similar checklist templates may exist. The description helps in ensuring that the

correct checklist is applied when needed.
¢ The checklist will initially remain in Draft status, as questions still need to be added

before it can be published for use.

Edit Site Visit Checklist Template

1. Select the new checklist template from the list.
2. Click Edit from the menu bar at the top of the grid.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 79 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Site Visit Checklist Templates
© Create Template [C)Copy < Publish i Delete [ Exportto PDF

17 Templates
= IMV Checklist (Training)
04 Dec 2024

Admin 003
ADMINOO3@ti.com

Figure: Edit Template

3. On the site visit screen, make the required edits to the section title and description.

4. 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.

5. Press the +Add Section button and a new section box will appear.

¢ IMV Checklist (Training) & X 7evie Mode

@ save [CiCopy O Delete X Export

Sito Visit Checklist Tomplate Name * Templale Numberlng 0 ‘
IMV Checklist (Training)

Soction Ordor

Descriction Numerical v Of Configure Preview 1,2. N

Question Order

Numerical v Of Configure Preview 1,2..N

© Add Section

Figure: Checklist Profile

6. Give the section a title and a description.
7. Press the +Add Question button in the new section.
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~ New Section @1 Duplicate @ Delete
Section Title * Section Numbering
Section 1 o p
Queston Order

Description

© Add Question

Figure: New Section

8. Type in the question and select the type of question from the dropdown menu.
9. Continue adding sections and questions until the checklist is complete.

10. Enable the ‘Required Question’ toggle switch to make the question mandatory.
11. Click on the Duplicate button to make a copy of the question.

12. Click on the Delete button to remove the question.

Question 1 rRequired Question @ I Duplicate @ Delete

Question * Type of Question *

Description for the Question

® Add User Comment Field

© Add Question

Figure: Add Question

13. When all the edits are made, click on the Save button from the top menu bar.
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Copying a Site Visit Checklist

To copy a site visit checklist, follow the steps below.

1. Select a Visit Checklist Template and click on the Copy button from the top menu bar.
2. On the ‘Create Site Visit Checklist Template enter the details and click on the Create
button.

Create Site Visit Checklist Template

Site Visit Checklist Template Name *

Description

Figure: Copy Site Visit Checklist Template

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.

Select the checklist from the list displayed.

3. Press the Publish button in the menu bar at the top of the screen.

4. Click Publish on the confirmation popup.

N
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Publish Site Visit Checklist Template m

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

Figure: Publish Site Visit Template

5. The checklist will be displayed with the Published status in the list.

17 Templates 1 Selected

M i IMV Checklist (Training)

Updated

04 Dec 2024
Admin 003
ADMINOO3@ti.com

Figure: Published Template
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Retiring a Site Visit Checklist

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.

2. Click on the checklist name from the list displayed.

3. Click the Set to Retired button in the menu bar at the top of the screen.

4. On the confirmation popup, click on the Set Retired button.

Set Retired Site Visit Checklist Template =

Do you want to set the following Checklist Template to Retired?
Name IMV Checklist (Training)
Status

Description  This is the description of the checklist.

Cancel

Figure: Set template as Retired

5. The checklist will be displayed as Retired.

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

Note: Once a Site Visit Checklist has been retired, it cannot be re-published. It is
recommended to copy the checklist and publish the new copy to use the checklist again.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 84 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

@ INTERACTIVE

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 Delete 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.

2. Select the checklist from the list displayed.

3. Click on the Delete button in the menu bar at the top of the screen.

4. On the ‘Delete Site Visit Checklist Template’ confirmation popup, click on the Delete
button.

@ cave [Dicopy |@ Delete| X Export

Site Visit Checklist Template Name * Template Numbering ©
Training Checklist e
Description
Question Order
Delete Site Visit Checklist Template 0 X

Do you want to delete Site Visit Checklist Template Training Checklist ?

Cancel Delete

Figure: Delete Site Visit Checklist template

Export to PDF

To export Checklist details as a PDF, follow the steps below.

1. Select a Checklist Template and click on the Export to PDF button.
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Site Visit Checklist Templates

© Create Template # Edit ICopy [ Export to PDF
p p

Y Filters

Sort By Updated Date u =

17 Templates

5 IMV Checklist (Training)

04 Dec 2024
Admin 003
ADMINOO3IEU .cOm

Figure: Export to PDF

2. Click on the Export button on the ‘Export Site Visit Checklist Template’.

Export Site Visit Checklist Template

Figure: Export Site Visit Checklist Template
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Enrollment Tracking
Add Enrollment Tracking

To add an enrollment tracking record, follow the steps below.

1. Navigate to the Settings area and select the Enrollment Tracking option.
2. Click on the +Add button from the top menu bar.
3. Select a status that has not been added yet.

4. Click on the Add button.

Note: Previously selected statuses are grayed out and cannot be selected.

Enrollment Tracking

O©Add | # it 0 Delete X Export

Add Status

7 Statuses

Transferred Out Subject has been transferred out

20 v PerPage ¢ ; 1 1

Cancel

Name Status Description Default End Status

Figure: Add Enrollment Tracking

Edit Enrollment Tracking Record

To Edit an enrollment tracking record, follow the steps below.

1. Select a status by clicking on the checkbox
2. Click on the Edit button from the top menu bar.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 87 of 462




» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Enrollment Tracking

© Add |# Edit | @ Delete X Export

4 Statuses | Selected
Status
Enrolled

Screen Failed

Completed

Figure: Edit enrollment status tracking record

3. Make the required button and click on the Save button.

Enrollment Tracking

O Cancel X Export

5 Statuses 1 Sclected

Status Title Active
UAT Subject Status 2.1 UAT Subject Status 2.1 v
Enrolled Enrolled v
Screen Failed Screen Failed v
Completed Completed v

Figure: Edit Enrollment Tracking Status

Delete Enrollment Tracking record

To delete enrollment tracking record, follow the steps below.

1. Select a status to delete by clicking on the checkbox
2. Click on the Delete button from the top menu bar.
3. Click on the Yes button on the Confirmation popup.
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Enrollment Tracking

© Add ¢ Edit [ff Delete| & Export
(2

5 Statuses 1 Selected

Status Title

Screened Screened |

Confirmation 0 X

Do you want to delete the selected Enrollment Tracking?

o -

Figure: Delete enrollment tracking status

Export enrollment tracking records

To export the records, click on the Export button to retrieve the enrollment tracking data in
an XLSX or CSV file format.
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Enrollment Tracking

©Add ¢ Edit @ Delete | Export |

Export =

Format .

xSX

Content
(®) Current Page

Custom

Figure: Export Enrollment Tracking Data

Activity Type/Subtype
Add Activity Type/Subtype

To add, activity types/subtypes, follow the steps below.

1. Navigate to the Settings area and select the Activity Type/Subtype option.

2. On the Activity Type/Subtype screen, click on the +Add button.

3. Mandatory enter the Type field and optionally enter the Subtype field and enable the
Subject Activity Tracking toggle switch.

4. Enable the Include Additional Field toggle switch to add additional fields.

5. Enter the required details and click on the Save button.
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Activity Type/Subtype

© Add |# Edit @ Delete @ Deactivate & Export

Add Activity Type/Subtype o X

Type * Subtype

Subject Activity Tracking @ (

Include Additional Fields (

© Add

Name Field Type Status Description Re...

Figure: Add Activity Type/Subtype

Edit Activity Type/Subtype

To edit, select an activity type/subtype, follow the steps below.

1. Select a record to edit by clicking on the tile.

2. Click on the Edit button from the top menu bar.

3. Make the required edits on the ‘Edit Activity Type/Subtype’ window and click on the
Save button.
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Activ‘ityeType/Su btype

© Add | # Edit | @ Delete @ Deactivate & Export

56 Activity Types/Subtypes 1 Selected

Type Subtype Additional Fields
Subject ’ Deviation 2.1
Edit Activity Type/Subtype 0 x
Type * Subtype
Subject Deviation 2.1

Subject Activity Tracking @ «

Include Additional Fields

Sl - [

Figure: Edit Activity Type/Subtype

Delete Activity Type

To delete an activity type, follow the steps below.

1. Select a subject by clicking on the checkbox
2. Click on the Delete button from the top menu bar.
3. Click on the Delete button on the Confirmation popup.
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Activity Type/Subtype

© Add ¢ Edit | @ Delete | @ Deactivate <. Export

56 Activity Types/Subtypes | Selected

Type Subtype Additi
Subject Deviation 2.1
;
Confirmation A X }
I
l

Do you want to delete the selected Activity Type?

. |

Figure: Delete activity type/subtype

Deactivate Activity Type

To deactivate an activity type, follow the steps below.

1. Select an active record by clicking on the tile.
2. Click on the Deactivate button from the top menu bar.

Activity Type/Subtype
©Add & Edit @ Delete 2 Export

56 Activity Types/Subtypes | Sclecied

Subtype Additional Fleld Subject Activity

Figure: Deactivate activity type/subtype

Activate Activity Type

To activate an activity type, follow the steps below.

1. Select an inactive record by clicking on the tile
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2. Click on the Activate button from the top menu bar.

Activity Type/Subtype
© Add ¢ Edit @ Delete & Export

56 Activity Types/Subtypes | “ciect

Type Subtype Additional Fields Subject Activity T...  Active

Subject ‘ Deviation 2.1

Figure: Activate activity type/subtype

Auto-naming
To configure the auto-naming settings, follow the steps below.

1.  Navigate to the Settings area and select the Auto-naming option.

2. On the Auto-naming screen, click on the Edit button from the top menu bar.

3. Make the required edits to the General Settings, Study Auto-naming Rules, and Site
Auto-naming Rules.

4. Click on the Save button once all the changes are made.

Auto-naming

@ Save ' Cancel ¥ ExpandAll & Export
General Settings
Study Auto-naming Rules

Site Auto-naming Rules

Figure: Auto-naming

Audit Trail
To retrieve the audit trail, follow the steps below.

Navigate to the Settings area and select the Audit Trail option.

Click on the Export button

Select Current Page or Custom.

Specify the number of records for Custom.

Click on the Export button.

Once the export is completed, an XLSX file is downloaded into the system.

onN®NE
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Note: Refer to the Exporting Contacts section for the standard detailed process.

Export

Content
Current Page

(@) Custom

Numbar of records *

100

Figure: Audit Trail

Import Status
To retrieve the import status records, follow the steps below.

1. Navigate to the Settings area and select the Import Status option.

2. Click on the Export button.

3. Select the format - CSV or XLSX

4. Specify whether the records to export shall be from the ‘Current Page’ or "All
Records’ or ‘Custom’

5. Specify the number of records if Custom is selected.

6. Enable the ‘All Failure’ Reasons toggle switch if required. (Only for XLSX)

7. Click on the Export button.

Note: Refer to the Exporting Contacts section for the standard detailed process.
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Import Status a
Export x
m mh \
& & Format
Sourceid  Sourte Cre csv { Faded C.. Process.. Tramsac. Destingt. Destinat.,
import.  fledm.  CSh 0 1 01D7..  01DOj..  Study
Content
Import..  fleim..  CSh 1 ‘0 01D7..  OYDOJ..  Study
Current Page
Import..  Mejm..  Csh 1 0 01D7..  01D0)..  Study
import..  fiedm. €SN o Custom 1 0 OyD7..  OYDOL.  Study
impor.  Meim. sk 1 0 OD7.. 0D  Swdy
100
ImPSEE M S, | e Export 1 0 0YD7..  OYDOj..  Study
Import.Miedma  AdD Al Failure Reasons 0 1 01D7..  DIFM3.,  Domain
import..  file_im. 0 18 O1D0..  OIFM3.,  Domain
ImMpoTt,.. file_im... Hog a4 i 0100, O1FM3. Domam

Figure: Export Import Status Records

8. Click on the Get Job Results button.

e Exporting Data
Finished
Import_status (by ADMINOO3_ti.com 2024-12-06 at 05.44.56 +0000).xIsx

& Get Job Results

Figure: Get Job Results

Site Visit Types
Add Site Visit Types

To add a site visit type, navigate to the Settings area and go to the Site Visit Types option and
follow the steps below.

1. On the Site Visit Types screen, click on the +Add button

2. Add a name in the Value* field.

3. Optionally enable the ‘Unblinded site visit type’ toggle switch and add Checklist
Templates from the available dropdown options.

4. To associate a custom field, enable the ‘Include Additional Fields’ toggle switch.

Click on the +Add button and select the appropriate field from the dropdown options.

6. Click on the Save button.

o
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= Add Site Visit Type o x

Site Visit Types ©

Value * Label

)
© add | @ Edit Q)Acthlat%

Unblinded site visit type

18 Items 1 Selected o

| Checklist Templates
Value Lal o
Call Visit Call ‘ [ nciude Additional Fields @ | @)
Close out Close © Add
: Iy
CRA Transition CRAT

\ Name Field T... Status Description Re...
Drug Accountability ... Drug

v

\
Unblinded drug acco... ‘Dru'q =

: Q
Drug Accountability ... Drug Visit Sequence

| Number
Drug Accountability ... Drug

|

Was visit done

- ; within window? Cancel m @

Figure: Site Visit Types

200 ‘Per Page

Important

¢ Creating a custom site visit field does not automatically make it available for all visit
types. Since most fields are relevant only to specific visit types, users can customize
the field list by navigating to the Site Visit Types in Settings. After creating a new field,
users must manually associate it with the relevant visit types to ensure it is applied.

e Only active custom fields can be added as additional fields.

e To edit, activate, deactivate, and export the Site Visit Type details, follow the steps
mentioned in the relevant sections above.

e 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 -

o Site Visits,

Site Visit Reports,

Visit Report Content (responses),

Subject related comments

Unblinded activities/actions.

O O O O
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Accessing Online Help

To access online help, follow the steps below.

1. Click on the waffle menu, and select the Help “?* icon.

b = 441 v -
HH- % Settings

@? Links

o Settings

o Help

B TRIAL
@ INTERACTIVE

Figure: Accessing Online Help

2. A new tab opens containing all the online help links.
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Figure: Online Help Webpage
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CHAPTER 4. SPONSORS ‘2"

This section describes the Sponsors module in CTMS.

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:

Creating a Sponsor

To navigate to the ‘Sponsor’ list, view all Global-level sponsors, and create a new sponsor,
follow the steps below.

1. From the left-hand navigation links, select Sponsors. The Sponsors screen opens
where all sponsors at the global level are displayed.
2. Click the “+Add’ button from the menu bar above the grid to add a new sponsor.

A

Sponsors

l g & apn

Show Favorites Only

«Z 145 Organizations
Trial Interactive 3.0

4 Name Status Parent Organization
Dashboard e
=
8 spomon
L] =
Program =
g [ AcTiv |
Products
E
Studies =
8 [ AcTve |
Sites
E B o |

Figure: Accessing Sponsors
3. On the ‘Create Sponsor’ screen, add the following fields into their respective sections.

Note: To create a sponsor, users 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:

General Information
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e Name*: Enter a name for the sponsor.

¢ Number: Enter the unique number for a sponsor.

e Parent Organization: To add an existing 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.

Note: To Create an organization, refer to Chapter 8. Organizations section.

Create Sponsor m I

General Information

Name *

Sponsor 1

Number

Parent Organization

v
[Q

B 1.5> Therapeutics m
B8 1.3 Therapeutics m
a8 1.4 Therapeutics m
=] 1.6 Therapeutics m
= 12th Conference 1.4 m
=

Emails = b

Figure: Create Sponsors

e Type: This field is pre-filled as ‘Sponsor’ and is hot editable.

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

e Status: By default, the user can see ‘New’ Status. To add a different status, click on the
drop-down arrow and select the status.

e 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.

Note: To add a new contact, refer to the Creating a Contact section.
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Sponsor v [ (4] e

-— A A DLF G
&
E] & Actam Jute
& Acam jute 13
& Aduboywo Vet

Figure: Create primary contact

Phone Numbers

e Click on '+Add’ to input phone numbers and enter the phone number in the provided
field.

e Specify the phone number type i.e., Work, Mobile, Office, or Fax.

e Select the Country Code.

e Click on the ‘Set as Primary’ checkbox.

e Click on the Delete icon to remove the phone number.

Phone Numbers

© Add

Work X v B +1 Vv XXXXKK-XXXX Ext Setas Primary &

Figure: Add Phone Numbers in Sponsors
Emails

Click on the '+ Add’ button and enter the email address in the provided field.
Enter any additional notes regarding the Sponsor in the ‘Notes’ field.

Click on the ‘Set as Primary’ checkbox.

Click on the Delete icon to remove the email address.
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Emails

Work X W Setas Primary &

Notes

Il
|;]|

Il

]
m
~—
c
'Y

Figure: Add email addresses in Sponsors
Include Address:

e Toggle the switch to include an address and enter the mandatory details into the
respective fields.
e Toinclude an address, enter the following mandatory fields highlighted with a red
asterisk (*) mark.
o Address Type
o Primary Address
o Country
o Postal code

¢ Add details to the optional fields if required.
o Address Line 2
o Address Line 3
o Town/City
o Province/State
e Additionally, enter the address in the search box to view an auto-populated list based
on the search term.

4. After filling in all required fields, select an option from 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.
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Include Address t
Address Information

Address Type *

Search

Q

Primary Address *

Address Line 2

Address Line 3

Town/City

Country *

Cancel

Province/State

Postal Code *

Create and Add Another ‘

Figure: Include Address in Sponsors

5. Click on the ‘Create’ button and it displays the success message.

O Success

The Record is successfully created

Figure: Sponsor Creation Success Notification
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© 2025 TransPerfect Translations International, Inc. (TransPerfect).

Page 104 of 462




» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Editing a Sponsor

To edit a sponsor, follow the steps below.

1. Select a sponsor by clicking on the checkbox.

2. Click on the Edit button.

3. On the metadata panel, make the required edits by accessing each section.
4. Click on the Save button.

Note: Click on the Save & Next button to edit another sponsor from the list.

© Add [:] © Activate B Delete X Export Y Fllters
132 Organizations (5] .
Sponsor 1
e S —... =z L
| Name tatus Parent Y e 5 :
| -2 Browse
w nsor 1
; B sponsor ‘ ‘ 9
@ B Upbeat Animal Testin... Spon.. Organization Information
B United Austrian Titrat... ACTIVE Spon... ~
- Contact information
. For Teens Medicine 2.1 m Spon...
B twin Ones 2 m Spon,..
B 12th Conferance 2. Spon...
H united Talent for Me., m Spon. o
B Under Transition Lin [ acive | Spon, Cancel m Save & Next
20 v PerPage q ¥ 1 7 Next » Next >

Figure: Editing a Sponsor

Activating a Sponsor
To activate a sponsor, follow the steps below

1. Select a sponsor by clicking on the checkbox.
2. Click on the Activate button from the top menu bar.
3. On the Confirmation popup, click on the Activate button.
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Sponsors

© Add ¢ Edit | @ Activate E‘Delete . Export.

132 Organizations | Selected
1l Name Status Parent ...

Confirmation MO X

Do you want to activate the selected Sponsor?

Cancel Activate e

Figure: Activate a Sponsor

Deleting a Sponsor
To delete a sponsor, follow the steps below.

1. Select a sponsor by clicking on the checkbox.
2. Click on the Delete button.
3. On the confirmation popup, click on the Delete button.
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Sponsors
P (2}

OAdd #Edit © Deactivate |@ Delete| & Export

132 Organizations ' clccied

1l Name Status Pare

Confirmation [P

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

Cancel Delete e

Figure: Deleting a Sponsor

Exporting Sponsors
To export sponsors, click on the Export button and follow the standard steps detailed in the
Exporting Contacts section.

Search and Filter
To search for a sponsor, follow the steps below.

Search

1. Click on the ‘Magnifying Glass’ icon or the ‘Search’ textbox and enter the Sponsor’s

name or a related keyword into the search bar.
2. The list will automatically show all related results based on the search term entered.

Sponsors
© Add < Export o Sponsor 1

Show Favorites Only

1 Organizations

| Name Status Parent Type Subtype Primar

B Sponsor 1 Q Spon...
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Figure: Search Sponsors

1. On the Sponsors screen, click on the ‘Filter’ button to apply filters.
2. Enable the ‘Show Favorites Only’ toggle switch.
3. Sponsors marked as favorites will be displayed.

Sponsors
© Add o Export
Show FavoritesOnly @ | @
1 Organizations
l Name Status Parent .. Type
B Sponsor 1 ACTIVE Spon...

Subtype

(1]

Primar..

Figure: Filter Sponsors
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Add and Remove Favorites
To add or remove favorites, follow the steps below.

1. Click the ‘Star’ symbol next to the sponsor's name to add a favorite to the sponsor.
2. To mark the sponsor as unfavorite, click that solid Star. The screen displays the
success notifications accordingly.

@ & Qo (2]
Sponsors Sponsors
© add & Lxport O Add & Export
Show Favorites Ondy Show Favorites Only
1 Organizations 1 Organzations
I Naw it ty)= b Name
[]ms (e | 1 [ HELES =0 pon

Figure: Add and Remove Favorites

Defining Sponsor Settings

To define sponsor settings, follow the steps below.

1. From the left-hand navigation links, select ‘Sponsors’. The Sponsors screen opens with
a list of sponsors at a global level.
2. Click on the Sponsor name.

) Sponsors
‘ © Add <. Export
‘, Show Favorites Only
Trial Interactive 1 Organizations
! Name Status Parent ...
Dashboard
I ACTIVE
Programs
Products

Figure: Define Sponsor Settings

3. On the Sponsor Details screen, click on the ‘Setting’ button in the top-right of the
screen. This opens the ‘Sponsor Settings’-> Milestone Template’s’ screen.
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Sponsor 1 L AT |
# Edit & Coilapse All D Edit History
Organization Information =

Number Status Description

Name

Website

Sponsor 1

Parent Organzation
NP1 @

Figure: Access Sponsor level settings

Note: To learn more about Milestone Templates functionality. For Example, Add, Delete,
Publish and Copy Refer to Chapter 13. Milestones section.

Creating a Product for a Sponsor

To create a product at sponsor level, follow the steps below.

1. Click on the Sponsor name, The Sponsor Details screen opens.

Sponsors

l ‘ © Add L. Export

‘, Show Favorites Only

Trial Interactive 1.Qrganizations

! Name Status Parent ...

Dashboard

ACTIVE

Programs

Products

Figure: Create Product for Sponsor - Access sponsor

2. Click on Products from the navigation link to the left side of the screen. This opens the
product screen at the Sponsor level.
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- Sponsor 1 Products
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1
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L Produc
Spons
. Sp g
Indications 0 Indications
v
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Cancel Create and Add Another
20 v PerPage

Figure: Create a new product at the sponsor level

3. To create a new product and the associated actions, refer to Chapter 5. Product
section.

Notes:

¢ Ensure all mandatory fields (marked with a red asterisk (*) are filled out before
attempting to save the product.
e The ‘Sponsor’ field is pre-filled and cannot be edited.
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Creating a Program for a Sponsor
To create a program at sponsor level, follow the steps below.

1. On the Sponsors screen, click on the sponsors’ name.

Sponsors

‘ © Add <. Export
‘v Show Favorites Only

1 Organizations

Trial Interactive
! Name Status Parent...

Dashboard

ACTIVE

Programs

Products

Figure: Create a Program for the sponsor

2. On the ‘Sponsor Details’ screen, click on the Program link from the left-hand

Navigation menu.
3. On the Program Details screen, click on the +Add button at the top of the grid.

~ Sponsor 1 Pl’ograms Create Program o X
8§  wonsoe
(] TR |
0 Programs ‘ ey
i W““; 05 Dec 2024 x 22
‘L( Products
4 Products -
4 studies
@ Ses
B Reates Organizations ot
W contaay
20 v peerage Cance Create and Add Another m

Figure: Create a Program at the Sponsor level
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4. To create a new program and the associated actions, refer to Chapter 4. Programs
section.

Note:

e Ensure 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.

Creating Study for a Sponsor

To create a study at a sponsor level, follow the steps below.

1. On the Sponsors screen, select the sponsors name.

Sponsors

l ‘ © Add L. Export

‘, Show Favorites Only

Trial Interactive 1 Organizations

I Name Status Parent ...
Dashboard
@ ACTIVE
Programs
Products

Figure: Create a Study for the sponsor

2. On the ‘Sponsor Details’ screen, click on the Studies link from the left-hand
Navigation menu.

3. On the Studies screen, click on the +Add button to add a new study at the sponsor
level.
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Sponsor

»

Sponsor1 ~

Sponsor 1 Studies
= SPONSOR
© Add o Export
0 Studies
l Name Protocol Number

Sponsor Details

Programs

Products

Figure: Add Study to Sponsor

4. To create a study and the associated actions, refer to Chapter 6. Studies section.

Editing Sites within a Sponsor

To edit a site within a sponsor, follow the steps below.

1. On the Sponsors screen, select the sponsor's name.
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Sponsors

l ‘ © Add L. Export

‘, Show Favorites Only

Trial Interactive 1 Organizations

I Name Status Parent...
Dashboard
@ ACTIVE
Programs
Products

Figure: Edit a Site within a sponsor

2. Follow the steps detailed in the Editing a Site in a Study to edit the site details.

Creating Organization within a sponsor
To create an organization at the sponsor level, follow the steps below.

1. On the Sponsors screen, select the sponsor's name.

Sponsors

l ‘ © Add <. Export

‘, Show Favorites Only

Trial Interactive L Organizations
! Name Status Parent ...
Dashboard
0 ACTIVE
Programs
Products

Figure: Add an organization within a sponsor

2. On the Sponsor details screen, select ‘Related Organizations’ from the left-hand
navigation pane.
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Arya stark Related Organizations
= SPONSOR
© Add L. Export
Parent Star Plus Hospital
Address ABC Hill, Street 12345 0 Organizations
Name Status

Sponsor Details
Programs
Products
Studies

Sites

B Related Organizations

Figure: Add Related Organization within a sponsor

3. Follow the steps detailed in the relevant sections of Chapter 8. Organizations to add,
edit, remove and export organizations.

Creating Contacts within sponsors
To create contacts at the sponsor level, follow the steps below.

1. On the sponsor’s screen, click on the sponsors’ names.

Sponsors

l ‘ © Add L. Export

‘ Show Favorites Only

Trial Interactive 1. Organizations

! Name Status Parent ...
Dashboard
@ ACTIVE
Programs
Products

Figure: Add Contacts at the sponsor level
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2. On the Sponsor details screen, select Contacts from the left-hand navigation menu.

Contacts

S SPONSOR
© Add
Parent
! 0 Contacts
Address
Name Status

Sponsor Details

=, Programs
Products
Studies

Sites

Related Organizations

Figure: Add Contacts at Sponsor Level

3. Follow the steps detailed in the relevant sections of the Chapter 9. Contacts to add,
edit, remove, and set as primary contact.
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CHAPTER 5. PROGRAMS '**/
This section explains the Programs module in CTMS.

Creating a Program

To navigate to the Program screen, view all the Program entries, and create a new program,
follow the steps below.

1. From the left-hand navigation pane, select Programs. This opens the Program screen
with a list of existing Programs.

2. Click on +Add from the top menu bar.

3. On the Create Program window, fill in all the mandatory metadata.

4. Once all the mandatory metadata fields are entered and reviewed, click on the Create
button.

& | Create Program | @)

Program Name * Number

Status * Status Date *

10 jun 2025 X &

Sponsor *

Products *

Description

Organizations

Coancel l Create and Add Another ] o

Figure: Create Program

Note: To create a Program, it is mandatory to enter the fields - Program Name, Number
Status, Status Date, Sponsor, Products, and Status, etc. which are marked with an asterisk
(*) next to the field title. Other fields are optional.
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Metadata field(s) ‘ Description
Enter a suitable name for the Program.
Number Enter the unique number for the Program.
Status* Select a suitable status from the available dropdown options.

e Planned: The program is planned.

e Active: The program is currently being actively used.

e Approved: The program has been approved.

e Archived: Program data has been archived

e Cancelled: The Program has been canceled.

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

e Inactive: The inactive program.

e Pending Approval: The Program is pending an approval.

e Postponed: The program is postponed until a future date.

e Rejected: Rejected program.

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.

Important Behavior of Create Program

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

o |f the user selects Create and Add Another, the system saves the initially created
Program and enables creating a new Program.

e If the user selects Cancel, the system discards all the changes made to the Create
Program window.
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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 Programs. This opens the Program
screen with a list of existing Programs.
2. There are two methods to edit the Program details.
Method 1

1. On the Programs screen, click on a ‘Program Name’.

Programs
© Add o Export

81 Programs

l  Program Name Status

¥

S UATO005 2.1
& UAT003-013 2.1

& Third Six Program 2.1

Figure: Select a Program to edit

2. On the Program Details screen, click on the Edit (pencil) icon.
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Program 1 Program 1

S PROGRAM .
10th Concentration 1.0
Sponsor 12th Conference 1.4 # Edit | A Collapse All

Program Information

Number Program Name
Products Program 1
Studies Sponsor
: B 12th Conference 1.4
Sites
Organizations Description
Contacts

Access Permissions

Figure: Program Details screen

3. Make the required edits in the Program Information, Project Management and
Planning Information section.

4. In the Program Information section perform the following.
a. Edit the Number, Program Name, Sponsor, Notes and Description.

5. On the Project Management screen, perform the following.
a. Change Status:

i. Click on the Change Status button.

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

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

Statys *

Plasned

Status Date *

05 Dec 2024

Nates
EF SN

Bl U e

e R

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 05 Dec 2024

Figure: Status History
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6. Once all the details are edited/updated, click on ‘Save’.

Program 1 Program 1
S PROGRAM
= 10th Concentration 1.0
Sponsor 12th Conference 1.4 @ Save | O Cancel ¥ Expand All

Program Information

Project Management
Products

A Studies

_ Planning Information
Sites

Organizations

Figure: Save edits

Method 2

1. On the Programs screen, click on the checkbox for the particular Program.
2. Click on the Edit (pencil) icon to edit. This opens the ‘Program details’ screen.
3. Follow the steps detailed in Method 1 to edit and save all the Program-related details.

) Programs
‘ © Add |¢ Edit| @ Delete & Export
81 Programs 1 Selected
! ; Program Name Status
Trial Interactive s
CRCPI— )
#% Dashboard
_ S UAT005 2.1
= Sponsors
S UAT003-013 2.1
Brodicts & Third Six Program 2.1

Figure: Edit Program - Method 2
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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

© Add ¢ Edit | Delete | X Export

81 Programs 1 Selected

o |  Program Name Status
Confirmation M X

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

o - [

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.

Customizing Program screen
Users can customize the programs screen by applying filters, searching for a specific program

and marking a program as favorite.

Filters

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

1. 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.

Programs
O Add X Export Y Fliters
Status A Show Favorites Only @ m
Al 3 NUIT of
F d g 1211 [ 1 I WNCEr ]

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

3. Switch the ‘Show Favorites Only’ toggle button to display records marked as
favorites.
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Programs

© Add . Export

‘, St Al ’ ‘ Show Favorites Only (, ‘

1 Programs
Program Name Status |

S Program 1

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
O Add . Export
Status All v l ‘ Show Favorites Only ’

81 Programs

Program Name Status

[irg,

Program 1

UATOO0S 2.1

[irg,

S UAT003-013 2.1

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. On the Programs screen, click on the star icon next to the Program Name.

Programs

© Add . Export

l Status All v ’ \ Show Favorites Only ’

81 Programs

Program Name Status |

Ty,

Program 1

UATOO0S 2.1

[ty

Figure: Mark as Favorite

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

Product at a Program Level
To add a product at a program level, follow the steps below.

1. On the Programs screen, select a program by clicking on the product name. This
opens the Program Details screen.

Click on ‘Products’ from the left-hand navigation menu.

On the Products screen, click on the +Add button.

On the Add Product screen, select a product from the available dropdown options.
Click on the ‘Add’ button once the required product record is selected.

I NJANN
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PROGRAM

£ -
Oadd (@ Raemave  LExport
Spansor Upper Training Limb 3.0 : i
' 'war‘.n.'(h lsuwsAllv Show Favorites Only
< 2 Products
. o Add Product 0 x
1 Program Details
Select Product
n Studies Product * o
10th Concentration 1.0 Xl v
_
@ Organizations
4% Contacts ; _
) Cancel ’ Add and Add Another m 6
# Access Permissions \ ‘

Figure: Add Product at a Program level

Studies at a Program Level

Studies linked to a specific program are displayed on the Studies screen within that program.
To make a study visible within a program, it must first be associated with the study during the
study creation process.

To edit a study associated at a program level, follow the steps below.

1. On the products screen, select a program by clicking on the program name. This
opens the Program Details screen.

2. Click on ‘Studies’ from the left-hand navigation menu.

3. Select the particular study by clicking on the checkbox and click on the Edit button.

4. Refer to the Edit Studies section for a detailed process of editing study information.

First Six Program Studies
s 2.1
= D GRAM =,
PROGRAM &Export
255 = Status All v Show Favorites Only
or Six Doses 2.1
> 1 Studies '
Name Protocol Number Status State
Program Details
FROBIBIRIEAES -H & Six-006 2.1 UAT006-004 2.1 D Published
Products

Figure: Edit Study at the program level
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Sites at the program level
Sites associated with the Study are automatically added at the program level.

To edit the site details, follow the steps below.

1. On the programs screen, select a program by clicking on the program name. This
opens the Program Details screen.

2. Click on ‘Sites’ from the left-hand navigation menu.

3. Select the particular site by clicking on the checkbox and click on the Edit button.

4. Refer to the Editing a Site in Study section for a detailed process of editing study

information.
First Six Program Sites
21
S
PROGRAM
All Sites  Active Closed
nsor Six Doses 2.1 -
# Edit | L Export
&~ 3 Sites 1 Selected
Program Detalls J Name Status
e A
Studies iRE
RE
Organizations

Figure: Edit Site at the Program level

Organization at the Program Level
To add an organization at the program level, follow the steps below.

1. Navigate to the Program Details screen by selecting an individual program.
2. Click on ‘Organizations’ from the left-hand navigation menu.
3. On the Organization screen, click on the +Add button.
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First Six Program Organizations

2.1
S
= PROGRAM
© Add . Export
Sponsor Six Doses 2.1 0 Organizations
Name Status

Program Details
Products

Studies

Sites

Figure: Add Organization at the program level

4. To add an existing organization, click on the ‘Search for the Organizations’ search
box and select an organization from the available options and click on the Add button.
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Add Organization

Q

.3 Therapeutics
|3 Therepeutics QY
B 1.4 Therapeutics m
5| 1.6 Therapeutics m
12th Conference 1.4
L [ Active |
5] 12th Conference 1.5 m

Aol o~ €

SrenE T
Type * Subtype

Status *

Active X v

Primary Contact

Cancel \ Create and Add Another l m

Figure: Add existing organization

5. To Create, Edit, Remove, and Export organization details, refer to the relevant
subsections in Chapter 8. Organizations.

Contacts at Program Level
To add contacts at a program level, follow the steps below.

1. Navigate to the Program Details screen by selecting an individual program.
2. Click on ‘Contacts’ from the left-hand navigation menu.
3. On the Contacts screen, click on the +Add button.
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First Six Program Contacts
2.1

PROGRAM

i,

© Add

& Export

0 Contacts
Name Status job Title
Program Details
Products
Studies

Sites

Organizations

Figure: Add Contacts at Program Level

4. To add an existing contact, click on the ‘Search for Contacts’ search box and select a
contact from the available options and click on the Add button.

Create Contact in Program

O X
Q o
General Information
Organization *
v

Prefix First Name * Middle Name

Figure: Add Existing Contact

Note: Only Contacts from organizations associated to the program are included in this list

5. To Create a new contact, Edit, Remove and Export the contact details, refer to the
relevant sections from Chapter 9. Contacts.
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Access Permissions
To manage the access permissions at the Program level, follow the steps below.

1. Navigate to the Program Details screen by selecting an individual program.
2. Click on ‘Access Management’ from the left-hand navigation menu.
3. On the ‘Access Management’ screen, click on the +Add button.

;i:st sixProgram  Access Permissions

= PROGRAM

© Add

0 Users

or Six Doses 2.1

Name 1 Status

Program Details
Products
Studies

Sites

Organizations

Contacts

Figure: Access Permissions at Program Level

4. On the 'Add User Program Access Permission’ screen, add the required number of
users by from the dropdown list.

5. Optionally enable the ‘Pending’ toggle switch.

6. Within the ‘Set Permissions’ section, click on the ‘Simple’ option and select the
permissions from the dropdown options.

Edit Access Permissions

To edit access permissions, follow the steps below.

1. Select a user by clicking on the checkbox.
2. Click on the Edit Permissions button from the top menu bar.
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Access Permissions

© Add | EB Edit Permissions S Remove & Setas Owner

2 Users 1 Selected
Name 1 Status

& Admin 001

& Admin 002

Figure: Edit Access Permissions

3. On the Edit Programs Permissions screen, make the required edits
4. Click on the Save button.

Edit Prog_rdm Permissions = [ S

&
=
Set permissions

Simple Advanced

¥ .
Permession

Program Manager x 0 v

Ca"‘CE: m

Figure: Edit Program Permissions

Activate

1. Select a user with Pending status by clicking on the checkbox.
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2. Click the ‘Activate’ toggle switch from the top menu bar.
3. Click on the ‘Activate’ button on the confirmation popup.

Access Permissions

SSRemove & Setas Owner

© Add BB Edit Permissions

2 Users 1 Selected

Name T Status
& Admin 001 PENDING
Activate Users 0 X

Do you want to Activate Users?

User(s) Admin 001

Figure: Activate Users

Remove

—

Select a user by clicking on the checkbox.

Click on the Remove button from the top menu bar

3. Click on the Remove button on the ‘Remove Users from Access Permissions’
confirmation popup.

N
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Access Permissions

© Add EHEditPermissions & Activate 5 Remove | & Setas Owner

2 Users 1 Selected

Name 1 Status
Remove users from Access Permissions O X H

Do you want to remove USers access permissions?

User(s) Admin 001

Cancel Remove

Figure: Remove Users from Access Permissions

Set as Owner

1. Select a user by clicking on the checkbox.
2. Click on the Set as Owner from the top menu bar
3. Click on the Change button on the confirmation popup.
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Access Permissions

OAdd [HEditPermissions € Acivit= 5% Remove D History

2 Users | Selucted
Set Owner [ X

Name 1

Current Owner is

P
=
New Owner will be

& Admin 001
= ADMINODI @ti.com

Do you want to change owner?

Cancel Change

Figure: Set as Owner

History

—

Select a user by clicking on the checkbox.

2. Click on the History from the top menu bar

3. On the History screen, click on Export to retrieve the Access Permission History details
of the program.
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2 Users
Access Permissions History First Six Program 2.1 x |
3 Records
Date | User Name Event Access Permission Performed By
> 13 Jan 2025, 04:39 P... & Admin 001 Program Manager &
> 13 Jan 2025, 10:22 A... & Admin 001 ; ‘ Program Manager &
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20 v  PerPage 4 1 1 »
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Figure: Program Access Permissions History
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CHAPTER 6. PRODUCT ‘2"

This section describes the Product module in CTMS.

Creating a Product

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

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

2. Click on +Add from the top menu bar.

3. On the Create Product window, fill in all the mandatory metadata.

Metadata field(s) ‘ Description

Product Name* Enter a suitable name for the product.

Select the product type from the available dropdown
options.

e Combination

Type” e Custom
e Device
e Medicinal
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
Status*

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

e In Use: Product is currently in use
e |nactive: 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
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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
. Select the sponsor's name from the available dropdown

Sponsor i
options.
Select one or more indications from the available dropdown
options.

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

Description Enter a suitable description for the product.

4. Once all the mandatory metadata fields are entered and reviewed, click on Create and
the newly created product appears on the Products home screen.

Products
[0 ]@: 1 |
Edit
‘ ' ” Create Product | @ ox |
O\t-vo'rl
Product Name * Type *
- « 168 Products
Trial Interactive 3.0 v
4  Product
Status Status Date *
@ Dashboard M1 uATOO: 10 Jun 2025 X @&
' SPONsas: Y 4 IlPimplﬂ‘ sponsor *
& Programs < M Twelve 2
“."Ll Products 1 - .' Eleven} Indications 0 Indications
> ‘ &
A studes = Wiothe
ﬂm sm ".‘. .l UPDGJ Description
H Organizations W 7th Try
& contocts o WHsipat
2] Activity Templates ~ Wl uATOD
v Cancel Create and Add Another m
[0 Activity Plan Templates 4 Wlumb3 | e

Figure: Create Product
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Important Behavior of Creating a Product

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

e |f the user selects Create and Add Another, the system saves the initially created
product and enable creating a new product right away.

e |f the user selects Cancel, the system discards all the changes made to the Create
Product window.
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Editing and reviewing a product

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

1. From the left-hand navigation links, click on the Products. This opens the Products
screen with a list of existing products.

2. There are two methods to edit the product details.

Method 1

1. Click on the Product name to edit which will then open the Product Details screen.

Products
© Add & Export Y Filters
154 Products
|  Product Programs Status Type Madifie Owner Sponsor
B |Product Device a E 12th Con
(1% Device & £ Under Tr
y [ acTve | Combination a & Researct
[ | Combination & B For Teen
EEE  cusom 3 & 12th Conf
Figure: Select a product to edit
2. On the Product Details screen, click on the Edit (pencil) icon.
' Product 1
| | 12th Conferenc
# edit | ¥ Expand All D Emt
Product Information 0
L 1 N t
Froouct 1
P L ) Nurs O ldentifiors
a \ Conterence 1.4 L3
torn 0 Indications
Dénvice
03 Dec 2024 Change Status

Figure: Product Details screen
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3. Make the required edits in the Product Information section along with the following.
a. Change Status:
i. Click on the Change Status button.

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 the Change button. The
respective status-related field will be updated with the latest status,
date, and notes if any.

Product 1
N 12th Conferenc...

# Edit ¥ Expand All

| = .
Change Status 9

Status *

Approved 0 x v

Product Information

Product Name
B ! Status Date *

Q 2024
- 03 Dec 2024

W 12t Conference 1.4 Notes

[ vocaon @ [ coneesans ]
Status Notes Cancel e

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

T 03 Dec 2024

Figure: Status History

c. Regulatory Identifiers

Click on the Regulatory Identifier edit (pencil) icon

Click on +Add to add a new Regulatory identifier

Product Nuismber

Regulatory Identifiers O Mdentifiers

Indications O indicatinas

Destription

Edit Regulatory Identifiers

e

0 Regulatory Identiters

oy Vaun

© L

v

Soee n

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

iv. Enter the suitable value in the Value field.

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

Edit Regulatory Identifiers g %

0 Regulatory Identifiers

e Drug Safety Code X v 01?4

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

O Add & Edit 1@ Delete

1 Regulatory Identifiers 1 Selected

Key
Drug Safety Code

Cancel

Value

Figure: Save the new Regulatory ldentifier

4. Once all the details are edited/updated, click on the Save button.
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Product 1

B 12th Conferenc...

@ save | O Cancel ¥ Expand All

Product Information

Product Name *

Product 1
Sponsor *
B 12th Conference 1.4 el X Vv
Owner Type *
Device X v
Status Status Date
03 Dec 2024 Change Status

Status Notes

Figure: Save the edited product details

Method 2
1. Click the checkbox for the particular product

2. Click on the Edit (pencil) icon to edit the product details

3. Follow the steps detailed in Method 1 to edit and save all the product-related details.
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‘ © Add | ¢ Edit | @ Delete X Export
154 Products 1 Selected
Product Programs

Trial Interactive

% Dashboard z
|

= Sponsors

S
Programs

L

Figure: Edit Product details
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Deleting a Product

To delete a product, follow the steps below.
1. Select a product (s) by clicking on that product checkbox.
2. Click on the Delete icon in the top menu bar.

3. On the Confirmation popup, click on Delete to confirm the product deletion.

Products

© Add ¢ Edit | @ Delete | & Export

154 Products | Selected
@ ! rroduct Programs Status

Ml Product 1 PLANNED

' Confirmation o X

l Do you want to delete the selected Product(s)?

- T
| —

< W upbeat IV 2.1

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.

Customizing Products screen

Filters

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

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

2. Click on the All filters 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
Oadd #Edit 6 Delote L Export
Active
Stat All 5h F. ites Onl
atus aw Favorite y Approved Y Filters
Archived
ALV rogram Moot Ownar Spans
| - Canceled R & 120 Contere.
| __—1 Closed B i
=
2 In Use 2 -
& 8 forTe
Inacuve
& L B
n Hold
< Bw
Pending Approval
I r - ‘ E

Figure: Apply Status filter

3. Switch the Show Favorites Only toggle button to display records marked as favorites.
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Products

O Add X Export

Show Favorites Only @

—

Status All ~ l

1 Products

Product Programs Status

[*] 1 Hwinjection 32

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.

Products
© Add X Export
‘Status All ~ ‘ Show Favorites Only

135 Products

Product Programs Status
Il 10th Concentration 1.0
Il 10th Concentration 1.4 2 Diagnova 5
Il 10th Concentration 1.5 & 2
APPROVED
I 10th Concentration 10
Il 400-400TAU APPROVED

I 7th Try S 2

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.

1. Click on the star icon next to the product to mark it as favorite.

Products

O Add X Export

Status All ~ ‘ \ Show Favorites Only

135 Products

Product Programs Status
O]
I Product 102
I Product 1-1

Figure: Mark as Favorite

2. Click on the same icon again to remove that product from the favorites list. Enable the
Show Favorites Only toggle switch to display products marked as favorites.

Important

Users can add Programs, Studies, Sites, Organizations and Contacts at a product level by
accessing the Product Details screen.

To access the product details screen, follow the steps below.

1. On the Products screen, click on the product name.
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‘ © Add L. Export
4 Products
; i ! Product Programs Status
Trial Interactive 5
[l Product 1
2% Dashboard
[lll Product 102
= Sponsors
[l Product 1-1
Programs
Ill Pro Test Produ... S pro cro

Studies

Figure: Select Product

2. On the Product Details screen, select the relevant links from the left-hand navigation

menu.
Product 1 Product 1
11 PRODUCT B 12th conferenc...
Sponsor 12th Conference 1.4 # Edit ¥ Expand All

Product Information

Additional Information

Programs
Studies

Sites
Organizations

8% Contacts

Figure: Product Details

Note: Refer to the relevant sections in this document to add programs, studies, sites,
organizations and contacts within a product.
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CHAPTER 7. STUDIES

This section describes the Studies module in CTMS.

Pre-Requisites

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

Navigation
To navigate to the studies module, follow the steps below.

1. From the left-hand navigation pane, click on the Studies link. This opens the Studies
screen with a list of existing studies in CTMS.

Studies

‘ . )
© Add &L Export

Trial Interactive 3.0

Y Filters
Dashboard
= Sponsors ZZ 190 Records
Programs 14  Name i Protocol Number ! Status I Study State
a 835-AX [ svartup | Published
a UAT0163.0 Published
Sites
a 3.005302025 Published
Organizations
e - a UAT006-004 3.0 Published
8 Contacts
] Activity Templates < UATO017 3.0 : Published

Figure: Navigate to Studies
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Add Studies

To add a new study, follow the steps below.

1. Click on the ‘Add’ button from the top menu bar.

Studies

Al +

© Add 454 Export

Y Filters

<2 190 Records

1J Name ¢  Protocol Number
& Hope for Wellness 835-AX
& Unblinded Study UATO16 3.0

Figure: Add Studies

2. Enter data in the following fields in the Create Study window.

a. Sponsor*: Select a sponsor from the dropdown list

b. Protocol Number*: Add a protocol number to the study.

c. Study Name: Provide a name to the study. The study name is automatically
generated when left blank.

d. Protocol Title*: Enter the protocol title.
Types: Select multiple records from the available dropdown options.

f. Owner: This field is not editable and displays the name of the user creating a
study.

g. Status*: Select a status from the dropdown menu. The dropdown menu
displays the statuses configured in the Settings section for Studies.

h. Status Date*: Add the status date.
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Create Study O X
Sponsor *

v
Protocol Number * Study Name
Protocol Title *
Types 0 Types

v
Owner
Status * Status Date ¥

06 Dec 2024 X =2

Figure: Create a Study

i. Primary Program: Select a program from the available dropdown options. The
Primary Program dropdown displays all programs created at the domain level.

j. Primary Product*: Select a product from the available dropdown options. The
Primary Product dropdown displays all products created at the domain level.

k. Phase*: Select the phase from the available dropdown options.

Design*: Select designs from the available dropdown options.

m. eTMF Location*: Select eTMF location from the available dropdown options.
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Primary Program Primary Product *

Therapeutic Area 0 Therapeutic Areas Phase *

Indications 0 Indications

v
Designs 0 Designs*

v
eTMF Location @*

v

Figure: Additional Study Information

3. Click the ‘Toggle’ buttons for Virtual Study, Subject Tracking, and Is this a blinded
trial. These fields are optional.
4. To create a study, click the ‘Create’ button.

# Planned Trial Sites

Virtual Study 0 :
# Planned Subjects Entered Trial

Subject Tracking & 0 0

v

Is this a blinded trial

Figure: Create Study Fields
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5. 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.

0 Confirmation X

Confirm that the eTMF for this study is located within USA

Figure: Create Study confirmation message

6. 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.

Important

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

¢ If any mandatory fields are missing, an error message appears when the user clicks the
‘Create’ button, listing the fields that require mandatory updates.
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Edit Studies

To edit studies, follow the steps below.

1. Click on the check box next to the name of the study.
2. Click on the ‘Edit’ button from the top main menu.

Studies

Al 4

© Add | # Edit ;T‘.Export

[ Y Filters |

> 190 Records 1 Sclected

1l Name ¢ Protocol Number
& Hope for Wellness 835-AX
& Unblinded Study UATO016 3.0

Figure: Edit Study

3. Make any necessary changes to the Study Details by expanding the following sections.
4. General Information:

Protocol Number
Study Name

Sponsor

Primary Program
Virtual Study

Study Number
Additional Program(s)
Study State

Products

" T@me o0 T
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General Information

cocol Number Mty Mame * Prrmary Program

1234567889 Hewlth well & First 15T Program
Sgons Additinnal Programds) 0 Pragrams
n
f 0
Products 1 Product
Study sn @ o
Deaft

Figure: Study Details - General Information

5. Protocol Information

Protocol Title*
Protocol Summary
Indications

Phase*

Types

Mechanisms
Objectives
Designs*

S@rea0oTe

Protocol Information

Met=wws 0 Otyectives

1 Dewgn*

Observatinnul *

Figure: Study Details _Protocol Details

6. Project Management

Status

Status Date

Status Notes

Recently Completed Milestone
Projected Start Date
Projected End Date

Actual End Date

Owner

S@ 000 oTe
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i. Database Lock Date
j-  Recruitment Months

k. Site Recruitment Deadline

. Subject Recruitment Deadline

Project Management

Figure: Study Details - Project Management

7. Subject and Recruitment

# Planned Trial Sites

Ist Site Activated

# Planned Subjects Entered Trial

# Planned Subjects Entered Treatment

# Planned Subjects Completed Treatment
Actual Screened

Actual Enrolled

Actual Screen Failed

Actual Completed.

mT@me o0 T

Subject and Recruitment

Figure: Study Details - Subject and Recruitment

Informed Consent

Add Informed Consent

To add informed consent, follow the steps below

1. Click on the +Add button within the Informed Consent section.
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Informed Consent

© Add

1 Informed Consents
Name

Stuxty Tempiate V1.0 01 Apr 2022

5 v PerPage

Figure: Add Informed Consent

2. Enter the Name and Effective Date into the respective fields.

3. Click on the Save button.

Informed Consent

1 Informed Consents

Das

Study Template V2.0 0% Jan 2025
Study Termplate VI.D 01 Apr 2022
§ v  PerPage

Figure: Save Informed Consent
Delete Informed Consent
To delete an informed consent, follow the steps below.

1. Select arecord from the Informed Consent section to delete
2. Click on the Delete button.
3. On the confirmation popup, click on the Delete button.
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Informed Consent -]
o [ ] cp
2 Informed Cansents

= Name Effnctive Dote

Study Template V1.0 01 Apr 2022
2 t
Delet | x
D0 you wanrk to delete the selected Informed Consent?

‘;"v" Per Page AT m e« WNesoun 1 a0y Peexi »

Figure: Delete Informed Consent

Additional Information

The Additional Information section displays the custom fields configured via Settings > Fields
> Studies. The displayed fields vary based on the configurations set in the Settings section.

Additional Information (-]

Protocol Version Dose Level 1 @

f 3

ChinicalTrials.goy Traiming #1

Figure: Study Details - Additional Information
Close Study

The Close Study Section enables users to close a study when it is at the end of the life cycle.

Close Study =]

All data will be locked after the study is closed

Figure: Study Details- Close Study

8. Click the ‘Save’ button for the changes to apply.
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" Health well (EaD ~
Health well Health well
2 Arya Stark
l OSeve DCancel ¥ Expand Al g
< General Information
I Q@s5ave D el ¥ Expand All I
General Information Protocol Information

IEEEEEE ..o

0 s Project Management

Project Management

Subject and Recruitment

& SaeVist Subject and Recruitment

i rmed Carcank Informed Consent

Additional information Additional Information

Close Study

Close Study

Figure: Study Details

Study Settings

To manage the study settings, follow the steps below.

1. Click on the check box next to the name of the study.
2. Click on the 'Edit’ button from the top main menu.
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Al o+

© Add | # Edit ;Y‘.Exporl

[ Y Filters J

=2 190 Records ' Selected

:  Protocol Number

1l Name
& Hope for Wellness 835-AX
&4 Unblinded Study UATO016 3.0

Figure: Edit study to access settings

3. On the Study Details screen, click on the Settings button.

Health well Health well
JOY .
D Edit History

# Edit ¥ Expand All
& Settings

General Information

i Study Detaits-
: Protocol Information

Project Management

Figure: Study-specific settings

4. On the General Settings screen, click on the Edit button from the top menu bar.
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Health well General

¥ Expand All D Edit History

General Settings

Publish Study

Monitoring Information 2

POt Reviewers

Site Visit Types Site Auto-naming Rules (8]

Figure: Edit Study Settings

5. Configure the following settings by accessing them through the left-hand navigation

pane.
a. General
b. Regions
c. Milestone Templates
d. Access Permissions
e. Import
f. Fields
g. Site Visit Types
h. Subjects
i.

Import Status
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General

To configure the General Settings, follow the steps below.

1. Navigate to the Study Settings screen and click on the ‘General’ link from the left-
hand navigation pane.

2. Click on the Edit button from the top menu bar.
3. Expand the following sections and configure the necessary settings.
4. General Settings: On the General Settings screen, configure the following settings.

Subject Tracking
Is this a blinded trial
Always use Study Specific Settings
Site Visit Documents Date Format
Site Visit Documents Date Time Format
eTMF Location
Planned Tracking Fields
Subject Date of Birth Tracking
Subject Date of Birth Format
Site numbering
Type
Start from

. Size
Site Auto-numbering Rule

S3TFATTIQ 000

Note: Hover over the tooltip of each field to view its meaning and instructions related to that
specific field.

General Settings -]

Site numbering

p Selecting the use of Study Spectfic Settings results in Type

Bl Domain Settings not be used for the Study
Numeric

Start from

ments Date Format 300

» @
- D ¥ 5
MF Location @ ##Site ID##- 0052##SIte ID##
USA
’ o5 o ne Pre Enabl °
0 fRirth T
ject Dato of Birth F

Figure: Study Settings - General Settings
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5. Publish Study: The Publish Study section allows users to publish a study in a draft
state. To publish a study, click on the Publish Study button. On the confirmation
popup click on the Publish button. Once the study is published, users cannot edit
study information like Protocol Number, Study State, and Subject DOB definition.

Publish Study RUbish Seddy g

The editing of Study Details will be limited |
Publishing a study will:

Publish Study Remove the ability for a user to edit: Protocol Number, Study State,

Subject DOB definition

Enable site visit document generation, study will be reflected in
Monitoring Information dashboards, inbound and outbound data transmissions between
applications

Reviewers

I
Cancel m !

Site Auto-naming Rules

Figure: Study Settings-Publish Study

6. Monitoring Information: Configure the following settings within the Monitoring
Information section.

a. SVR Submission Dates
b. SVR Approval Days
c. Site Visit Frequency

Monitoring Information e

A Gt e et o CAmedar 2

VUR Lutrrenarrn Unge Yu¥ Agyroval O
Sitw Vaut Frequency
A Pty tatatend ot catwedst du bady TTammt 534 Wl e phasrt laseet 97 the Satt Date 2734 M peeita
......
S =3 -
Ve Type Fraguenty
: Hsa

Figure: Study Settings - Monitoring Information

7. Reviewers: To add blinded and unblinded reviewers, click on the +Add button and
select the reviewers from the available list.
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Reviewers =

1 Blinded Reviewers 1 Unblinded Reviewers

Name Email Name Email

Figure: Study Settings - Reviewers

8. Site Auto Naming Rules: To configure the site auto naming rules, double on a value to
select from the list of available fields.

Site Auta-naming Rules

€ Avalatie Fieidy
AESTE NUTIDEraE 8P| LYY NTERSUAT 1.6 SRrestisnce Namess

Figure: Study Settings-Site Auto naming rules

9. Once all the changes are made, click on the ‘Save’ button at the top-left of the
window.

Health well General

D Cancol ¥ Expand Al D Edit Histary

General Settings @

Publish Study @

Milestone Templates Monitoring Information i

Access Permissons
Import Reviewers 23]

Fields

jite Vistt Types Site Auto-naming Rules s

Figure: Save settings.
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Regions

Within the Regions settings, users can add, edit, delete, and export regions created at the
study level.

Add Study Regions

To add regions within a study, follow the steps below.

1. Navigate to the Study Settings by following the steps detailed in the Study Settings
section.
2. From the left-hand navigation pane, click on the Regions.
3. On the Regions screen, click on the +Add button.
4. On the Create Regions enter the following details.
a. Region Name*
b. Countries*
c. State/Province
d. Cities
5. Click on the Create button.

* [Hope for Wellness|  Regions
“mm®
eum 0 Delee X Export
Products IR

Site Visit Types
Subjects
Import Status

o ‘ Regpion N

L B Region 1

9 Milestone Tempiates e

& Access Pervssions @ United States = .
L Imiport

= M& New York x 5
4

L

=

Cancel Create and Add Another me

Figure: Create a Region at a Study level

Note: To enter the State/Province and Cities values, select only a single country for the
region definition.
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Editing Study Regions

To edit regions associated with a study, follow the steps below.

1. Select the region by clicking on the checkbox.
2. Click on the Edit button.

Hope for Wellness Regions
a STUDY
m © Add | £ Edit | @i Delete L Export

sor Health Well Meds - HW

«> 2 Regions ' 5
dducts HW-injection ... — e

Region 1

W North America

M Region 1

O

%

Milestone Templates

Figure: Edit Region within a study

3. On the Region Details screen, make the required edits and click on the Save button.

Region 1 Region 1
N RecioN 8

© save | O Cancel & Collapse All

Region Information

Region Name *

i Region Details Region 1

Country 1 Country®

@ United States x 2%\

State/Province 1 State/Province

New York x X v

Figure: Save changes to Region Details
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Milestone Templates

To define Milestone Templates within the Study Settings, follow the steps below.

1. Navigate to the Study Settings by following the steps detailed in the Study Settings
section.

2. Click on the Milestone Templates link from the left-hand navigation pane.

3. Refer to Chapter 13. Milestones to perform the standard actions associated with the
Milestone Templates.

HN'“»h well D ~
@ Health well Milestone Templates oo KRN

Milestone Templates  Groups

O Add v

0 Milestone Templates

Figure: Milestone Templates

Access Permissions

To manage the access permissions from the Study Settings, follow the steps below.

1. Navigate to the Study Settings by following the steps detailed in the Study Settings
section.

2. Click on the Access Permissions link from the left-hand navigation pane.

3. Refer to the Managing Study Access Permissions section to understand the standard
steps.
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Study

Health well @ -

Health well Access Permissions
STUDY
© Add 9 History
Sponsor Arya Stark 0 Users
Product 7th Try
Name t Status
General
Regions

Milestone Templates

Figure: Study Settings - Access Permissions

Import

The Import functionality within the Study Settings allows users to import subject records
through a pre-defined template.

To import the subject records, follow the steps below.

1. Navigate to the Study Settings by following the steps detailed in the Study Settings
section.

2. Click on the Import link from the left-hand navigation pane.

3. Expand the ‘Templates’ section and click on the ‘Download Subjects Import
Template’ button to download the template.
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Health well Im po rt

STUDY

¥ Expand All

Import Subjects

Templates

& Download Subjects Import Template | @

Figure: Study Settings - Import

4. Save the template as a Microsoft Excel Worksheet.

@ savehs *
1 * » This PC » Downloads w | D Search Downloads yel
Organize = Mew folder == - o
@ OneDrive - Persor ~ MName Date modified e
£ This PC ~ Last week (1)
8 3D Objects M
[ Desktop ~ Earlier this month (1)
|£:-‘] Documents M
< Downloads ~ Last month (4)
Jl Music M
=/ Pictures M
m Videos M
I mmal DAL 00 © < >
File name: | Subjects import template ~
Save as type: | Microsoft Excel Worksheet ~
» Hide Folders Cancel

Figure: Subjects Import Template

5. In the downloaded template, fill in the following information within the Subjects tab.
a. SubjectID
b. Randomization ID
c. Screening Number
d. Enrollment ID
e. Subiject Initials
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Date of Birth
Site Number
Screening Failure Reasons
Early Termination Reasons
Subject Outcome
Notes
Current Status

. Screened Status Date
Screen Failed Status Date
Run-in Status Date
Randomized Status Date
Enrolled Status Date
Treated Status Date
Early Terminated Status Date
Lost to Follow-up Status Date
Completed Status Date
Withdrawn Status Date

SEfvSoTOSITRTIIQ S

Subjects import template - Excel

File Home Insert Page Layout Formulas Data Review View Help 17 Share

|f"\ X Calibri “11 | = EEI ab, Text -~ | [l Conditional Formatting~ | & Insert ~ > v ov~

PEE 0y ~ B I U~ A a Eg = - $ ~ % 9 | [HEFormatas Table ~ TE Delete ~ | ]~ O~

I i O A = 3= | ®a. &0 .00 [ Cell Styles ~ [ Format~ | & ~

Clipboard Font 7] Alignment ] MNumber ] Styles Cells Editing A

s = Je 2
A B C D E F G -

1 | SubjectID Randomization ID Screening Number EnrolimentID Subiject Initials )ate of Birtbite Numbereeni

2

3

4

5

6

7

8

9

10 -

| Subjects I Subject Visits () 1 '

Ready H - 1 + 120
Figure: Subjects

6. Fill in the following details in the Subject Visits tab.
Subject ID

Site number

Status

Visit Date

Type

SDV Date

Notes

Visit Name

Visit Reference

" T@m"e o0 T

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 175 of 462



‘= TNRIT‘?EII-?ACTIVE TI CTMS v3.0 - User Guide v1.0

Subjects import template - Excel

File Home Insert Page Layout Formulas Data Review View Help %5 Share
fﬁ Y Calibri 11 - = o [l conditional Formatting ~ EE] 0
. . A AT Format as Table
Paste E@ 24 A A Alignment | Number ﬁ:‘% prmat as fable Cells Editing
= - D A - - [ Cell Styles ~ - -
Clipboard Tn Font ] Styles ~
115 ~ S <
A B C D E F G H 1 -
1 |SubjectID Site Number Status Visit Date Type SDV Date Notes Visit Mame  Visit Reference
2
3
4
3
]
I
8
9
10 -
1 »

Subjects Subject Visits (+) 1

H B - | + 100%
Figure: Subject Visits tab

Ready

7. Within the Study Settings > Import screen, expand the Import Subjects section and
upload the file by using the Drag & Drop or manual upload functionality.

Import

¥ Expand All

Import Subjects

Subjects import template. xisx - Import task Is successfully added to the execution queue

Templates

Figure: Import Subjects
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8. Click on the notifications (bell) icon and select the ‘Get Job Results’ button.

Background Jobs
° Importing data
Completed
imports limport_subject_2025-01-

21711:05:24.093582Z.xIsx

& Get Job Results

s @

t435pm

[+7)

Figure: Get Job Results

9. On the 'Failure Reason’ screen, view the number of successful and failed records.

Failure Reason

Source id
Imports/ /import_subject_2025-01-
21711:05:24.093582Z xlIsx

Study imported By

imported On

21 Jan 2025

status

For the Study Health well 0 records were processed:
* 0 were successful
o 0records failed

Figure: Failure Reason
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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. To access the Study Settings section, follow the steps detailed in the Study Settings
section.

2. On the Study Settings screen, click on the Fields option from the left-hand navigation
pane.

3. Select an option from the list. For example - Milestones

Health well (08D ~

Health well Fields

STUDY

= Q@ Milestones
Product 7th Try
(B Sites
& Studies
General & Countries 0
Regions & Subjects
¥ Milestone Templates B8 Subject Visits
® 3 i
= Access Permissions 2 Team Members
Import

Figure: Define Fields at the Study level

4. On the Milestones field, click on the +Add button.
5. Select the required number of records by clicking the respective checkboxes.
6. Click on the Add button.
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[0asd@ e 2ewon
1 Dynamic Fields
Add Domain-level Custom Fields to Study M oX
<. Export Y Filters

3 Dynamic Fields '

Name Descrip... Status Required Readonly Stem. Order
Milest... Number milest...
20 v  PerPage - 1 f1

Cancel m o

Figure Add Domain-level Custom Fields to Study

Note: Likewise, the user can apply Domain Settings to Study for Sites, Studies, Countries,

Subjects, Subject Visits, and Team members. Follow the above steps to add dynamic fields.
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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. To access the Study Settings section, follow the steps detailed in the Study Settings
section.

2. On the Study Settings screen, click on the Site Visit Types option from the left-hand
navigation pane.

3. Click on the +Add button and select the +Add Site Visit Type(s) option.

Health well Site Visit Types
© Add v I Export
l°~‘~v:! Site Visit Type(s) l
2+ Create Ne
Call Visit Call Visit

General
Reglons

¢ Milestone Templates

Access Permissions

Figure: Add Site Visit Types

4. Select the values by clicking on the respective checkboxes and clicking on the Add
button.
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0
X

Add Domain-level Site Visit Type(s) to Study

Value Label T Type Checklist T... Additional Unblinded Active

Unblinde... Drug Acc... User Defi...

Figure: Select and Add site visit type fields

5. To create a new site visit type, click on the +Add button and select the +Create New
option.

6. On the Create Site Visit Type screen, enter the mandatory details and click on the
Create button.

Create Site Visit Type B x

Value * Label

Unblinded site visit type

Checklist Templates 0 Templates

Figure: Create Site Visit Type
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Site Visit Cancellation Reason

The Stie Visit Cancellation Reason section allows users to specify the domain level subject
visit cancellation reason or create a new subject visit cancellation reason.

Add Subject Visit Cancellation Reason

To add subject visit cancellation reason, follow the steps below.

1. To access the Study Settings section, follow the steps detailed in the Study Settings
section.

2. On the Study Settings screen, click on the Site Visit Cancellation Reason option from
the left-hand navigation pane.

3. Click on the +Add Subject Visit Reason Cancellation button.

Health well @ -

STUDY

@ Health well Site Visit Cancellation Reason

ROt Domain Settings are Applied to the Study

Fields To use Study Specific Settings and not Domain S

Create

© Add Subject Visit Reason Cancellation

Subjects

Import Status

Figure: Site Visit Cancellation Reason

4. Select a reason from the available options and click on the ‘Add’ button.
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Add Domain-level Subject Visit Reason Cancellation =]

) Smdy Speclﬁc Semnp will be Applied

Label Activ Default

valu:

User Defined

Figure: Add Domain-level Subject Visit Cancelation Reason

Create New Cancellation Reason

To create a new cancellation reason, follow the steps below.

1.  On the Site Visit Cancellation screen, click on the ‘+Add’ button and select the
‘+Create New’ option.

po B swey
Health well @

Health well Site Visit Cancellation Reason

O Add v| FEdit @ Deactivate € SetasDefault [fj Delete I Export

© Add Subject Visit Reason Cancellation

I 2+ Create New I

HW - Cancel reason

2  General
#l Regions
¥ Milestone Templates

- A

24 Access Permissions

2. On the ‘Create Subject Visit Reason Cancellation’ modal, specify the value and click on
the ‘Create’ button.
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Create Subject Visit Reason Cancellation

Value * Label

Site Visit Cancelled Site Visit Cancelled

CL: Public
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Subjects

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

1. To access the Study Settings section, follow the steps detailed in the Study Settings
section.

2. On the Study Settings screen, click on the Site Visit Types option from the left-hand
navigation pane.

3. Click on the +Add button and select the +Add Site Visit Type(s) option.

Health well Subject Statuses
STUDY
© Add I Export
ponsar Arya Stark < 1 Statuses
Product 7th Try
' Name Status Description
Screened Subject has been screened

@) Enrollment Tracking
Subject Visit Types

£ Subject Visit Schedules

Figure: Define Subject Statuses at the Subject Level

4. On the ‘Add Domain-level Subject Statuses to Study’ screen, select the required
number of statuses and click on the Add button.

Add Domain-level Subject Statuses to Study 0 x
20 Statuses
Name Status Description Default End Status

UAT Subject Status 2.1 UAT013 Subject 2.1

UAT Subject Status 2.0 CINACTIVE. UATO13 Subject 2.0

UAT Subject Status 1.6 DA | UATO13 Subject 1.6

20 v PerPage 4 ¢ 1 f¥ Ne »

Figure: Add Domain Level Subject Statuses to Study
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5. On the Subject Statuses screen, select the records and click on the Remove button
from the top menu bar.
6. On the confirmation popup, click on the Remove button.

Subject Statuses

© Add| RRemove | L Export

> 1 Statuses ' Seiected

& Name Status Description

| Confirmation =

By Removing all Study Specific Status(es) this Study will utilize Domain-
level Status(es).

Cancel Remove

Figure: Remove Subject Statuses

7. Click on the Enrollment Tracking option and add, delete, and export the required
details.
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Health well Enrollment Tracking

STUDY
© Add oL Export
Sponsor Arya Stark
PR < 1 Statuses
Product 7th Try
Status
Screened

= Subject Statuses

Subject Visit Types

&) Subject Visit Schedules

Figure: Enrollment Tracking

8. Click on the Subject Visit Types and Add, Edit, Delete, Set as Default, Delete, or Export
the required details.

Hope for Wellness  Subject Visit Types
a STUDY
m © Add v X Export
onsor Health Well Meds - HW 2 7 Items
icts HW-Injection ...
Gkt Value Label
Cycle 2 Cycle 2
== Subject Statuses Enroliment Enroliment
#) Enrollment Tracking Follow-up Follow-up
Cycle 1 Re-Screening
&4 Subject Visit Schedules ” . § )
creening creening
Treatment Treatment
Unscheduled Unscheduled

Figure: Subject Visit Types
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9. Click on the Subject Visit Schedules and Add, Edit, Copy, Set to Retired, Publish, and
Delete the required records.

Hope for Wellness ~ Subject Visit Schedules
a STUDY
m © Add &, Export

Sponsor Health Well Meds - HW

=2 5 Schedules

s HW-injection ...

Name Protocol Reference Status
© Second Treatment Schedule Amendment 2 PUBLISHED
s Subject Statuses

& Amendment 3 Treatment Sc... PUBLISHED
Enrollment Tracking )

® Amendment 2 Treatment Sc... Amendment 2
Subject Visit Types

© Amendment 1 Treatment Sc... Protocol Amend...

© initial Treatment Schedule Initial PUBLISHED

Figure: Subject Visit Schedules
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Import Status
The ‘Import Status’ page allows users to view the Import Statuses.

To view the import statuses, follow the steps below.

1. To access the Study Settings section, follow the steps detailed in the Study Settings
section.

2. On the Study Settings screen, click on the Import Status option from the left-hand
navigation pane.

3. Click on the Export button to export the import status record and the ‘Refresh’ button
to view the latest import records.

Hope for Wellness |mport Status

g STUDY
[ st | & Export
0300 LeRV WELMECS = LW Source id Source Created By Created ... Status Number of ...  Failed Count
15 HW-Injection ...
imports/ti... file_import 29 Oct 20...

&% General imports/ti... file_import 29 Oct 20...

I8} Regions

¥V Milestone Templates

m

imports/ti... file_import 28 Oct 20... m 2 0
[ nisieD |
 Fnisep |

= imports/ti.., file_import 28 Oct 20... 2 0
an ACcess Permissions
I Import imports/ti... file_import 12 jul 202... 1 0
== Fields imports/tl... file_import 12jui202.. (EED 0 0
Site Visit Types imports/ti... ti-demo-ct... 06 Oct 20... m 0 0
Site Visit Cancellation - .
S imports/ti.., ti-demo-ct... 21 Sep 20... - 1 0
%, Subjects imports/ti... ti-demo-ct... 06 Jul 202... 0 0

= ImportStatus

Figure: Import Status
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Study Dashboard

To access dashboards associated with a study, follow the steps below.

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

2. Click on a Study Name which opens the Study Details screen.

3. From the left-hand navigation pane, click on the Dashboard link which displays the
dashboards associated with the study.

4. Refer to Chapter 2. Dashboard section.

Study Milestones

To access the Study Milestones, follow the steps below.

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

Click on a Study Name which opens the Study Details screen.

From the left-hand navigation pane, click on the Milestones.

Select the Card or List View to customize the milestone template’s view.

To apply a filter, click on the Filter dropdowns displayed on the screen.

It will display all fields with the drop-down, click on the drop-down arrow and select the
appropriate option as per the requirement.

As per the applied filter, users will able to see the results in the grid.

SN NEARN

N

Hope for wellness  Milestones

L
A A udy v l
20 15 Available Milestones Sort By v m
i Not Set Not Set Not Set
Not Set Not Set Not Set
Not Set Not Set Not Set

01 Jun 2022 = 2 02 Aug 2022

Figure: Milestones at Study Level

Note: Refer to Chapter 13. Milestones section for detailed information on Milestones.
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Study Countries

Adding Countries within a Study

To add countries within a study, follow the steps below

1. From the left-hand navigation pane, select the Studies link.
2. On the Studies screen, click on the study name.

) Studies
‘ © Add £ Export
1 Studies
: : l Name Protocol Number
Trial Interactive
4&|Hope for Wellness | 835-AX

% Dashboard
= Sponsors

Programs

Products

Figure: Select a study to associate a country

3. On the Study screen, click on Countries from the left navigation pane.
4. On the Countries screen, click on the +Add button.

Hope for Wellness Countries
a STUDY

Sponsor Health Well Meds - HW
Status All v Owner All v

Praducts HW-Injection ...

2 6 Countries

¥  Country Country Code
€9 Dashboard QS Australia AU
Study Details @ Peru PE
¢ Milestones @ Argentina AR
& Mexico MX

Figure: Add Country
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5. On the Create Study-Country form, enter the mandatory metadata into the respective

fields.
a. Country*
b. Owner*
c. Status*
d. Status Date*
e. Region

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

6. Click on the ‘Create’ button.

Create Study-Country 0 X

Study

Hope for Wellness

Country * Country Code

Owner *

Admin 003

Status * Status Date ™

UAT Status 2.1 0O x v 13 Jun 2025 X 8

Regions

Figure: Create Study Country form
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Edit Country Details

To edit country details, follow any one of the methods below.
Method 1

1. Click on a Country name in the countries tab within a Study.

Hope for Wellness Countries
a STUDY
m © Add I Export

r Health Well Meds - HW

- Status All v Owner All v
roducts HW-Injection ...

2 6 Countries
¥ Country Country Code

&9 Dashboard
: & [rusians] A

Study Details

S Peru PE
@ Milestones
= e Q Argentina AR
& Mexico MX

Figure: Review and Track Countries within a Study

2. Click on the Country Details tab.
3. Click on the Edit button.

Australia Australia
[ arsoansa |

(4]

¥ Expand All

Country Information

Country Management

Subject and Recruitment

Informed Consent

Organizations Additional Information

Close Country

Figure: Access Country Details
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4. Make the required changes by expanding each section and clicking on the Save

button.
Study
N K
Hope for Wellness ~
Hope for Wellness HOpe for Wellness
a STUEY £ Health Well Meds - HW & Hope's Program
@ Save | O Cancel ¥ ExpandAll
alth Meds
F -injection ..
S General Information
Dashboard

Protocol Information

Milestones

&> Countries .

by, S<OVTENE Project Management
Sites
Site Visits Subject and Recruitment

Figure: Save changes to country details

Method 2
1. Click the checkbox next to the name of the country to edit
2. Click on the Edit button from the top-left menu bar.
3. Make any necessary changes in the quick view panel on the right-hand side of the
screen.
4. Click on the ‘Save’ button at the bottom of the quick view panel.
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I .
i Countries

e
’ © add E B Delete X Export Y Filters
l 6 Countries

: Australia
: & Aamin..
| ! General Information . =]

1@ owu e .
| ariry Country Code

@ Arge AR =3 0 Austratia Al

& Mexic X < ‘ Study Nome
‘ @ Cana CA m 2 Hope far Wellness

@unte.  Us .

R SR ¥ RS
0

Figure: Edit Countries within a Study

Creating a Site within the Country
To create a site within a country, follow the steps below.
1. Click on Countries in the Navigation menu on the left side of the screen.

2. Navigate to the country to edit and click on the country name. This opens the
dashboard for the country.

Hope for Wellness Countries
a STUDY

STARTUP © Add & Export

Sponsor Health Well Meds - HW

Status All v Owner All v
Products HW-Injection ...

7 6 Countries

¥ Country Country Code

Dashboard
& [rrara] "

Study Details

& Peru PE

Q@ Milest
HESRRES & Argentina AR
& Mexico MX

Figure: Select country to add a site within

3. Click on the Sites link in the Navigation menu on the left side of the screen.
4. Click on the Add button in the top-left of the screen. It will open the ‘Create Site’
window.
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Australia Sites
S STUDY COUNTRY
UAT STATUS 2.1 All +

Study Hope for Wellness
© Add X Export

Y Filters
g9 Dashboard
¥ 0 Records
Country Details
1l Name i Status
V¥ Milestones
s Site Visits
Figure: Add Site to Country
5. Fill in the required information and click Create.
Create Site in Australia a X
General Information
Study *
Hope for Wellness (1]
This is a satellite site
Site Number Principal Investigator *
© v
Site Name
Q
Status * Status Date *
06 Dec 2024 X M
Site Organization *
A
Site Location *
Cancel | Create and Add Another |

Figure: Create Site form
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Associating an Organization with a Country

To associate an organization with a study, follow the steps below.

1. Click on a Country name in the countries tab within a Study.

Hope for Wellness Countries
g STUDY

STARTUP © Add & Export

Sponsor Health Well Meds - HW

2 Status All v Owner All v
Products HW-Injection ...

¥ 6 Countries

¥ Country Country Code

g9 Dashboard ,

T 0
] Study Detail

vy Betatis & Peru PE

¥ Milest
- tesalies & Argentina AR

& Mexico MX

Figure: Select a country to associate an organization to

2. From the left-hand navigation pane, select Organizations.
3. On the Organization tab within the country, click on the +Add button.

Australia Organizations

S STUDY COUNTRY

UAT STATUS 2.1 © Add 2 Export

study Hope for Wellness

Type All v
%2 0 Organizations

Name Status
g9 Dashboard

Country Details
¢ Milestones
Sites

&= Site Visits

2, Subjects

Figure: Add Organization within a Country
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4. On the Add Organization screen, fill in the required details and click on the Create
button. Refer to Chapter 8. Organizations for detailed information.

Associating Contacts with a Country

1. Navigate to the country to associate a contact with.
2. Click on the name of the country.

Hope for Wellness Countries
a STUDY
[ staxp | © Add X Export

Sponsor Health Well Meds - HW

2 Status All v Owner All v
Products HW-Injection ...

¥ 6 Countries

4 Country Country Code
Dashboard -
e 0
Study Detail
vy Betatis & Peru PE
Milest
PR S Argentina AR
& Mexico MX

Figure: Select a country to associate contact with

3. Click on the Contacts link in the Navigation menu on the left side of the screen. This
opens the ‘Contacts’ window, and the contacts list is displayed.

4. Click on the +Add button to create a contact within a study.

5. Refer to Chapter 9. Contacts and associated subsections.
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Study Sites

This section explains to associate sites in studies.

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.

Adding Sites within the Study

1. From the left-hand navigation pane, click on the Studies link This opens the Studies
screen, and the study list is displayed.
2. Click on a study name. The dashboard for the study is displayed.

Studies

‘ = )
© Add & Export

Trial Interactive 3.0

| Y Filters |
Dashboard
Sponsors <~ 190 Records
Programs 14  Name :  Protocol Number i Status
Products A Hope for Wellness 835-AX m
&4 Unblinded Study UAT016 3.0

Figure: Select a Study to associate a site

3. From the left-hand navigation menu, click on the Sites link.
4. On the Sites screen, click on the +Add button from the top menu bar. This opens the
Create Site form.
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Stuc
study

Hope for Wellness «

Hope for Wellness ~ Sjtes
a STUDY

X export @ Import

Y Filters |
Dashboard
< 17 Records
Study Details
¥y Milestones 14 Name Status Organization
Wy Countries IR:| m 8
] =3 R
Site Visits
€8 s
Subjects m

Figure: Add Site within a Study

5. On the Create Site form, add the following mandatory metadata to create a site.

a. Primary Site* (If This is a Satellite Site toggle switch is enabled)
b. Principal Investigator*

c. Site Organization*

d. Site Location*

e. Owner*

f. Status*

g

Status Date*

6. Enter the following optional metadata, if required.
a. Site Number

Site Name
c. Phone Numbers
d. Emails

7. Click Create or Create and Add Another depending on whether to create another
site.
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Create Site o x
General Information
Study *
Hope for Wellness (5]
Primary Site *
This is & sateilite site l v
Site Number Principal Investigator *
Q v
Site Name
Suatus * Swatus Date *
New [ BEERVE 09 Jun 2025 x @
Site Organization
W
Site Location *
Owner *
Admin 003
Cancel [ Create and Add Another m

Figure: Create Site form

8. Once the site is successfully created users can click on the Site name to access the site
and the required settings.

Note:

o |f the site is a satellite site, it is mandatory to associate the parent site. The parent site
will need to already be created and associated with the study before identifying a site
as a satellite site.

e 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.

o If Site Number and Site Name are automatically generated if left blank.
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Bulk Create Sites

To bulk create sites, follow the steps below.

1. On the Sites screen, click on the +Add button from the top menu bar and select the
‘+Bulk Create Sites’ option.

Hope for Wellness Sites
n STUDY
oo A

r Health Well Meds - HW

© Add v & export @ import
© Create Site
I © Bulk Create Sites

HW-Injection

’7 Y Filters l

Dashboard
< 17 Records
Study Details

14 Name Status : Organization
o
¥ Milestones
5 Site 1 R Organization 1

Countries

B Paige 00316- 0052 H., R Health Works - HW

& o Wnrke 2
&= Clinic Works 86

B |ulie 00315 Clinic Wo

Site Visits

2. On the Create Potential Sites modal window, select the required number of Global
Contacts and click on the Next button.
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Create Potential Sites o X
Select Global Contacts
Select Global Contacts
Select Organizations Latest Contacts View
Select Sites Y Filters
Select Site Contacts & 401 Records  Seieciec SortBy 2 v
14 FullName Status Job Title
Review Potential Sites 4
&) Director of Clinical Oper...
] Head of Medidne
“ Head of Medicine
%] DO NOT USE Other
Define Criteria ; Lou jones 3.0 m Other
o
20 W PerPage < 1 of21 Next )

Figure: Create Potential Sites - Select Global Contacts

3. Select the required number of organizations and click on the Next button.
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Create Potential Sites n x

Select Global Contacts L
Select Organizations

Select Organiza All

Select Sites Y Filters

Select Site Contacts 2 490 Records -+ Selected SortBy 2 Vv

14 Name Status Parent Organization

Review Potential Sites 8

Define Criteria -
”~

20 V' PerPage 4 1 of 25 Next D>

Cancel Previous I m

Figure: Create Potential Sites - Select Organizations

4. Select the required number of sites and click on the Next button.
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Create Potential Sites
Select Global Contacts

Select Organizations

Select Site Contacts

Review Potential Sites 11

Define Criteria

fine the crit

Select Sites
All
» Y Filters
o 260 Records = “clected By 2 v
1d Name Status Organization
%)
]

20 Vv PerPage < 1 of13 Next >

Cancel ‘ Previous m

Figure: Create Potential Sites - Select Sites

5. Select the required number of site contacts and click on the Next button.
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Create Potential Sites 0 x

Select Global Contacts .
Select Site Contacts

Select Organizations All

SelectSites / advanced a1 v [7)

= Scope Type Site v  Clear Values
Select Site Contacts

%> 420 Records R
Review Potential Sites 11
Contact Status Job Title
2 [ Acive |
2 [ acmve |
- m Head of Medicine
Define Criteria
e e 2 [ Acve |
20 /' PerPage < 1 of21 Next >

Cancel Previous ‘ m

Figure: Create Potential Sites - Select Site Contacts

6. On the ‘Review Potential Sites’ section, view the list of potential sites that will be
created and click on the ‘Create (number) Potential Sites button.
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Create Potential Sites o x
Select Global Contacts
Review Potential Sites
ey heck the list of potential sites that will be created
Select Organizations
Potential Sites Status °
Select Sites Potential Site o v
Select Site Contacts Req ustom field not be populated for site crea
Review Potential Sites 13
13 Sites
Investigator Status Organization
2 peter jacks
Define Criteria
Define o 2 Jack Moore 3.0
= Parker Williams ...
Cancel [ Previous l Create 13 Potential Sites
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Editing a Site in a Study ICM.

To edit a site in a study, follow the steps below
1. To access a site created with a study, follow the navigation steps detailed in the

Adding Sites within the Study section.
2. Select a site by clicking on the checkbox and click on the Edit button from the top

menu bar.
Hope for Wellness Sites
A STUDY
[ stanrus | Al 4+
Health Well Me HW
e OAdd v | #Edit | @ pDelete X Export @ Import < Send to eFeasibilit 6 Unlock
Inie P Y
] Y Filters !
‘.-:‘/ Dashboard
< 17 Records
Study Detalls
14 Name Status Organization
¢ Milestones
2 . B Site 1 R Organization 1
%> Countries
35 Paige 00316- 0052 H. A Health Works
I3 |ulle 00315 Clinic Wo m & Clinic Works 86

Figure: Edit Site details

3. Make the required changes in the site details window and click on the Save button at
the top-left of the screen for the changes to apply.

Site 1

B Organization 1 & Adam Julie

v Expand All 9 Edit History

Site Information

Site Management ®

Informed Consent 0

Contact Information =

Subject and Recruitment c:
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Figure: Save changes to site details

The following sections describe the site-related details users can edit.

Site Information

Within the Site Information section, make the following changes.

¢ Change the Principal Investigator and Site Organization by clicking on the Change

button.
¢ Click on the Regenerate button to generate a new site name
e Enable the ‘This is a Satellite Site’ toggle switch to make the site a satellite site.

e Add Regions and notes if required.

Site Information

Jube D3317- 005200317003 17 Organization | UAT © O Regeneentn

D0 anOts 1

Figure: Edit Study - Site Information
Note: Study Name and Site Location are non-editable.

Change of Principal Investigator (PI)
To change the principal investigator, follow the steps below.

1. Navigate to the Site Details screens by following the steps in the Editing a Site in a

Study section.
2. On the Site Details screen, expand the Site information screen and click on the Change

button in front of the Principal Investigator field.
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site 1 Site 1
- @ Organization 1 & Adam Julie
Adam Julle @save D Cancel ¥ Expand All

Site Information

Dashboard

Study Name

Milestones Hope for Wellness
Site Visits

I5it This is Satellite Site
Subjects

Stte Number

Subject Visits

00317- 00520031700317

L’,:fg.’arll Zaunons

Principal Investigator *
il Adam Julie Change
Team

Site Name *
Activities ~

Site 1 © ~ Regenerate

Activity Plans

Site Organization
rayments B Organization 1 | Change

D Organizations History

Figure: Change Principal Investigator

3. On the Confirmation popup, click on the Yes button.

Confirmation 4

Is the new Investigator an existing site contact?

No Yes

Figure: Confirmation popup

4. On the ‘Change Principal Investigator screen, make the required edits and click on the
Save button.
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Change Principal Investigator

Q

General Information

Prefix First Name * Middle Name

Suffix

st Name *

jobs Title Contact Role *

Principal Investigator

*

Status

Start Date End Date

Phone Numbers

© Add

Figure: Change Principal Investigator form

Site Management

Within the Site Information section, make the following changes.

Click on the Change Status button to modify the Status and Status Date.

)
Site Management (=)
.:r.n;f 2004 [ Change Stacun I Ackmin 003
M Wlestane
Figure: Site Management
Informed Consents
To track informed consents (ICFs) for a site, follow the steps below.
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1. Navigate to the Site Details screen by following the steps detailed in the Associating
Sites within the Study section.

2. Expand the Informed Consent section.

3. Click on the +Add button.

Site 1 Site 1

" SITE
B Organization 1 & Adam Julie

Pl Adam Julie ® Save O Cancel ¥ Expand All

Organization Organization 1

Informed Consent

© Add
Dashboard
i Site Details 0 Informed Consents
Milestones Name

Figure: Add Informed Consents

4. Enter the site-specific Name and Effective Date.
5. Click on the Save button in the informed consent section to save the record. This

creates site-level ICF for the site.

| Adam Julie ® save O Cancel ¥ Expand All

Informed Consent

® save O cancel
Oashboard
i Stz Details 0 Informed Consents
Milestones Name Effactive Date
ik Study Amendment ICF Template X v 26 Apr 2023

Figure: Save newly created informed consents

Contact Information

To edit the Contact information, follow the steps below.

1. Navigate to the Site Details screen by following the steps detailed in the Associating
Sites within the Study section.
2. Expand the Contact Information section.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 212 of 462



) TRIAL Tl CTMS v3.0 - User Guide v1.0

d INTERACTIVE

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

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

5. 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.

6. Click on the Save button.

Add Address @

Address Type *

Organization ¥

Figure: Site Details - Contact Information

Note: Only addresses associated with the selected site organization are available for
selection.

Subject and Recruitment

Update the following fields by accessing the number input icon of each field to adjust the
numerical values.

Planned Subjects Entered Trial
Planned Subjects Entered Treatment
Planned Subjects Completed Treatment
Planned Withdrawn

Planned Screened

Planned Active

Planned Enrolled

Planned Screen Failed

Planned Completed

Planned Lost to Follow-up

Planned Randomized
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Subject and Recruitment =

Subjects Enteced Tria Actual Withdrawn Planned Withdrawy

Figure: Edit Study - Subject and Recruitment

Additional Information

Expand the Additional Information section to access additional fields. The Additional
Information section displays active fields configured under Settings > Fields > Sites.

Additional Information

Debarment Check

Figure: Edit Site - Additional Information
Close Site
To close a site, follow the steps below.

1. Navigate to the Site Details screen by following the steps detailed in the Adding Sites
within the Study section.
2. Expand the Close Site section.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 214 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

i Site 1

M Organization 1 & Adam Julie

@ Save O Cancel ¥ Expand All

Contact Information

Subject and Recruitment

Additional Information

Subject Visit Close Site

All data will be locked after the site Is closed

Figure: Accessing Close Site setting

3. Click on the Close Site button

Close Site

All data will be locked after the site is closed

Close Site

Figure: Close a Site

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.
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Deleting a Site
To delete a site, follow the steps below.
1. On the Sites screen, select a site by clicking on the checkbox.

2. Click on the Delete button, from the top menu bar.
3. Click on the Delete button on the confirmation popup.

Confirmation

Deleting Site(s) will delete associated Milestone(s):
Site 1:

Do you want to delete the selected Site(s) from the
Study?

S - I

Figure: Delete Site
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Export Sites

To export sites, follow the steps below.

1. Click on the "Export’ button from the top menu bar on the Sites screen within a Study
profile.

Hope for Wellness Sites

a STUDY
=D AT+
Health Well Meds - HW
Products HW-Injection . © Add v Z Export | @ import
[ Y Filters |

Dashboard
< 18 Records
Study Details

14 Name ¢ Status ! Organization
Milestones
Countries e Potential Site
B Site 1 m A Organization 1
e (B Paige 00316-0052H..  ([EEED) R Health Works - HW

Figure: Export Sites

2. Onthe ‘Export’ dialog, select the format i.e., CSV or XLSX, define the humber of
records and click on the ‘Export’ button.

Export o X

Format

Content
Current Page
All

(®) Custom

Mumber of records *

<>

100

Figure: Export Sites - Format and Content
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3. Click on the 'Get Job Results’ button and download the file into the system.

ft < R . e Exporting Data
Finished
S ites [ Site (by ADMINQO1_ti.com 2025-06-10 at 09.35.18 +0000).csv
STUDY
& ot & Get Job Results
[ starru | AL+
© Add v X Export @ Import
Y Filters |

Figure: Export Sites - Get Job Results

4, Open the downloaded file and access the ‘Site’ tab to view the site details.

Site (by 2025-06-10 at 09.3... 0
File Home Insert Page Layout Formulas Data Review View Help 15 Share
"‘1[] & Calibri W M E=E :;l 2 % fEl Conditional Formatting ~ =) 0
s . v ===~ Format as Table v
Paste ® Bty A A S T Number 38 Format o5 Teble Cells | Editing
- g He O+ Av = = . - i Cell Styles ~ v 8
Clipboard N Font N Alignment (5] Styles ~
Al it S Favorite v
A B | C D E F G H | J K -
1 lFavorite _lName Status OrganizatiInvestigat Site LocatiRegions Recently (Study Nan Study Number
2 No 2020
3 /No 2020
4 No 2020
5 No 2020
6 No 2020
7 No 2020
8 No 2020
9 No 2020
10 [No 2020
11 No 3 2020 ~
[ site by 3 2050 | @ ‘ :
Reacy i) L [ i + 100% |

Figure: Site export file
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Import Sites

To import sites, follow the steps below.

1. Click on the ‘Import’ button from the top menu bar on the Sites screen.

Hope for Wellness Sites
4 sy
=3 A

Sponsor Heaith Well Meds - HW
Bl e © Add v XL export | @ Import

1 Y Filters l

¢ Dashboard
< 17 Records
Study Details
14 Name : Status : Organization
Milestones

@ Organization 1

B site 1

Countries

B Paige 00316- 0052 H... R Health Works - HW

- A ‘e RE
& Clinic Works 86

&8 Julie 00315 Clinic Wo..
Site Visits Ju 3 e W

2. On the ‘Import Sites’ modal window, click on the ‘Download Template’ button.
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Import Sites step1 ® O o x

© Upload File Upload File

1. Download Template

Jse the sample file as an example of the format required

I & Download Template

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

I5t be populated for each record - <Site Name>, <Status>, <Pl First Name>, <P] Last Name>

3. Upload your file

upported format: xlsx

Figure: Download Site Import Template

3. Within the downloaded template fill in the necessary information in the ‘Sites’ tab.
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Sites import template - Excel £ Search

File Home Insert Page Layout Formulas Data Review View Help 5 Share

= X Calibri 11 wHIE= D) Text « | [ conditional Formatting ~ A nset ~ jo)
PemEe] [~ f = - § - 9% 9 | [BEFormatos Table ~ zocldc v Editing
> 4 ¥ <3 [E3] Cell Styles ~ [ Format ~ -
Clipboard TN Font & Alignment & Number & Styles Cells A
A2 v fe v
VAT B C D E F G H -
1 Site Numbe: Site Name Status Status Date Status Note Notes anned Subjects Entered Tranned Subjects Entered Tre
]
3
4
5
6
7
8
9
10
11
12
13
14
1g =

import Guidance + . »

Ready B m M - (] +  100%
Figure: Site Import Template - Sites tab

4. For detailed instructions on the import process, click on the ‘Import Guidance’ tab.

Sites import template £ Search
File Home Insert Page Layout Formulas Data Review View Help 5 Share
'G P S Symbol i1t | = = EJ ab, General « | [ Conditional Formatting = Hnset ~ jo)
: o =B : " - ¥ v
= [[j ~ B I U~ A A =B - £ -% 9 [ Format o5 Table E Delete Editing
v He 0+ A e < N [E% Celt Styles ~ [=t] Format ~ -
Clipboard TN Font ) Alignment & Number & Styles Cells A
AB e fe Ensure data integrity: Verify that Information for each site is accurate and up-to-dateand v
A B C D E F G H | J K a
1 CTMS Site Import Guidance
2 Welcome to our Clinical Trial Management System (CTMS) Site Import feature!
3 This tool allows for you to efficiently import sites associated with your clinical trials.
4 Follow the guidance below to ensure a smooth and successful site import process:
5
6 Step 1: Prepare Your Site Data
7 Before Importing sites into the CTMS, ensure that your site data Is properly formatted and organized:
8 | . E[-'L_ ure data integrity: Verify that information for each site is accurate and up-to-date and remove duplicates.
9 * Required fields: Identify and include all required fields for each site - For example, Status, PI First Name, Pl Last Name, etc.
10 When importing site update files CTMS will create a new PI for a site when the First, Middle, and Last Name does
11 ¢ Verify data formatting according to the following rules by CTMS field:
12 o Format ALL cells to a text format before proceeding
13 o Phone Numbers - CTMS will allow for the import of phone numbers we recommend using the following formats {
14 * Primary Phone Number column contains only one number
15 * “+122333444455" -
Import Guidance | Sites C) ‘ »
Ready E [E PI] - 1 + 100%

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 221 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

5. Upload the template file in XLSX file format by using the Drag & Drop or manual
upload functionality and click on the ‘Next’ button.

Import Sites step1 @ O O X

@ Upicad Hle Upload File

1. Download Template

Use the sampie e as an exampie of the for

& Download Template

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

t be populated for each record - <Site Name>, <Status>, <P1 First Name>. <Pl

equired fields mus
Last Name>

fate format should be utilized

3. Upload your file

rted format: xisx

[ Sitesimport template.xisx @

Cance[ m

Figure: Upload Template File

6. On the ‘Data Mapping’ screen, specify the unigue identifiers for the Organization, the
default value for the Organization Type and Status columns and click on the ‘Import’

button.
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Import Sites step2 O @ O X

1) Upload File .
' Data Mapping

Unique identifiers

The Unique Identifier updates existing records, If no match Is four 1 new record will be created

Use Unique Identifier for Sites @ @ On

Use Unique identifier for Organizations @ @i

Addresses x CreatedBy x  Created Date X X

Use Unique identifier for Principal Investigators @ @ On

Map Spreadsheet Columns to System Fields

Spreadsheet Column Metadata Field Default Value @
Organization Type Organization Type v
Organization Status Organization Status .

Cancel ‘ Previous m

Figure: Site Import - Data Mapping

Important: To import activities, users must have the ‘Create’ and ‘Update’ permissions
enabled for Sites from Settings > Access Permissions.

M  Settings  Access Management

) View Access Permission o X
Level Read Update Create Delete Manage All Permissions
‘ Activity Template
_ v : . Activity Plan Template
Trial Interactive 3.0
m§ Milestone Template
Studies Data
O General
- Study
= Fields
Study Country
= Statses
g Site
I= Lookups.
Subject
S countries
Ry Site Visit
#4  Regions
— Milestone

Activity Dlan

Figure: Site Import Access Management

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 223 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Send to eFeasibility

Users can share ‘Potential’ sites list from CTMS to eFeasibility, from the Sites grid within a
study profile, ensuring the reduction of duplicate efforts for site entries across multiple

applications.
To send sites to eFeasibility, follow the steps below.

1. Select sites with ‘Potential’ status from the Sites grid within a Study profile.
2. Click on the ‘Send to eFeasibility’ button.

Sites
a STUDY
+
" © Add v i@l Delete X Export @ Import | 4 Send to eFeasibility | & Unlock
m Z Advanced All v ’ + ’ Status St
€9 Dashboard
< 4 Records < Selected
€& Analytics
~ 14 Name Status Organization

Study Details
= STATUS-POTENTIALVEL
V¥ Milestones Potential Site

@ Countries = STATUS-POTENTIAL VEL

{v]
\ ; & Potential Site
B sites
STATUS-POTENTIALVEL

Potential Site

£ 11!DS SPONSOR

a= Site Visits ~/

¥, Subjects 2 STATUS-POTENTIALVEL
v
Patential Site

2 Avenue-vel

Organizations

Figure: Send to eFeasibility

3. On the ‘Send to eFeasibility’ confirmation popup, click on the ‘Send (number) Sites’
button.

Send to eFeasibility O x

4 Potential Site(s) will be sent to eFeasibility

Cancel Send 4 Sites

Figure: Send to eFeasibility confirmation
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Important: The ‘Send to eFeasibility’ dialog box displays the failure message incase the
selected sites does not match the requirements.

Send to eFeasibility o x

1 of 1 Sites can not be sent
1 Selected Sites will result in the following:
* 0 ready to be sent
* 1 can not be sent

Site Failure Reason

6jun-Site2after A Site is not Potential
10 Vv PerPage < 1 |of 1
Cancel
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Site Settings

To access the site settings, follow the steps below.

1. On the Site Details screen, click on the Settings button.

Site 1 Site 1

N Organization 1 &

# it = Expand Al D £dit Mistory

Site information

ilesstane: Site Management

Informed Consent

2. On the Access Permissions screen, provide access to the intended users at the site

level.
Study Site
# :
Hope for Wellness « Site1 «
site 1 Access Permissions
3 KE] SITE
m © Add
o2 7 Users
n Organization 1
x Name Status
2 ACTIVE
2 e
Import :
Import Status > m

Note: Refer to the standard steps detailed Study Level access permissions to manage the
access permissions at the site level.

3. On the Import screen, import the subjects at the site level using a pre-defined
template.
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- Sie1 Import
a3 !
3 2 Collapse AY
Import Subjects 8

Templates -]

& Download Subjects Import Template @

Note: Refer to the standard import steps detailed Study Level to import subject within a site.
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Associating an organization with a site
1. Navigate to the Site to associate an organization with.
2. Click on the Organization link in the Navigation menu on the left side of the screen. This

opens the ‘Organization’ window.
3. Click on the Add button at the top-left of the screen. This opens the ‘Add organization’

window.
- Hope for Wellness ~ Site1 ~
&
Organizations
Adam Jull
1 Organizations
Dashboard Name Status Parent Crganizati., Type
Site Details Organization 1 ﬂ 1.3 Therapeu... Clinic
Milestones
Sie Visits
subjects

Figure: Add Organization within a Site

4. Fill the required metadata to create an organization with an address. Refer to Chapter
8. Organizations for detailed information on adding organizations and other
associated actions.

. . CR!
Managing Site Contacts i

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 the user intends
to create another record for the same person, especially if the user is doing so to change some
detail of their information (for example, someone’s last name might have changed).

Add Contact
To add a contact within a site, follow the steps below.

1. Click on the Contacts link from the left-hand navigation menu within a site.

2. Click on the +Add button.
3. Onthe ‘Create Contact in Stie’ form select an existing contact by accessing the ‘Search

for Contacts’ or create a new contact by adding the necessary details.
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4. Click on the Create button once all the necessary details are added.

Contacs Create Contact in Site
Click here to add an existing contact

Ganeral Information

© A Adam ulie

Figure: Create Contact in Site

Promote to Global Contact

To promote a contact to global level, follow the steps below.

1. Select a newly created contact within the site.
2. Click on the Promote to Global Contact button from the top menu bar.

Contacts

© Add ¢ Edit $SRemove (Copy & Export | ¢® Promote to Global Contact | & Unlock

3 Contacts 1 Selected

! Name Status Job Title Contact Role Global Contact
& Contact 1 Clinical Rese...
I---I
Adam Julie Principal Inv...

Figure: Promote to Global Contact
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3. The Promote to Global Contact screen displays the potential contact matches. Select
the contact and click on the Link with Selected button.

Promote To Global Contact AA BB CC X

AA BB CC

Chinical Research Assoclate
.
=~

© Contact Details

N3dO ©

Potential Contact Matches o

AACC 7 Advanced All v Email v Phone All v
1 Contacts
Name 1 Status Primary Email Primary Phone Numbet

& AABBCC ACTIVE \ ‘

10 Vv  PerPage

Cancel Create New and Link ’ Link with Selected

Figure: Link with Selected contact

Note: To edit, remove, copy, or export records, follow the standard steps outlined in the
respective modules.

Import Site Contacts

To import site contacts, follow the steps below.

1. On the Contacts screen within a site, click on the ‘Import’ button from the top menu
bar.
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ﬁ Study Study Country Site
v India + v

Site Contacts

© Add I, Export

Organization Status All v Job Title All v Start Dat
~ 4 Contacts

@ Dashboard 4 Name Status Job Title Contact Role
Site Details 2 m

Milestones -

Site Visits 2 m

Figure: Import Site Contacts

2. Refer to the standard import steps detailed in the Import Sites section.
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Integrated Payments View

Tl CTMS has the ability for a user to review high-level payment details when 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 payment-related information.

1. Navigate to the Site Details screens by following the steps in the Editing a Site in a Study
section.

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

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

Request’.
4, The user can also search for a payment ‘Payee Name’ and ‘Invoice Number’,
& Hope for Weliness ~ Site1 ~ o ‘ °
1
Payments e
|
Dashboard | Fikersf
Site Detalls Payment Status A ] (4] (<]
Nl o
o 100 Payments i
‘aye Paye aym Paym Faym ay Payr |
subject Arm... 4B49 elec... Visit 9.0.. usp Aw.. 202.. a51 202...
Subject Visits
I 7040 elec... Visit 45. usp Aw.. 202.. 51 202...
atl
lan 6392 elec... Inv... 15 usp Ne. 202.. 139 202..
o Ele.. 6018 elec... Irw.. 12 usp Ne 202, 162 202..
Activitie xen 1715 elec... Visit 10 usp A 202 507 202..
2652 elac., Visit 1.7 UsD Aw 202 949 202
20 v PerPage \ ' 5 Next »

Figure: Payments View

Important: Additionally, users can define Milestones, Subjects, Subject Visits, Team (Access
Permissions), Activities, and Activity Plans at the Site level. For standard steps and
procedures, refer to the Study-level associations of these parameters.
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CRA

The subjects created W|th|n all sites that are associated with the particular study are
displayed within the subject’s tab at the Study level.

Edit Subjects Within a Study

To view and edit subjects at a study level, follow any one of the methods below.

Method 1

GINNAEN

o

Navigate to the Study Details screen of a particular study to edit.

Click on the Subjects link from the left-hand navigation pane.

Select a subject by clicking on the Subject ID.

Click on the Edit button, from the top menu bar.

Within the Quick View panel on the right-hand side of the screen, navigate to each tab
i.e., Details, Visits, Activities, Informed Consents, etc., and make the necessary changes
in the relevant sections.

Click on the +Add Visit button to create a subject visit record.

Once all the changes are made, click on the Save button.

Hope for @ Subjects g 123 o
Wellness Dot 2074
© Add Vit ||
@ AL : [ scersres |
o Subject Details % Fxpand ANl
olssrowe D X Export
- | Infarmation
o
1 1
Y Fllters Ublect H o
¥ o
< 23 Records ‘ : et o
]l Subjecs Curvent Stans reenh
oo
(5]
'
= L o
20 v PerFage ‘ 1 2 Next » NELES

Figure: Edit Subjects within the study

Method 2

1

On the Subjects screen within the Study, click on the Subject ID.
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© 2025 TransPerfect Translations International, Inc. (TransPerfect).

Page 233 of 462




» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Hope for Subjects
" Wellness
on STUDY
s S,
Hedlth Well Meds - HW A EXpDrt
HW:Ir
Y Filters
Dashboard
< 23 Records
Study Details
e 1l Subjectid ! Current Status i Screening Number
N Vviiiesiones
o SLouUniries

4 0010500

Organizations

Figure: Study Subjects - Select subject

2. On the Subject Details screen, click on the Edit button, from the top menu bar.
3. Expand the following sections and make the required edits.
4. Click on the Save button once all the changes are made.

123 123
& SUBECT i35 Site 1

SCREENED

Study Hope for Wellness

© Save | O Cancel ¥ Expand All

te Site

Subject Information

Subject History

Subject Visits

Informed Consents Summary Information

Subject Activities
Additional Information

Figure: Subject Details.

5. Click on the Studies link in the Navigation menu on the left side of the screen This
opens the ‘Studies’ window and the study list is displayed.
6. Click on the name of the study. The dashboard for the study is displayed.
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7. Click on the Subjects link in the Navigation menu on the left side of the screen. This
displays all the subjects for the study.

site 1 Subjects
Al +
O A & Caport
T n
O 1 Records
Current Stetun Nerrds tgert i 5« .
: . ' [ oere |

Figure: Review Subjects within the study

Note: Subjects are only available if the study is tracking subjects within CTMS. This list will be
populated with the current list of subjects for the study.
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Subject Visits
Add Subject Visits

To add subject visits, follow the steps below.

1. Navigate to the Subject Details screen, by clicking on the Subject ID.
2. Click on the Subjects Visits in the Navigation menu on the left side of the screen.
3. Click on the Add Visit button.

s Subject Visits | B Applyschedule

Subject Details

informed Consents

Subject Activities

Visits will be here

© Add Visit

Figure: Add Subject Visit

4. 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.

5. Click on the Create button.
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Create Subject Visit 8 X
Subject

123
Visit Name * Visit Reference @

Visit 1
Visit Type Visit Status *

v Completed 0 < v

Visit Date * SDV Date

06 Dec 2024 X 3 day month year e
Notes

Cancel Create and Add Another ‘

Figure: Create Subject Visit form
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Editing a Subject Visit

To edit a subject visit, follow the steps below.

On the Subject Visits screen, select a visit by clicking on the checkbox.

L
2. Click on the Edit button from the top menu bar.
3. On the Quick View panel on the right-hand side, make the required changes.
4. Click on the Save button.
Subject Visits | 8 aepyschedule e,
06 Dec 2024
L2 [Gz)n-}"al Information |@ [~
© Add Visit I: B Delete X Export & Unlock
Y Filters Visit 1
Visit Reference ©
< 1 Records
1 Visit Name 3 Visit Type i VisitStat Visit Tys
o
Status ¥
Completed O %X v
It Date SDV Date
Cancel mo

Figure: Edit Subject Visit

Note: Delete, Export, and Filters functionalities are similar across other modules.

Informed Consents

Add Informed Consents

To add informed consent, follow the steps below.

1.  On the Subject Details screen, click the ‘Informed Consents’ link from the left-hand

navigation pane.
2. Click on the +Add button from the top menu bar.
3. On the Add Informed Consent form, fill in the following mandatory details
a. Informed Consent Name*
b. Signature Date*
4. Click on the Save button.
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Add Informed Consent

Informed Consent Name *

Signature Date *

Figure: Add Informed Consent

Verify Informed Consent

To verify informed consent, follow the steps below.

Select the informed consent by clicking on the checkbox.

Click on the Verify button from the top menu bar.

On the “Verify Informed Consent’ popup enter the Verification Date*
Click on the ‘Verify’ button.

INFAENES
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Informed Consents

©Add + tdit @ Delete | ® Verify | & Export & Unlock

1 Informed Consents ! Selected

Name Effective Date

Site ICF 01 Apr 2023

Verify Informed Consent 0 X

Do you want to Verify Site ICF ICF (s)?

Verification Date *

23 Jan 2025 X

Figure: Verify Informed Consent

Note: The Edit, Delete, and Export functionalities are similar across other modules.

Subject Activities

The Subject Activities allows users to define activities at the subject level.
To add an activity at a subject level, follow the steps below.

1. Click on the Subject Activities link from the left-hand navigation pane.

2. Click on the +Add button from the top menu bar.

3. On the Create Activity form, enter the mandatory details and click on the Create
button.
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Create Activity
Actrvity Name *

Type Subtype

Subject(s)
123

Description *

Create and Add Another ]

Figure: Add Subject Activities

Note

e Subject Name is auto-populated into the respective field and is non-editable.
e The Edit, Delete and Export functions are standard as mentioned in the other modules.
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Study Organization

To configure organizations within a study, follow the steps below.

1. From the left-hand navigation pane, select the Studies link.
2. On the Studies screen, click on the study name.

Studies

l ‘ © Add o Export

1 Studies
: : 1l Name Protocol Number
Trial Interactive
4[Hope for Wellness | 835-AX

4% Dashboard
= Sponsors

Programs

Products

Figure: Access Study to add organization

3. On the Study screen, click on Organizations from the left navigation pane.
4. On the Organizations screen, click on the +Add button to create a new organization
within a study.

Hope for Organizations

Wellness

rurr s

Health Wk Meds - HW 6 Organizations

Name

Sponsor
Sponsor

Sponsor

IRB/EC

4
[ AcTve |
[ Acrve |
[ acve |
IRB/EC
[ Acrve |

IRB/EC

Figure: Add Organization within a study

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 242 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

5. Refer to the Chapter 8. Organizations for standard steps to add, edit, remove, and
export organizations.

Study Contacts

To configure contacts within a study, follow the steps below.

1. From the left-hand navigation pane, select the Studies link.
2. On the Studies screen, click on the study name.

) Studies
‘ © Add £ Export
1 Studies
- ; 1 Name Protocol Number
Trial Interactive
A[Hope for Wellness | 835-AX

g% Dashboard
= Sponsors

Programs

Products

Figure: Access Study to add contacts

3. On the Study screen, click on Contacts from the left navigation pane.
4. On the Contacts screen, click on the +Add button to create a new organization within
a study.
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Hope for Wellness Contacts
[swens AL+
nsoe Health Well Meds - HW
& HW-niection o © Add X export @ Import
[ Y Fliters @ } Clear Valyes
Dashboard
< 4 Records
>lugy Detal COMTALT
Contact i Status lob l:ule Contact Role
Milestone
p= - m Pharmacist
Co
. - [ active | Study Coordinator Biostatistician
b site Visits - m Clinical Research Coordl...
°
Subjects - m Data Manager

Figure: Add Contacts to Studies

5. Refer to the Chapter 9. Contacts for detailed information on creating contacts and
associated functionalities.

Team

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.

Add Team Member

To add a member to the team, follow the steps below.

Select a study to add a team member.

From the left-hand navigation pane, select the Team option.

Click on the Add button.

On the Add Team Members screen, enter the mandatory details highlighted with a red
asterisk mark.

Click on Add once all details are entered.
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Add Team Members @) oox

Please select Users or Contacts that you would like to add to the Team

Select Users or Contacts 0%

Set Team Role

Role * Start ¥ End

Do you want to add Team Member to Site{s) or Country(iesi? o

o - )

Figure: Add Team members within a study

Edit team member details

To edit team member details, follow the steps below.

Select a record by clicking on the checkbox.

Click on the Edit button from the top menu bar.

Make changes in the Quick View panel on the right-hand side.
Click on the Save button.
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Figure: Edit Team member details

Remove team member

To remove a team member, follow the steps below.

1. Select a record by clicking on the checkbox.
2. Click on the Remove button from the top menu bar.
3. On the confirmation popup, click on the Remove button.
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© Add ¢ Edit |© Remove| B BulkEdit 2 Export

‘ Q Search |[ Y Filters @ ] Clear Values

< 46 Records | Selected

o Name :  Team Status i Role

ACTIVE Clinica

Remove User from a Team O X

Do you want to remove User from the Team?

User

Cancel Remove 6

Figure: Remove Team Member

Bulk Edit
To bulk edit records, follow the steps below.

Select multiple records

Click on the Bulk Edit option from the top menu bar.

Make edits on the Quick View panel opened on the right-hand side.
Click on the ‘Edit (number of records) button.

INFAENES
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Team Bulk Edit
Please select the Nelds you wish to bulk edit for the 2 selected records
All + e
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! End Date © Set Value as Blank
T 46 Records ! -
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Name : Team Status
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Figure: Bulk Edit Team Member details

Export

To export Team member details, refer to the standard export process detailed in various
sections of this guide.

Some important points to note about managing study team members are:

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

¢ Once an entry has been made, the role will not be editable. If there is an error, 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 navigate 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.

A v
Hope for Wellness « ‘ °
" Team © Accoss Permissions
Al + © Access Permissions
O Add & Lxport
Y Fliters ©
O 46 Records
Nams Team Stacun Rolw Start Date tnd Dats
a [ acene | 17 Now 2022, 10:30 AM
a 07 Now 2022, 10:30 AM
at
0 w2022 09:30 AM 01 nl 2023
v a [ sactne | 31 Now 2022, 03:30 AN 01 i 2023
¥ 20 PerPuge ‘ ' 3 Next »

Figure: Manage access permissions

Add users to study access permissions

To add users, follow the steps below.

1. On the Access permissions screen, click on the +Add button.
2. Add the users and provide them access permissions.
3. Click on the Add button.
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Add User Study Access Permission @

List of Invited Users

Users 1 User*

x X v
Pending
Set permissions
Access Permission * End Date

x 0 v

Figure: Add Users Study Access Permissions

Edit Permissions

To edit permissions, follow the steps below.

1. Select a user by clicking on the checkbox.
2. Click on the Edit Permissions button.
3. Make the required changes and click on the Save button.
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Figure: Edit Study Permissions
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Remove

To remove a user from access permissions, follow the steps below.

1. Select a user by clicking on the checkbox.
2. Click on the Remove button.

3. On the confirmation popup, click on the Remove button.
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Access Permissions

© Add [HEditPermissions @ Activate | S5 Remove | @) setas of

7 Users 1 Selected

0 Name 1 Status
& ‘ ACTIVE
Remove users from Access Permissions O X

Do you want to remove users access permissions?

User(s)

Cancel Remove e

Figure: Edit Permissions

Set as Owner
To set a user as owner, follow the steps below.

1. Select a user by clicking on the checkbox.
2. Click on the Set as Owner button.
3. Click on the Change button.
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Do you want to change owner?

s [EEENO

Figure: Set as Owner
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History
To view history, follow the steps below.

1. Click on the History button from the top menu bar.

Access Permissions

OAdd DB Pormissions Activate % Ramove & 5ot a5 Owner | D History | & Export

7 Users
Access Permissions History Hope for Wellness X
& Export Y Filters
16 Records
Date | ser Name Event Access Penmission Performed By ‘
> 21 Feb 2024, 07:04 .., a Clinical Study Mana... M
> 18 Jan 2024, 11:51 P... - Study Manager - |
> 18Jan 2024, 11:50P.,. & Study Manager &

- e e e T - —- ‘e Lo -

20 v PerPage

Cancel

Figure: Retrieve History

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 254 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Study Activities

CTMS enables users to define activities at the Study level.

To access the activities associated with the study follow the steps below.

1. From the left-hand navigation pane, select the Studies link.
2. On the Studies screen, click on the study name.

Studies

© Add & Export

1 Studies

: : l Name
Trial Interactive

A[Hope for Wellness |

Dashboard

w

£

(((0

Sponsors

Programs

Products

Protocol Number

835-AX

3. On the Study screen, click on Activities from the left navigation pane.

Hope for Wellness Activities
a STUDY
Activities Hope All +

& Export

Y Filters \
g9 Dashboard
22 97 Records
Study Details
- Activity Name i Type
@ Milestones
) Site Deviation - IP sto.. Protocol
&Y Countrie
: #) Subject Deviation 16 Subject
Site
= B Activity #1 Acknowledgement
s Site t
Sut & Activity #1 Acknowledgement
ubjects
- . &) Activity #1 Acknowledgement
¥ Organizations
e : &) Activity 21 Acknowledgement
- g acts
Tear & study Communication
g‘ Activitles | ) Deviation Sub 2 Subject
) Phone Call 1 Communication

Status

[N

EEEEEEEE
8
g

Figure: Study Activities
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4. Refer to the Creating Domain Activity Template Records section to understand the
standard steps of creating an activity and other associated actions.

Import Activities

To import activities at the study level, follow the steps below.

1.  Within the Activities tab of a Study profile, click on the ‘Import’ button from the top

menu bar.
Activities
a
© Add 2 Export
e © import
L 90 Records
alyt)
v 14  Actiity Nems : Statun : Type 3 Subtype
Mile m m
o) [ arn |
2] 2
® [ comnso |
e [ oren |
o [ omn |
Tear m
=] COMALITID

Figure: Import Activities

2. On the ‘Import Activities’ modal window, click on the ‘Download Template’ button.
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Import Activities stept @ o X

Upload File

1. Download Template

I & Download Template
& Download Template

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

Require 1. <Activity Name>, <Type>. <Subtype>
<Status>

Figure: Import Activities Download Template

3. Within the downloaded template, fill in the necessary information in the *Activities tab’

tab.
Activities import template - Excel
File Home Insert Page Layout Formulas Data Review View Help 5 Share
[:_,—] X Anal vl11 ~ =] 4 Text v | [EConditional Formatting ~ H Insert ~ jo
: v = H - - 9 BF s Table ~ % Delete ~
Paite [l'_‘] Bl T U A A % % 9 [ Format oz Table ?Dr ete Editing
v 5 He 0+ A < [E3] Cell Styles ~ [=2] Format ~ -
Clipboard TN Font 5 Alignment & Number & Styles Cells A
Al v P = Study Number v
A B C D & F G H | J K -
1 |Study NumEe]_Country Cod: Site Numbe Name Type Subtype Status Description Planned Date Status Date Status Note
2
3
4
5
6
7
8
9
10
1
12
13
14
15 -
Import Guidance +) ‘ »
| Ready B B @O - ] + 100%
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Figure: Activity Import Template - Activities tab

4. For detailed instructions on the import process, click on the ‘Import Guidance’ tab.

Activities import template - Excel

File Ho_mc. Insert Page Layout Formulas Data Review View Help 5 Share
:,.r__-,, X Calibn vl - = General v mCondmonal Formatting ~ Eﬁ Insert ~ ,O
Pa'.tEe] [B v B I U+« AN v £ -% 9 r’_}—': Format oz Table ~ E Delete ~ Editing
. 9 He 0+ A b [E3] Cell Styles ~ [=2] Format ~ -
Clipboard T Font & Alignment 1] Number 5] Styles Cells A
c8 e = v
A B C D E F G H | J K a
1 CTMS Activities Import Guidance
2 Welcome to our Clinical Trial Management System (CTMS) Site Import feature!
3 This tool allows for you to efficiently import activities associated with your clinical trials.
4 Follow the guidance below to ensure a smooth and successful activity import process:
5
6 Step 1: Prepare Your Activity Record Data
7 Before Importing records into the CTMS, ensure that your activity data Is properly formatted and organized:
8 * Ensure data |+te§my: Ve!ify that information for each activity Is accurate and up-to-date and remove duplicates.
9 * Required fields: Identify and Incdude all required fields for each activity = For example. Type, Subtype, Name, etc
10 o Activity record update files: Ensure the activity record unique identifier Is provided for all activity records that will be updated.
11 * Verify data formatting according to the following rules by CTMS field:
12 o Format ALL cells to a text format before proceeding
13 o Subject(s) fields - CTMS will only allow for the association of an activity to a subject when the subject ID provided
14 o Date fields — CTMS will only allow for the import of date fields if the dates are provided in the following formats:
15

gd-MM-yyyy (e.g. 01-01-2024) v
| Ready B m O - ] +  100%
Figure: Activity Import Template - Import Guidance tab

5. Upload the template file in XLSX file format by using the Drag & Drop or manual
upload functionality and click on the ‘Next’ button.
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Import Activities stept @ O O X

© Upload tie Upload File

1. Download Template

e the sample file as an example of the format required

& Download Template

2. To ensure successful file import the following rules should be followed:
Required fields must be
<Subtype>, <Status>

populated for each record - <Activity Name>, <Type>

2. Proper date format should be utilized for all date

3. Upload your file

Supported format: .xlsx

[2 Activities import template.xisx

Figure: Upload Activity Template file

6. On the ‘Data Mapping’ screen, define the data import rules and map spreadsheet field
to CTMS system fields.

a. Choose the level at which the activity should be imported i.e., Study, Study
Country and Site.

b. Enable the ‘Use Unique identifier for Activities’ toggle switch and add the
unique identifiers.

c. Select either Override or Merge option that define the relationship behavior
between spreadsheet and metadata field column.

7. Click on the Import button once the data import rules are defined.
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Import Activities step2 O @ O
1) i 3
(1) Upload File Data Mapping
Define data import rules and map spre et field to CTW m field
© Data Mapping
Import Level
Choose the level at which Activities should be img ed
® Study
Study Country
Site
Unique identifiers
The Unique Identifier updates existing records, if no match Is found, a new record will be created
Use Unique identifier for Activities @
Map Spreadsheet Columns to System Fields
M for custom fields Is currently unavallable, but you can define the behavior for the data in the
d
Spreadsheet Column Metadata Fleld Relationship Behavior
Subjects Subjects Merge @ .
Cancel Previous ’ m

Figure: Activity Import - Data Mapping

Important: To import activities, users must have the ‘Create’ and ‘Update’ permissions
enabled for Activities from Settings > Access Permissions.
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M  Seitings  Access Management

View Access Permission o x

| Level Read Update Create Delete Manage All Permissions
‘ Activity Template

Activity Plan Template

Trial Interactive 3.0
m Milestone Template
_ Studies Data
O General
- Study
= Flelds
Study Country
= Statuses
g Site
= Lookups
- Subject
@ Countries
: Site Visit
W Regions
Milestone

Activity Plan

Activity
= Templates Study Library

Figure: Activity Import Access Management
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Study Activity Plans
Users with Admin, CRA, and CSM access can apply activity plans to studies. Users have the
ability to associate and existing plan or create a new plan directly within the study.

To access Study Activity Plans, follow the steps below.

1. From the left-hand navigation pane, select the Studies link.
2. On the Studies screen, click on the study name.

) Studies
‘ © Add £ Export
1 Studies
- ; 1 Name Protocol Number
Trial Interactive
A[Hope for Wellness | 835-AX

g% Dashboard
= Sponsors

Programs

Products

Figure: Accessing Study Details

3. On the Study Details screen, click on the Activity Plans from the left navigation pane.
4. The Activity Plans screen displays the following tabs.

a. Plansin Use

b. Scheduled Plans

c. Templates
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toape Ror Walness * n ° .|
Hope for Wellmess — Activity Plans
[ 2imien ] l Plans In Lise  Scheduled Pls
O Al Mew Man & Export ¥ Flar
3 Menilabile Actrery Plane = B
! ' ey N v
@ m Parere Study Pl a 16 Sep M4
@) \ S Arranighne iy Brotoeed a2 14 Mar 21004 Of Mg 022 R—

Figure: Activity Plans at Study level

Plans In Use
Apply New Plan

To apply a new plan, follow the steps below.

1. Click on the +Apply New Plan button from the top menu bar.

Activity Plans

Plans In Use  Scheduled Plans  Templates

© Apply New Plan : <. Export

3 Available Activity Plans

Plan Name Status T Classification  Description
(B Hope's COMPLETED Parent Study Plan
(8 Protocol Am... COMPLETED Amendme... Study Protocol ...

Figure: Apply New Plan

2. Onthe ‘Apply Activity Plan for Study’ screen in Step 1, either click the Apply Plan
button for a specific plan or select a plan and click the Next button.
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Apply Activity Plan for Study: "Hope for Wellness" step1 @ B X

OselectTemplue Mease select 3 Template from the list that you want 1o apply for Study: "Hopa for Wellness™

Classification All ~

3 Available Templates

V
v v Apply plan

T, Deleteths

v
e i

Parent Study Plan
20 May 2024, D6:34 PM 1

Figure: Apply Activity Plan - Select Template

3. On the ‘Plan Details’ screen in Step 2, verify the details and click on the Next button.

Apply Activity Plan for Study: "Hope for Wellness” Step2 (@ L

v

1) Select Template

© rian Details

Description

U Delete this
1.4 !l‘J"l 2024, 0205 AM

3) Apply Plan

Parent Plan 0
Related Plans 0
Activities 1

Cance! Previous ‘ m

Figure: Apply Activity Plans - Plan Details

4. On the ‘Apply Plan’ screen in Step 3, select the planned date and click on the Apply
button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 264 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Apply Activity Plan for Study: "Hope for Wellness" Step 3 O @® o x
1) Select Template Select planned date
Planned Date
2 ) Plan Detalls 04 Jan 2025 X M

Cancel Previous '

Figure: Apply Activity Plan - Apply Plan

Note: The Edit, Set Not Applicable, Delete and Export functionalities are standard across the
relevant modules.

Scheduled Plans
Add Scheduled Plans

1. Click on the +Add button.

Activity Plans

PlansInUse  Scheduled Plans Templates

© Add | ¢ Edit @ Cancel Schedule

1 Scheduled Plans 1 Selected

T

@ Hope's

Parent Study Plan
Scheduled On

09 Aug 2022, 06:48 PM

Figure: Add Scheduled Plans
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2. Follow the similar steps detailed in the ‘Plans in Use’ section to complete adding a
Scheduled Plan.
3. Click on the Edit button to the modify the plan details.

Cancel Schedule

To cancel a scheduled plan, follow the steps below.

—

Select a plan by clicking on the tile.

2. Click on the ‘Cancel Schedule’ button from the top menu bar.

3. On the ‘Cancel Schedule’ screen, mandatorily enter a reason and click on the Confirm
button.

Cancel Schedule

Plan Name

Hope's

Description

Parent Study Plan

Cancel Reason *

Figure: Cancel Schedule

Templates

To associate an existing template, follow the steps below.

1.  On the Templates tab, click on the +Add button and select +Associate option.
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Activity Plans

Plans InUse  Scheduled Plans |Templates

© Add v

IAssociate I

OCreate wplates

[@ Budget - Initial

Last Applied First budget for a site
24 Oct 2022, 11:48 PM

Figure: Associate Template

2. On the ‘Associate Activity Plan Templates to Study’ screen, select the plans and click
on the ‘Associate’ button.

Associate Activity Plan Templates to Study "Hope for Wellness" 0 x
Select the activity plan templates you would like to use for the study
UATO10 Step 13 2.1 x X v
‘ Level All v \ ‘Classification All v
22 Activity Plan Templates | Selected - this number includes any related activit
Plan Name Classification  Description Level Activities
20 v  PerPage of 2 Next »

Figure: Associate Activity Plan
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Note: Refer to Chapter 12. Activity Plan Templates for standard steps to create new template,
edit, copy, apply, activate, set to retired and delete activity plan template records.
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CHAPTER 8: SITES

Users can view a cross-study sites list at the domain level where the system applies the
domain settings rather than study-specific settings for the cross-study site listing.
Additionally, users can export a cross-study site list based on the defined views.

Edit Site at domain level
To edit sites, follow the steps below.

1. From the left-hand navigation pane, select Sites.
2. Select a site and click on the Edit button from the top menu bar.

) Sites

All +
C 2 b

Trial Interactive 3.0

lM_Y Filters

g9 Dashboard
« 260 Records ' Seiected
= Sponsors
14 Name : Status : Organization :
Programs
__
Products , "
€8 = &
Studies
€5 [ AcTive | R
§8 Organizations o m R

3. Follow the standard steps to edit a site detailed in the Editing a Site in a Study section.

Export Sites at domain level
To export sites, follow the steps below.

1. From the left-hand navigation pane, select Sites.
2. Select a site and click on the Export button from the top menu bar.
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) Sites
| el

.'f. Export

Trial Interactive 3.0
m Z Advanced All v
@9 Dashboard

< 261 Records
& Sponsors

14 Name i Status Organi
Programs
- | POTENTIAL |
Products €3 site 1 Potential Site
Studles B Wilkinson - Unblinded m A Hes

Figure: Export sites across studies

3. Follow the standard steps to edit a site detailed in the Export Sites section.
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CHAPTER 9. SITE VISIT DOCUMENTATION

Site visits can be set up to 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 Clinical Research Associate (CRA) user responsible for creating and managing Site Visit
Documentation in a Site must have the ‘Site & Visit Editor’ permission.

Refer to the Managing Study Access Permissions section for the steps to assign user access
permissions.

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

Important

e Any details created within a site visit type designated as Unblinded will be restricted
from view by users who do not have an unblinded access permission for the Study or
Site.

¢ Unblinded designation on site visits is typically limited to only site visits where users
want to restrict the visibility of potentially confidential restricted data (e.g., activities)

e If there are no site visit report templates designated as Unblinded, and the visit is of an
unblinded type, users will not be able to generate documents without configuration
changes/updates. Those changes have to go through the change management
process.

e Unblinded site visit document will only auto-file to an unblinded eTMF.

e The 'Open' Label is not the same as Unblinded in TI CTMS designations.
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Site Visit Navigation [cra

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

B -
© Add X Export

Trial Interactive 3.0 e
| ©1 Health Well | Z Advanced All v | + |

<’ 2 Records

@9 Dashboard

== Sponsors
1J Name : Protocol Number i Status
Programs
(2} 1234567889
Products
4 Health Well Meds - H...  1128-4202022 [ STARTUP |

Sites

Figure: Select a Study and a study name
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3. On the Study Dashboard, navigate to the left-hand navigation links and click on Sites.

Sl Study
- &

Intense Oversight «

intense oversight INtense Oversi ght

a STUOY £ New World Medicine

Site Visit Report Review Status

o ‘ Visit Owner
Fot iy atail Protocol Number All v  Site Status Not 6 v Site Visit Owner All v  Visit Type All
Study Details
Conducted Type All v  Visit Status All v Site Location All v Report Status All v
) Milestones

9 Site Visits

%> Countries Protocol Nu... Site Name Site Number Site Status Pl Name
[-]e e

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
A_|| +
L Export
% 2 Records
1] MName :  Status :  Organization :
5 B Health Works - HW
(4] B Clinic of Tampa Area

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

Study Site

SITE H Clinic of Tampa Area &

Organization Clinic of Tampa Area

Site Timeline

@ Dashboard Milestones 16  Activity Plans 13

1 Site Details ' = =
‘Status All ~ ‘ ‘ Classification All v ’

Y Milestones

== Site Visits e Milestone 6
A

Milestone 0

2. Subjects P

Figure: Select Site Visits

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

~
Site Visits
5]
O Add Visit & Export
anizat Clirne of Tampa Area 41 Visits
<y PATHG Interim 0001
S:S-.-.';.}'!)
o Dashboar Interim ol s
SR & craco2 @ InPerson
g Deta:
P Milestor )
Interim-202 2.1 v2
B Sie visits
ublect interim TIWne : {1t a
& craooz ® InPerson
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Figure: Select a visit

7. On the Site Visit General Information window, review the visit details, make the
required changes if any, and click on the following buttons.

a. Add Activity: Refer to the Creating Domain Activity Template 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.
& Intarim 6001 Interim 0001 €3
Visit Information ]
CRA D03 u . U Dy Ex.g. -
Y] A
g = =
Oarsdacwwy ODscantClanges v Saw  + S and e |
Figure: Updating site visit information
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
CL: Public Page 275 of 462



\’ TRIAL Tl CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Add, Edit, Delete, and Export Site Visits

To add, edit, and delete a site visit follow the steps below.

Create Site Visit

Navigate to the Site Visit screen by following the steps in the Site Visit Navigation.
Click on the +Add Visit button.

On the Create Site Visit form, add the required details

Click on the Create button.

NI

Create Site Visit 9 £t o

General Information

Visit Type *
Visit Name *

Owner * Planned Date *

CRA 002 [~ B : =

How was the visit conducted *

In Person %IV

Visit Checklist Template

Cancel Create and Add Another ] o

Figure: Create Site Visit

Edit Site Visit

To edit the site visit, follow the steps below.

1. Click on the Site Visit.
2. Click on the Edit button from the top menu bar.
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Site Visits

© Add visit | ¢ Edit | @ Delete X Export

42 Visits 1 Selected

Interim-202 2.1 v2

Type

Interim Owner Conducted Report

& CRA 002 % In Person

Figure: Edit Site Visit

3. On the Visit General Information screen, make the required edits and click on the Save

button.
Interim-202 2.1 Interim-202 2.1 v2
v2
n HE WV
- A Collapse All
il
1)

Visit Information
Visit Type ¥ Vesit Status * v Start Turm

Visit General information ' interim X v v v

Visit Attende D Status History Viitk Miiadie

LOCatons Visit Name ¥
interim-202 2.1 v2

Co-Monitor
ner Visit Planned Date *
ke CRA 002 o < v 20 Dec 2024 ” eneral Comr
8 r u
IDjEC T ous Site I Previo 1te Visit Date
= poy
Irnent Surnmary —
It Repor

Figure: Visit General Information

Delete a Site Visit

To delete a site visit, follow the steps below
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1. Select a site visit Planned or Draft status.
2. Click on the Delete button.
3. On the Confirmation popup, click on the Delete button.

Confirmation

Do you want to delete the selected Site Visit?

0

Figure: Delete Site Visit

Export

To export the site visit data from List and Card views, click on the Export button and follow
the standard steps detailed in the Exporting Contacts section.

To export the data in Calendar View, follow the steps below.

1. On the Site Visits screen, click on the Calendar View icon and click on the Export
button from the top menu bar.
2. Select the ‘Export Calendar’ option.
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Site Visits
&U - t ~
© Add & Export v
L Export g
Bix 3 dar
2
8 Records o Export v Viewby Month v = &8
& Export grid
Today < > f@Jun2025 v BExpo -
® Completed 1 Planned Canceled 1
Sunday Monday Tuesday Wednesday Thursday Friday Saturday
1 2 3 4 5 6 7
g <o
o S
8 L] [10] n 12 13 14
Planned

Figure: Export Calendar View

3. On the Export window, select either PDF Document or PNG Image as export options
and click on the Export button.

Export

Export options:

| @ PDF Document  PNG Image

D N M 5 5mm i o A 55 Ui e i QU i AN Bl A N O A S S eSS

f Jun 2025 v

i @ Completed 1 Planned 2 Canceled 1

Sunday Monday Tuesd Wednesd Thursday Friday Saturday

Compleud
@ nterim-...

Figure: Export Calendar as PDF or PNG
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Customize Site Visit screen

Users can customize the site visit screen by applying filters, sorting criteria, changing views,

and exporting the site visit data.

Filters

To apply filters, follow the steps below.

1. Navigate to the Site Visit screen by following the steps in the Site Visit Navigation.
2. Click on the Filters button and apply the following filters by accessing the dropdown

options.

3. Additionally, enable the ‘Show Favorites Only’ toggle switch to display visits marked

as favorites.

Site Visits
© Add Visit £ Export m
Type All ~ Owner All ~ Visit Status All v Report Status All ~ Conducted Type All ~
Hide Completed Reports Show Favorites Only
42 Visits Sort By Visit Status v
Interim 0001 03 Jan 2025 -
Interim ~ = o 0 0
spirs: m izt et Altendee
& CRA 002 % In Person
Figure: Site Visit Filters
Sort
To sort the site visit data, follow the steps below.
1. Click on the Sort By button.
2. Select a Sort Criteria.
3. Click on the Up and Down arrow.
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42 Visits [ sort By Visit Status ~| 1 d

& Interim 0001 04 De

Name

& cra 002 * In Person % View Report

Planned Date

' Start Date

m & Interim-202 2.1 v2 18 Det  ¢nd pate
2024
. : Type
YD Plannee
Interim wner Conductes nor owner
& Cra 002 ® In Parson % View Report
Report Status

P
interim - Jucte R BN 5icPORT GENERATED Visit Status

' Conducted type

Figure: Sort Site Visits

Views

To customize the Site Visit screen view, follow the steps below.

1. Click on the Card View button to display all site visits in a tile format.

View Heport

42 Visits | Sort By Visit Status u il
oo & Interim 0001 04 Dec 2024 04 Dec 2024 04 Dec 2024 N
& CRAODZ B InPerson g yiew Repart mthi ‘ :
'm & Interim-202 2.1 v2 18 Dec 19 Nov 20 Nov 20 Nov
2024 2024 2024 \
Interim wucts iepor
& crAOD2  finPerson g oo 5 1 16/16

Figure: Card View

2. Click on the List view button to view all the site visits in a list format.

42 Visits | “elected Y = =
Name Visit Status 1 Planned Date Start Date End Date Type Duraton owner
R Intenm ... 04 Dec 2024 04 Dec 2024 04 Dec 2024 Interim
8 Interim-., COMPLET_ 18 Dec 2024 19 Nov 2024 20 Nav 2024 Interim 819 Nov .., & CRA
&= interim COMPLET.. 18 Dec 2024 19 Nov 2024 20 Nov 2024 Interim 2 & CR2
& Interim COMPLET_ 18 Nov 2024 18 Nov 2024 18 Nov 2024 Interim & CR

Figure: List View
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3. Select the Calendar View button to display all site visits in a Day, Week, Month,
Quarter, or Year format within a calendar layout.

1 Site Visits View by Week - —
Today < > f%1Dec2024-7 Dec2024 v
® Completed 1 santh
SUN 1 MON 2 TUE3 WED 4 THUS Quarte SAT7
Completed Year
& interim 0o

Figure: Calendar View
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Site Visit Attendees ICR‘“.

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

Interim 0001 Visit Attendees i

SITE VISIT

© Add Attendees v

Study IQAdd Attendees |e

Site &+ Create New

Visit General Information

Locations

Figure: Add Attendees

3. On the Add Attendees screen, navigate to the Previous Attendees, All Site Team, All
Site Contacts, and All Study Contacts tabs.

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

™ Selected 3
Attendees
2 Attendees
2) Previous Attendees 0 Name Status 1 Role
& CRA 001 Primary CRA

© Al Site Team
-m

4) All Site Contacts B

5) All Study Contacts 0

20 v PerPage

Cancel Add 1 Attendees e

Figure: Add attendees from All Site Contacts

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

=] SITE VISIT

© Add Locations v

tudy i | © Add Locations | 9
Site

w
~-t

&+ Create New

Visit General Information

Visit Attendees

Figure: Add Locations

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

Note: Clicking Create New will create a new/additional site address.
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Add Locations

»” Selected

Locations

2| Previous Locations 0

(3

1 Locations

v

] ‘ B Clinic of Tampa ..,

20 v PerPage

. o [

Organization Name SALT Address Type

< 1520 West Kennedy

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.

2. On the Visit 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.

. e + ©

Interim 0001 Visit Checklist
| sy
¥ Lepandg All e
Section 1 - ITEMS DISCUSSED AND REVIEWED WITH P! AND SITE STAFF 13 0f 13 Completed@]

e  Yos X -

< Previous Step

© Add Activity D 570 € v v 1 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 Itis mandatory to answer all questions.

¢ 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.
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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.

y Study Site Site Visit
g

Interim 0001 Activities

SITE VISIT

© Add Activities v
tudy [OAr‘.‘c ACZIV!t:es]e

a1l &+ Create New
ACUV.,,  Stawus Type Subt... Ow

Visit General Information

Visit Attendees

Locations

Visit Checklist

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
™ Selected 2
Filters
Activities hfns
13 Activities
2 | Previous Activities 0

0 Activ Status Type Subty. owner Resp.. Plann Creal. Desc

© Al site Activities 13

2 = Sub.., Dev... & cC. 02]... Dev..

Site... Issu... &c. 02).. Pro..

Site... Issu... [ 05.. Pro...

2 .. m Sub... Dev... aC. 05 .. Dev..
[ o]

20 Vv PerPage “ ' ' y

Cancel Add 2 Activities 6

Figure: Add activities from All Site Activities
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Site Visit Subjects l !

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

B  smEvisT .
Subjects 5
tudy Intense Oversight
© Add Subjects v
[©Add subjects | @

&+ Create New

Subject ID Status Screening Nur
Visit General Information

Visit Attendees
Locations
Visit Checklist

G 1 0%

Activities

Figure: Add Subjects

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

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 290 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Add Subjects B X
™ Selected
1) X 2 Y Fliters
Subjects
5 Subjects
2) Previous Subjects 0 o Subjects ID  Status screenin.. Subject |, Notes

© All site Subjects 5

20 v  PerPage ‘ 1 1 N S

Cancel Add 2 Subjects e

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 I

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

o= 1
Enrollment Summary
Stud
0 Statuses T ff Subjects
Visit General Information
Visit Attendees
Locations
Visit Checklist
O

Figure: Add Enrollment Summary

3. Select the required option from the Statuses dropdown,
4. Enable the Calculated by System toggle switch to automatically consider the subjects.
Disable the toggle switch to manually add the subjects.
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Ergollment Summary

ID sance)
e & Subjects Calculated by System

v The value will be shown after save E] o

Screened

UA

T Subject Status 2.1
Enrolled

Screen Falled
Completed

Transferred In

-2 T - T - - - -

Iransferred Out

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.

. . s ©-

a -
Confirmation Letter
Confirmation Letter -]
——_—

1054 Generate Letter 124

< Pravious Step © Add Actvey % no M Next Stop »

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.

® 000
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Generate Confirmation Letter step1 @ © O O O O X

© select Sections : . : . :
Select sections to be included in confirmation
letter

Qg) Select Activities Activities [ ¢

B Attendees

(3) Select Attendees
Locations &

(4) Select Locations Subjects «

(5) Select Subjects

Cancel Next e

Figure: Generate Confirmation letter steps

4. Once all the steps have been completed, the confirmation letter is generated and can
be viewed on the Confirmation Letter screen.

Note: CRAs can create confirmation letter at any point of time and specify any date as the
‘Sent Date’.
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Signing the Document and Approval Workflow [

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

1. Click the View Letter hyperlink.

Confirmation Letter

Confirmation Letter S

]

.
" M)
-

% View Letter
Generate New Letter

Previeus ey © Aad Acevey

Figure: View Letter

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

I
| 0OTB_IMV_ConfLetter v2

I R A L .
W& N TERACTIVE '

" e S e Mo g AW n b L b

o N eitut $oveeraTar

o Bt bt et by sl e et

Figure: Edit Document

3. Make the required changes in the document and click on the Save Changes button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 296 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

@ INTERACTIVE

4. On the Commit Changes popup window, enter the comments and click on the Save

button.
OOTB_IMV_ConfLetter v2
Mananring visll Canfirmanos Lama
e — @9 — " €& — —_ 8
Make Changss Wating for loview Waning foc eSiynatiae Waating for Appraval
= Pagress

2 Chscard Changes & Dowrikiad and Edn Lecal & GoTo Yt #F Datkirmpnt Srofe

o

s Commit Changes ~
B -

- The new menof version (.e. 1.1, 1.2, 5.3 etc} of the document will be created

Added required comments

= i
.

The5 46 T0 0O 1M D IR0 OMSOAITING MONVIOE NG WRT SChadhbad for 4 D 1000 for The grotoce
seferenied showe. § phan to atrirw ot ared | astenate Bt the st sl laet spprocconately SDOSATION,
Dering thiy viiL, Lanust M to Tevew the tiosng:
- * Suliject Secowltmen
® Www wulymt oy mendation;
™ T

Popw t 03 1 Weatsiment tpprme et - @ Bl 9 @ k4 — mewem 4

& @

Figure: Save Changes
Note:

e The page is refreshed and all the values that are entered in the Visit Report Checklist
are displayed in the document.
e Once the changes are saved, the Make Changes step shows ‘Pending Status’

5. Click the Start Approval Workflow button.
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Figure: Start Approval Workflow

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

| 00T8_IMY ConflLetter v2

o

Wating for Review

. v o M 7 g VT e YO

@t rdemane et S et e pp—— AT

Figure: Add document(s) to monitoring

e The Make Changes stepper displayed in the top right corner shows a green
tick mark with Complete status.

o |f the one-step workflow is enabled, the Waiting for Review steeper also shows
the Completed status.

o |f a two-step workflow is enabled, the reviewer user (probably the CSM user)
has to complete that step.
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¢ When the Reviewer signs/approves the review, the Waiting for Review
stepper displayed at the top shows a green tick mark with a Complete status
with the email ID of the reviewer and the date of process.

7. Click the Send document for eSignature button displayed in the top right corner.

OOTB_IMV_ConflLetter_v2

Monstaring v

o © L) o

Make Changes Waiting for Review Waiting for eSignature Waiting Approvi

DOTH_NY_Confmiee )

" nterm/foutne Montonng Vist Corfrmation Leter
D D,
Thes i3 to contem the interaryRoutine Marn toring Wit schedded for 1 $or the pragacol

e fencnd abowe. | e 10 arrie a1, S0d | mtimate that the vist wil Last appe v stely <DURAT KN,

Dureng thin viut, | wocks Abe 1o rewiew the fnlovang:
*  Subgect Recrumment
*  Mew Suject GOCUmT il on

eSS gational TOMUCT reentory a0d SOCU Mertation
Mo vinwr of # ROHTY Gaapmman (U0 Sulerrri e | asy (hasges Nave Socutred)
Raview of adonal facibnies

Ewertmd document and investigator Site Fledh)

| worch a0 N 20 g0 ower Dha Open e 1Y &6 20l Diom

| oy At Ty e e
| Name Description Owe Dt Status
" Actinty ABC 2 |

B Teoo 100% 4

Figure: Send document for eSignature

8. On the eSignature screen, select a radio button for eSignature Type - Parallel or Serial.

9. Select the checkbox(s) displayed in front of the email IDs and mention the ‘Signer
Role’ by accessing the dropdown options.

10. Click OK at the bottom of the screen. The document needs to be signed by the
number of users mentioned in the ‘Send for ESignature’ window.
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=

eSignature Type (@) Parallel O serial

Search Q 1 Columns 1 selected
3 Columns Name Signer Role

O ame e 4 o

OJ CRA One
OJ “RA Twc
OJ CSM One
M 4 Previol 1 |of1 Nextp MW
Figure: Send for eSignature screen
11.

12.
13.

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.

Click on the View Details to check the eSignature status for the letter.

Click on the Sign Document button.

CL: Public
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Figure: Sign Document option

14. On the Signh Document screen, select a reason from the ‘Reasons’ dropdown menu,
add the required comments in the ‘Comments’ section, and click in the Sign Document
button.

Sign Document x

Reasons

| approve this document v

Comments

| approve this document

Cancel Sign Document

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

Please Provide Your Credentials x

Username
@ti.com
Password

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.

17. Refresh

the page and navigate to the last page of the document to view the signature.

OOTB_IMV_ConfL

etter_v2

Q
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Document Name 9999-4Nine_9009 2.1_Poole_MonVisaConfLitr
System Document Version 1.0

Sepeue Dute: 08 Diverabeer X004 026405 EST S ok Authax
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Figure: Approved and Signed Document
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Site Visit Report Preview Generation [*

To generate a Site Visit Report Preview, 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 to In Progress

3. Click on the Generate Report Preview button.

Visit Report

= Collapse All
Visit Report
Repoart Status
it Garergl Ind NanBon l I
Visit Attendes D Status History
L 101 14 vat
sl Ct 12/412024
£ Chadkiist

L _...-i 8

I Generate Report Preview

Figure: Generate Report Preview

4. On the ‘Generate Report Preview’ window, click on the Generate Preview button.
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Generate Report Preview S
Completeness Check Other Visit Info
© General Information Activities 2 Items
© Artendees 1Items Subjects 2 Items
@ Locations 1items Enroliment Summary 1 Items
© Visit Checklist 16 of 16 required
completed
Reviewers

There are 1 Reviewers defined for this report

Related Documentation

v All Site Milestones v All Site Subjects

~ All Site Contacts ~| Subjects ICFs
v All Site ICFs [v] Subjects Visits
v All Site Addresses 7| Site Team

<

All Site Organizations

Cancel Generate Preview

Figure: Confirm preview generation

5. Once the report is generated, click on the View Report Preview button.

Visit Report

Report Status

D Status History

Status Date

12/4/2024

I% View Report Preview ]

Reason far Rejection

| Regenerate Report Preview

Figure: View Report Preview
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Site Visit Final Report Generation [

To generate the Site Visit Final Report, follow the steps below. Ensure that the visit status is
completed.

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 Create Visit Report.

— Visit Report

COMPLETED
# Collapse All

Visit Report

Visit General Information
Visit Attendees

LOCatiOnNS

Vasit Checklist
% View Report Preview
Activitiee Create Visit Report
ALUIVIRICS
Regenerate Report Preview e
Subjects B .

Enroliment Summary

Confirmation Letter

Figure: Create Visit Report
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3. On the Create Visit Report window, click on the Generate Report button.

Create Visit Report O X
Completeness Check Other Visit Info
@ General Information Activities 2 Items
@ Attendees 1 Items Subjects 2 Items
@ Locations 1 Items Enrollment Summary 1 Items
@ Visit Checklist 16 of 16 required
completed
Reviewers

There are 1 Reviewers 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

(v] All Site Contacts Subjects ICFs
(v] All Site ICFs (v] Subjects Visits
(v All Site Addresses Site Team

[v] All Site Organizations

Cancel Generate Report 9

Figure: Generate Visit Report
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4. On the Visit Report screen, click on the View Report link.

Visit Report

Keport Jtatys

D status History
h Statas Dase
l 12042024

Figure: View Report

5. On the Tl Document Viewer, opened in a separate tab, follow the standard steps of
review and approval detailed in the Site Visit Confirmation Letter Creation section.

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 Letter screen, click on the Generate Letter button.

4 Interim 0001 Follow-Up Letter
 comtsrea |
8 Leched Follow-Up Letter
‘
f
VisE Checklizs o
O

Figure: Generate Follow up letter

3. On the Generate Follow-Up Letter screen, configure each step and click on the Next

button until the last step.
4. On the last step, click on the Create button.
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Figure: Generate Follow Up Letter
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5. On the Follow-Up Letter screen, click on the View Letter link.

Follow-Up Letter

Follow-Up Letter

% View Letter e

Generate New Letter

Figure: View Letter

6. A Follow-up letter is generated, and Tl Viewer is opened displaying the letter.
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Figure: Follow-Up Letter in TI Document Viewer

Note:

e To electronically sign the follow-up letter, follow the standard steps detailed in the
Signing the Document and Approval Workflow section.

e CRAs can generate a follow-up letter immediately after a site visit is created and
specify any ‘Sent Date’.
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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.

Refer to the Site Visit Checklist Templates section for detailed information.
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CHAPTER 10. ORGANIZATIONS

Organizations can be created at multiple levels in CTMS i.e., Study, Country, or Site.
Organizations created at a global level can be associated with the lower levels in the data
hierarchy without having to re-enter the information.

Pre-requisites
Users must have an account with Admin permissions that enable them to perform the
following actions:

¢ Create an organization

e Edit an organization

e Activate an organization

¢ Deactivate an organization

e Delete an organization

e Export an organization

¢ Import an organization

e Associate an address to an organization

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

Users with system access permissions can perform the following actions:

¢ Review Studies associated with an organization
e Review Sites associated with an organization
e Customize Data Export
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Creating an Organization
To create an organization, follow the steps below.

1. Click on the ‘Organizations’ link from the left-hand navigation pane. This opens the
‘Organizations’ screen where all organizations at the Global level are displayed.

2. Click on the '+Add’ button from the top menu bar.

Organizations

‘ ~ )
X Export @ Import

Trial Interactive 3.0

Y Filters ‘

Dashboard
- «~ 490 Records
== Sponsors

14 Name Status : Parent Organization
Programs
e

Products S

Studies = m

i =

e Contacts

Figure: Add Organization

3. On the Create Organization screen, fill in the mandatory details, highlighted with a red
(*) asterisk mark, in the respective sections.

General Information

¢ Name*: Enter a name for the organization.

e Number: Enter the unique number for the organization.

e 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.
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Create Organization o x
General Information
Name *
Number
Parent Organization
v

Q |

8 <1.5> Therapeutics
8 1.3 Therapeutics
8 1.4 Therapeutics
g 1.6 Therapeutics

12th Conference 1.4

f0060

P

Emails

Figure: Create Organization form

Note:

e  When the user clicks on the ‘Create’ button, the screen opens on the same child
organization. To prevent confusion, move the form to one side of the screen and fill in
the information accordingly.

e To create a Parent Organization, it is mandatory fields Name, Type, and Status which
are marked with an asterisk (*) next to the field title. Other fields are optional.

e The parent organization will now be automatically populated in the parent field of the
child organization.
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Create Organization mP

General Information

Name *

Number

Parent Organization

B Parent organization 1 X v

Type * Subtype

Figure: Create Organization - General Information

o Type*: Select the type of organization from the dropdown menu.

e Subtype: Select the subtype that best describes the Organization.

e Status*: Choose the status as per requirement.

e 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 Creating a Contact.

Primary Contact

Q| |

Figure: Create Primary Contact

Phone Numbers
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e Click on the +Add button to add phone numbers. Enter the phone number in the
provided field.

e Specify the phone number type i.e., Work, Mobile, Office, or Fax.

e Select Country Code

e Optionally click on the ‘Set as Primary’ checkbox.

Phone Numbers

© Add
Work X v B +1 Vv XKX000-XXXX Ext Setas Primary &
Figure: Add Phone Numbers
Emails

e In the Emails section, click on the '+Add’ and enter the email address in the provided
field.

¢ Notes Message Box: Enter any additional notes regarding the Sponsor in the ‘Notes’
field.

Emails

Work X v Setas Primary &

Notes

I
||]|

Il

Il
m
~—
=
P

Figure: Add Emails

Include Address:

e Enable the ‘Include Address’ toggle switch to include an address and enter the
mandatory details into the respective fields to create an address.
o Address Type*
o Primary Address
o Country
o Postal Code
e Add other optional fields as required.
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e Click on the search icon to search for a specific address
o After filling in all required fields, click on the Create button.

Include Address L
Address Information

Address Type *

Search

Q

Primary Address *

Address Line 2

Address Line 2

Town/City Province/State

Country * Postal Code *

Cancel Create and Add Another ]

Figure: Include Address

4. When the user clicks on the ‘Create’ button, it creates a sponsor and it will display a
successfully created pop-up.

O Success

The Record is successfully created

Figure: Success Message
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Editing an Organization
To edit an organization, follow the steps below.

Method 1
1. Click the checkbox next to the crganization name. Then, click the ‘Edit’ button (pencil
icon).

2. click the ‘Edit’ button (pencil icon).
3. On the Quick View panel, make the required edits.
4, Click on the Save button.

Organizations E s Organization 1
A +
L2
© add E] O Acvare B Dokt X Bgpon O Import | duaidi dlinid : |o "
Y Filters
< 443 Records ¥ 002
Organizaton 1
1 Neme H et : PFavent Organication 3 Type
ce |
B Parers organization Clirse Type *
g Spo m Sexisin Clhinic X Vv Central
W UAT- ) Oirke
B m Partner
A B Ovug Supply 2.1 Parmer
Figure: Edit Organization - Method 1
Method 2

1. Click on the Organization name to open the Organization Details screen.
2. Click on the Edit button and make the required changes to the organization.
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Organization 1 ~ o

Organization 1 Orga n ization 1

¥ Expand All D Edit History
Organization Information B
& Organization Details Contact Information
Sites Additional Information

d Urganizations

Figure: Edit Organization - Method 2

3. Make changes to the Organization, Contact, and Additional Information sections and
click on the Save button.

. Organization 1 ~ v ‘ o )
Organization 1 Organization 1

] ZATION
D Cancel ¥ Expand All D Edit History

Organization Information

§ | Orasnitzation Detalls Contact Information

Shes Additional Information

Figure: Save changes to Organization Details
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Activating and Deactivating an Organization
To activate and deactivate an organization, follow the steps below.

—

Select the organization by clicking the checkbox next to its name.
2. Click the ‘Activate’ button at the top of the grid to initiate the activation process.
3. A confirmation pop-up window will appear. Click the ‘Activate’ button to proceed

with activation or ‘Cancel’ to discontinue.

Organizations

All +
(2]

© Add & Edit | @ Activate | @ Delete & Export © Import

Q search ][ Y Filters ]

%3 443 Records 1 selected y g
=~ Confirmation X

1] Name

&

B Organization 1

| Do you want to activate the selected Organization?
~ H parent organization 1

&

£ Sponsor 1 u

B UAT-82.1.0 ‘ (3

Figure: Activate Organization

4. Select the organization by clicking the checkbox next to its name.

Click the ‘Deactivate’ button at the top of the grid to initiate the activation process.

6. A confirmation pop-up window appears. Click the ‘Deactivate’ button to proceed with
activation or ‘Cancel’ to discontinue.

o
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Confirmation

Do you want to deactivate the selected Organization?

Sl - [

Figure: Deactivate Organization

Deleting an Organization
To delete an organization, follow the steps below.

1. Select the organization by clicking the checkbox next to its name.
2. Click on the Delete button from the top menu bar.
3. Click on the Delete button on the Confirmation popup.

Confirmation

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

o - [

Figure: Delete Organization

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 322 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Exporting Organizations
To export organizations, follow the steps below.

1. On the Organizations tab, click on the Export button from the top menu bar.
2. Refer to the standard exporting data steps detailed in the Exporting Contacts section.

Importing Organizations
To import organizations, follow the steps below.

1. On the Organizations tab, click on the Import button from the top menu bar.
2. Refer to the standard importing steps detailed in the Importing Contacts section.

Search for an Organization
To search for a specific organization, follow the steps below.

1. Click on the 'Magnifying Glass’ icon or the ‘Search’ textbox.
2. Enter the organization’s name or a related keyword into the search bar.

Organizations
All +
© Add XL Export @ Import
Organization 1 Y Filters

=~ 2 Records

1] Name :  Status :  Parent Organization

B Organization 1 ACTIVE

B Parent organization 1

Figure: Search for Organization
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Customizing Organization Screen
The procedure to perform the below-mentioned actions is standard across Organizations and
Contacts.

1. Filters: Refer to the Filters section to apply standard and advanced filters to the

‘Organizations’ screen.

2. Favorite: Refer to the Mark a contact as a favorite section and follow the standard

steps of marking an organization as a favorite.

3. Customize Columns: Refer to the Customizing columns on the Contacts screen

section and follow the standard steps to Hide, Lock, Manage Visible Columns, and Sort
Columns.

4. Views: Refer to the Contacts Views section and follow the standard steps to set a view

and access different view options.

Organizations
o+ o
© Add & Export  © Import

Organization 1 m 7 Advanced All v | + Type All v o

Z 2 Records

1] Name i Status o B Parent Organization i Type P Subtyps
t Sort Ascending
B Organization 1 m . Clinic Central
& Sort Descending

e B 2arent organization 1 <) Hide Column Clinic

Figure: Organization filters
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Organization Details
The Organization Details screen enables users to view and edit the initially configured
organization details.

Associating an Address to an Organization

To associate an address with the organization, follow the steps below.

1. Click on the ‘Organizations’ tab located in the navigation link on the left side of the

screen.
2. On the organization tabs, locate the organization to associate an address with and

click on the organization’s name.

Organizations

‘ : )
© Add o Export

Trial Interactive
1 Y Filters

Dashboard

=’ 443 Records

= Sponsors

1] Name {  Status

Programs
Products @ HEINVE
Studies B Parent organization 1
Orgsniztions € Sponsor 1 ACTIVE

Figure: Associate Address to organization

3. Access the Contact Information section and click the ‘Edit’ button on the Organization
detail page.
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Organization 1 Organizatign 1

B ORGANIZATION

ACTIVE

# Edit | ¥ Expand All

Organization Information

i Organization Details Contact Information
[ Studies
Sites Additional Information

Related Organizations

Contacts

Figure: Organization Details

Click on the "+ Add’ button in the Addresses section.
Enter the mandatory metadata Address Type, Primary Address, Country, and Postal
Code which has an asterisk (*) symbol next to the field title. Enter any additional
information, as per the requirement.
6. Here, there are two options to add addresses:
e Add and Create Another: This option allows adding the current address and
immediately start creating another one.
e Add Address: This option allows creating only the address you are currently
working on.
7. Click on the Save button once the address is added.

o p
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Organization 1 Add Address N X
@ Save O Cancel ¥ Bxpand All Y Address Type ®
Organization Information ="
1 Q
Contact Information Primey i
Primary Contact i e
. . Address Line 3
.I‘I.
Town/City Province/State
View All Contacts
(r.vul'lr,' - Postal Code *
Addresses | -
om 27 Edit O Delete ' Cancel Add and Create Another |

Figure: Add Address to organization
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Associating an Organization to a Parent Organization

To associate an organization with a parent organization, follow these steps.

Method 1

1. Click the checkbox next to the organization name. Then, click the "Edit’ button (pencil
icon).

2. click the ‘Edit’ button (pencil icon).

3. On the Quick View panel, associate a parent organization by accessing the dropdown
options and either adding an existing one or creating a new one.

4. Click on the Save button.

A . Ormeanizatior
Organlzatlons é 3 ahiznh
Al +
i rmaticn =
© Add E © Deactivate ™ Delere X Export © Import
¥ fivers (actve @ % v
Na
O 443 Records .
Organization 1
11 Name | Staton i Parent Organization I Type
Fare rpareratinn
Crganezation 1 ATV Clinke h oLt y
0 o D A |- ®
R Paront acganizatior Clinie Type * ket
Ch X Central X v
8 [ AT | Sporvor
s e Clnk
m W m Partnae
N ook k N o Supply 2.9 Partner
o Clmons o

Figure: Associate Organization to a parent organization

Method 2

1. Locate the organization to associate a parent organization with and click on the
organization’s name.

2. On the Organization Details screen, click on the Edit button.

3. Access the Parent Organization dropdown and associate an existing or create a new parent
organization.

4. Click on the Save button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 328 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

B Organization 1 Organization 1 d
m !f, IV l‘:. Exgand Al D Fur 4
Organization Information c
L - ~
Organimmon |
O
Otrsc O Create - -
u =3
o =3
n =
sl =3
Contact Infor| B =3

Figure: Add organization to parent organization
Note:

e The ‘Organization Details’ view contains additional fields not available within the
quick-view panel i.e., NPI, Website, etc.

o Refer to the Creating an Organization section to understand how to create a parent
organization.

¢ From the Parent Organization details page, users can view associated child
organizations under the ‘Related Organizations’ tab.

Organization 1 ~

. Organization 1 Related Organizations
m © Add o Export

Parent 1.3 Therapeutics

1 Organizations

Name Status Parent Organizati

B oOrganization 2

Organization Detalls

Figure: View Parent Organization
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Studies and Sites Associated at the Organizational level
To review studies and sites associated with an organization, follow these steps.

1. On the Organizations, tab click on the organization name.

2. On the Organization Details screen, click on the ‘Studies’ from the left-hand navigation
links.

3. This opens the ‘Studies’ window which displays a list of studies associated with the
organization.

4. To Edit the study details, select a study and click on the Edit button from the top
menu bar.

5. Similarly, to export the Studies list, click on the Export button.

Organization 1 Studies

@ ORGANIZATION

. Export

Parent 1.3 Therapeutics

0 Studies

1l Name Protocol Number

Organization Details

Sites

Figure: Reviewing Studies and Sites in Organization

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 'Sites' link to view all associated sites.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 330 of 462



» TRIAL

‘ INTERACTIVE TlI CTMS v3.0 - User Guide v1.0

Related Organizations
The ‘Related Organizations’ screen displays all the child organizations associated with the

parent organization.

Add Related Organization

To add a child organization, follow the steps below.

1. On the Organizations, tab click on the organization name.
On the Organization Details screen, click on the ‘Related Organizations’ from the left-

2.
hand navigation links.
3. Click on the +Add button.
4. Refer to the Creating an Organization section for the standard steps to create an

organization.

Related Organizations

Organization 1

ﬂ ORG

ANIZATION

© Add & Export

1 Organizations

Organization Detalis

Studies

Figure: Add Related Organization

Note: The ‘Parent’ Organization’ field is pre-populated in the ‘Create Organization’ form.

Edit Related Organization

To edit a related organization, follow the steps below.

On the '‘Related Organizations’ screen, select an organization to edit.

1.

2. Click on the Edit button from the top menu bar.

3. Make the necessary edits to the Organization and Contact Information sections in the
Quick View panel.

4. Click on the Save button.

CL: Public

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

Page 331 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Related Organizations

© acd é S Remove X Export T Hiters

1 Organizations g
" Organization 2
Namwe Statu Paron Ty UBtype Primary o
Browss
| |

o Organization Information o

Contact Information

i m

Figure: Edit Related Organization

Remove Related Organization

To remove a Related Organization, follow the steps below.

1. On the 'Related Organizations’ screen, select an organization to remove.
2. Click on the Remove button from the top menu bar.
3. On the Confirmation popup, click on the Remove button.

Related Organizations

© Add ¢ Edit 5 Remove L. Export

1 Organizations 1 Selected

Name Status Parent Organizati...

B organization 2 B Organization 1

Confirmation 0 X

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

Cancel Remove 6

Figure: Remove Related Organization
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Export Related Organizations

To export the Related Organizations, follow the steps below.

1. On the Related Organizations screen, click on the ‘Export’ button.

2. Follow the standard steps to retrieve exports detailed in the Exporting Contacts
section.

Related Organizations

©Add # Edit < Remove | & Export

Export O X

Format

csv XLSX

Content
(® Current Page

Custom

Figure: Export Related Organizations
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Contacts at the Organization Level

Add Contact in the Organization

To add contacts at the organization level, follow the steps below.

1.  On the Organization Details screen, click on the ‘Contacts’ from the left-hand
navigation links.

2. On the Contacts screen, click on the +Add button.

3. Add the necessary information to the mandatory fields on the ‘Create Contact in
Organization’ form.

4. Refer to the Creating an Organization section for the detailed steps.

contacts Create Contact in Organization - x
- . - 0
Micestt 1.3 Therapeutxs ’
Aderess 113 1 Contacts General Information
Name Prefis First Name * Middle Name
& Adam Jull
£ Drganization Detsils |
- Nam y
& Swdies
a Job Ticlo Contact Type *
B Related Organizations = .
Cancel Create and Add Another

Figure: Create Contact in Organization

Edit Contacts in Organization

To edit contacts in an organization, follow the steps below.

1. Select a contact to edit.

2. Click on the Edit button from the top menu bar.

3. Make changes to the General Information, Contact Relation, and Contact Information
sections.

4. Click on the Save button.
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© Add €S Remove W SetasPrimary X Export

1 Contacts

Primary Primary

o
5 -I ( 1 E
"

General Information @
‘ Contact Relation
Contact Information

Figure: Edit Contact in Organization

Remove Contact

To remove a contact, follow the steps below.

1. Select a contact to remove.
2. Click on the Remove button from the top menu bar.
3. Click on the Remove button on the confirmation popup.

Contacts
@

© Add ¢ Edit | &S Remove| W SetasPrimary & Export

1 Contacts 1 Selected

Name Status Job Title
1 & Adam Jjulie ACTIVE -
Confirmation M X

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

Cancel Remove 3]

Figure: Remove Contact in Organization
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Set as Primary

To set a contact as primary, follow the steps below.

1. Select a contact to set as a primary.
2. Click on the ‘Set as Primary’ button from the top menu bar.
3. The contact name displays a primary contact.

© Add ¢ Edit $S Remove

1 Contacts 1 Selected

Name Status

.- e l

Figure: Set as Primary

Export
To export the Related Organizations, follow the steps below.

1. On the Contacts screen, click on the ‘Export’ button.
2. Follow the standard steps to retrieve exports detailed in the Exporting Contacts
section.
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CHAPTER 11. CONTACTS

Pre-requisites

Users with Company Administrator and Study Manager roles have 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 a global 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.

Refer to the flowchart below for a better understanding.
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Contact Sponsor Organization

Create Manage

%4'

Create Manage

Stud

Create Manage Tracking

\‘

Countr

Create Manage Tracking

\ﬁ

Site

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. The Contacts screen opens
where contacts are displayed at a global level.

" + ©

Contacts
Latest Contacts View B View v
© Ada I &port @ import
0
Y Filters
& 401 Records.
14 Full Name i Status i Job Title i tmalls i Phome Numbers
2 [ sew | Director of Clirical Oper
2 [ v | Head of Medione =
2 == Head of Medicine =
2 e
e 2 =3 Head of Medicne
: o] =
20 Vv PerPage 1 1 Next )

Figure: Select Contacts

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

) Contacts
Latest Contacts View .
e —
Trial Interactive 3.0
Y Filters
— T 401 Records
14 Fell Name i Statum Job Tithe i tmalls i Mhome Numbers
g 2 [ siew | Director of Clirical Oper
0 2 [ aw | Head of Medione
2 =3 Head of Medicine
E
2 oter
- v ] Ocher
e 2 m Head of Medicne
! s [ i -
20 v PerPage 1 1 Next D

Figure: Create a new contact
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3. 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.

a. Prefix: Enter the prefix (e.g., Mr., Mrs., Dr.) if applicable.

b. First Name*: Enter the first name of the contact. E.g., Miguel

c. Middle Name: Enter the middle name if applicable.

d. Last Name *: Enter the last name of the contact. E.g., Lopez

e. Suffix: Enter the suffix (e.g., Jr., Sr., lll) if applicable.

f. Job Title: Enter the job title of the contact if applicable.

g. 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

CL: Public
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Create Contact O X

General Information

Prefix First Name * Middle Name
Peter
Last Name * Suffix
Jacks
Job Title
Director of Clinical Operations X v
Status *

Figure: Create Contact form

i. Phone Numbers: Click on the +Add button to include phone numbers for the
contact. Set a contact type by accessing the dropdown options. Click on the
checkbox to set the number as a primary contact.

Phone Numbers

© Add

Work X v B+ v OXK-XXXX Ext Setas Primary W

Figure: Phone Numbers

j. Emails: Click on the +Add button to add a new email address. Click on the
checkbox to set the email address as a primary email address.
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Emails

© Add

Work X v Setas Primary

Figure: Add Emails

k. Include Address: Toggle the switch to include the address of the contact.
Enter the address details if the switch is turned on.

Include Address @[

Address Information

Address Type *

Search

Q

Primary Address *

Address Line 2

Address Line 3

Town/City Province/State

Country * Postal Code *

Cancel Create and Add Another ‘

Figure: Add contact details
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4. Once all the required details are entered and verified, the user can perform the
following actions.

¢ 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.

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

5. Once the contact is successfully created, it appears on the Contacts screen.

Peter Jacks | W Filters |
<~ 1 Records
1d  Full Name i Status i Job Title Emails
& Peter Jacks [ New | Director of Clinical Oper...

Figure: New Contact

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

Method 1
To edit a Contact, follow the steps below.
1. Click on the checkbox before the contact’s 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 2
Browse m
Latest Contacts View 24 View Opt v 03 Dec 2024
General Information @ =]
© Add B Delete X Export @ import
Prefix First Name * Middle Name
Y Filters
Las . Suff
<2 401 Records ! te 18y 2 v
14 Full Name i Status : Job Tite i Emails
Status *
. o _ I ] Opars ’ W . X ¥
m Head of Medicine Job Title
Director of Clinical Operations x v
2 m Head of Medicine =
Preferred Languages 0 Languages
2 otber .
3
- [ new | Other = Preferred Communication Method
2 [ new ) a
- Head of Medicine =
Time Zone fesr Contart Times
- ACTIVE = 4]
v PerP ‘ ‘ 1 21
20 er Page Next > Next >

Figure: Editing a Contact
Note:

e Clicking on the Save & Next button saves the contact’s edited details and the quick
view panel displays details of the contact next in the list.

e Clicking on the Cancel button, discards all the edits.
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Method 2
Additionally, the contact details can also be edited through the Contact details page.

1. Click on a contact name which will open the Contact Details page.
2. On the Contact Details page, click on the Edit button from the top menu bar.

Peter Jacks 2 PeterJacks
a NTACY Director of Clinical Operations
¥ Expand All o Edit History
General Information ®
i Contacts ®

Experience Information ®

Additional Information ®

Figure: Edit contact on the Contact Details page

3. Expand the ‘General Information’, ‘Contacts’, Experience Information’, and
‘Additional Information’ sections and make the required changes.

4. Click on the Save button once all changes are made.

5. Click on the Edit History button to view the contact edit history.

4 Peter Jacks

Director of Clinical Operations

O cancel ‘W“ Edit History o ox

General Information e , &

d ,
&

Contacts &
| Modified ) M

Experience Information a ®

Contact @
Additional Information &

Figure: Edit History

Important
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e Select the Organizations link from the left-hand navigation pane to view and associate
organizations with the contact.

e Select the Sites link from the left-hand navigation pane to view the sites associated
with the contact and manage site configurations within the contact.

e Select the Linked Contacts link from the left-hand navigation pane to view all
contacts associated with the contact.
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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’s name, to select a contact to delete.

2. Click on the Delete icon in the top menu bar.

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.

Confirmation

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

o - T

Figure: Contact deletion confirmation message

Merging Contacts

Duplicate contact entries exist due to their creation at various levels within the system's data
hierarchy, each containing partial information. The Merge Contacts functionality empowers
users to consolidate these entries into a single, comprehensive global contact record,
ensuring all pertinent information is accurately unified.

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.
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All Latest Contacts View +
Trial Inte... —
© Add @ Delete |{CIMerge | & Export © Import
[ Y Filters

- ~~ 3 .
= =~ 352 Records 2 Selected

X 1]  Full Name :  Status :  JobTitle

& Peter Jacks - Director of Clinical Oper...
XA ‘
F-A Head of Medicine
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
Ploase note that contacts selected to be morged that are used within CTMS will be replaced with Main Contact

2 Contact

Main Contact Rosult of the Merge ®) Contagt 1 Solect A Contact 2 Seloct Al

[i] 1 tnznies @
Full Name L}
w [ rew | [ vow | [ e |

Preforrod Languages

Preferred Communication

job Tule Ourector of Cncal Operatons ® Durector of Chnical Operations Head of Medicew

Cancel m
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.

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

2 Contact
Main Contact Result of the Merge @ Contact | Sedect All Contact 2 Seloct All
o | Entities €)
o © o
Full Name Pater Jacks Katherne Wrgne2.1.0 o Pyter jacks
Status m .

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

Ploase note that contacts selected to be morged that are used within CTMS will be replaced with Main Contact

2 Contact

Main Contact Result of the Merge @) Contagt 1 Solect A

[ ] 1 inwnes @

o o ©
Full Name .

Preforred Languages

Preferred Communicaton

Bast Contact Time

fob Title Director of Chnical Operations ® Director of Chnical Operations Head of Medicew

e m

Figure: Merge all entries from contact 2

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

Merge Contacts X

All selected contacts merged with a Main Contact will be replaced in all locations

Records merged with a Main Contact record will be permanently deleted, this
action cannot be undone. For example:

» Contacts associated with an Organization will be replaced with the Main
Contact detalls

» Primary Contacts for an organization will be replaced with the Main Contact
details

e Site Contacts will be replaced with the Main Contact details

¢ Responsible Party will be replaced with the Main Contact details

» All associated contacts for Programs, Products, Studies, Study Countries will
be replaced with the Main Contact details

Do you want to Merge Contacts?

Figure: Merge Contacts confirmation popup
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Exporting Contacts

To export contacts, follow the steps below.

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

Contacts

Al +

© Add X export | @ import

\ Y Filters }
+« 1552 Records
1d Full Name Status Job Title Emails
2 [ acTve |

Figure: Select Export

2. 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.

3. 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.

4. Once the desired file format and the content is selected, click on Export.
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Export m P

Format

Content
Current Page
All

(® Custom

Number of records *

<

100

Include in the Export
All Addresses @l

Figure: Export contacts file formats

5. Once the export is finished, the system displays 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
Contacts B
All User2Public
© Add & Export @ Import

Figure: Get Job Results

6. The files will be downloaded to the local system and will display the file formats.
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Figure: Exported files in CSV and XLSX file format

7. The CSV file will display just one tab with the contact details.
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Figure: CSV file export

8. The XLSX file will display the following two tabs:
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o Metadata: This tab has details like the time of export, name, and email of the person
who initiated the export, and time zone.

m
-
@
as

A B C D

L= =< R B = R, B R A R N R

Metadata

Exported On: 2024-12-03 07:38:10 AM
Exported By:

Time Zone: (UTCZ} Greenwich Mean Time

RIS = e R =
BREEEZRSSEREERESRS

T
=

Metadata | Contacts ()

Figure: XLSX file-Metadata tab

Ready

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

To import contacts in CTMS, follow the steps below.

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

Contacts

Al +

© Add X export | @ import

Y Filters ]

+« 1552 Records

1d Full Name i Status i JobTitle Emails

Figure: Select Import

2. On the Import screen, perform the following

a. Click on the Download Template button to get a specimen of the required
format.
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Import 0 x

1. Download Template

& Downlosd Template o

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

pulated for 2ach re <First Name>, <Last Name>, <Status»

Cance

Figure: Import contact’s process

b. Enter the required details into each column by adhering to the naming
convention, date, and custom field-related rules. Refer to the steps detailed in
the Contacts import template.
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Figure: Contacts import template-Import Guidance
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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

c. Upload the file in .xIsx file format either by selecting the file or using the Drag
& Drop functionality.

d. Click on the Import button 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

All i Latest Contacts View 2

l ° Save as New View |
c .’T‘. Export 0 Import

View's Actions

X Close View

. ‘ Y rilters |
1 View Details ' J
z @ Copy link to View
Add to Favorites
Status i  JobTitle

2 Peter Jacks Director of Clinical Oper...

S Terl Caster 3.0 m Head of Medicine

Figure: Save as New View

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

3. Once all the details are entered and configured click on the Save View button.
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C -

Latest Contacts vwew for reference

Sharing Options

- rvate

Cancel Save View

ave as New View x

Figure: Save as New View Configuration

4. Once successfully saved, it appears on the Contacts home screen.

Contacts

All Latest Contacts View ]

© Add &I Export @ Import

Y Filters @ ’ Clear Values

4

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.

Contacts

All Latest Contacts View ¢ +

View's Actions

© Add %X Close View Export (1) Import
1 View Details
@ Copy link to View lilters ’
Add to Favorites
23 401 Re
1J Full Name Status Job Title

- m Director of Clinical Oper...

Figure: Accessing View’s Actions

The following ‘View’s Actions’ are available

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

o View Details: Selecting View Details will open a panel with all the view details.
Clicking on the edit (pencil) icon will allow editing of the view details.

e Copy link to view: This option will copy the link of this view and enable opening the
same view in another tab of the browser.

e Add to Favorites: Clicking on the star icon will add the current view to favorites.
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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 +
© Add X Export @ Import

Favorites 1 All views 2

Latest Contacts View Y Filters

Figure: Adding a new

Note: Creating a contact view and accessing View Actions can also done from Contacts >
View Options.
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All View’s Actions

To access All View’s Actions, from the left-hand navigation links, select Contacts > View
Options dropdown.

All ¢ ey + View Opticers A
4 © Save a3 New View
O rd & export O import
View's Actions
X Close View
Y Fily
i View Detalls
20 401 Records & Copy link to View
Add to Favorites
14 Full Name ! satus P jebTitle Pt All Views' Actions
All Views® Actions
2 [ ew | Director of Clinical Oper @ Manoge Views
£ Manage Views
Res (> ef, It \ v onfi
2 =3 Head of Medicine = O Resetto Default Views Config O Reset to Default Views Config
: = Head of Medicine = W A" o
- £O NOT USE Other

Figure: All View’s Actions
Under the ‘All View’s’ Actions, the following options are available.

1. Manage Views: The Manage View screen displays views bifurcated by All Views,
Favorites, Created By Me, and Default. On this screen, perform the following actions.

a. Navigate between the All Views, Favorites, Created by Me, and Default tabs to
select the desired view.

b. Select an individual view.

c. Navigate to the top menu bar to access ‘View Details,” Copy Link to View,
Set/Unset as Default and Delete, etc.

d. Filter the records by applying the Created By, Share Options, and Add to
Page filters.

e. Sort the data in Ascending and Descending order by applying different sorting
criteria.

f. Click on +Add to add the view on the Contacts home page.
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Manage Views

| All Views Favorites

Created By Me  Default |@)

I i View Details & CopyLinktoView € Unset as Default I.

S Views
View Name

Latest Contacts ...

All new Acute Ca...

All

All

Latest Contacts ...

Created By All ~

Share Option All ~ | | Add to Page All - Q

PDescription

W |
x

Y No Sorting Applied
a
© Add Sorting
L
Clear Sorung Cancel m
- ’ -
& & Public 15 Jul 2024, 1247 PM

& system system ¥ Public 09 Aug 2024, 0&:12 ..

" ADDED

10 v PerPage

Figure: Manage Views

2. Set as Default View: Selecting this option will set the selected view as a default view.
Once this option is selected, click on Unset as default on the confirmation popup.

CL: Public
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Set as Default

Do you want to Set View as Default?
View Name  Latest Contacts View

Description

Cancel Set as Default

Figure: Set as Default view

3. Unset as Default View: Selecting this option will unset the initially selected view as a
default. Once this option is selected, click on Unset as default on the confirmation

popup.

Unset as Default

Do you want to Unset View as Defaulr?
View Name  Latest Contacts View

Description

Cancel Unset as Default

Figure: Reset to Default Views Config
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4. Reset to Default Views Config: Selecting this option will reset all views to the system
default views.

Reset to default? X

All Views' Actions

A Do you want to reset all views to the system default views?

[ — -
Cancel Reset to default e

Figure: Reset to default

£ Manage Views

() Reset to Default Views Config

Customizing Contacts screen
The Contacts screen can be customized by performing the following:

Filters

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

Contacts

All Latest Contacts View +

© Add &I Export @ Import

# Advanced All v | +

< 401 Records

14 Full Name Status i  JobTitle Emails
- m Head of Medicine =
- m Head of Medicine ~
- Other
- m Other =

Figure: Add Filters

Standard Filters

To add the Standard filters, click on +, select the required criteria, and click on Apply.
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Contacts
All Latest Contacts View +
45 Filters
© Add mport
Clinical Trial Experience
Contact Approval done by: Hvanced All v 1 |
Created By ;
¥ 401 Records 45 Filters
Created Date Clinical Trial Experience
14 FullN i JobTitl
CV Date Contact Approval done by:
- Head ¢ Created By @
Degree
° Created Date
- Head ¢
Description \ CV Date
®
= Emails Other Degree
Description
- Favorite Other gl 0
Emails
2 First Name Head ¢ Favorite 0
s First Name 0
e | Clear Cancel Apply :
- : Head ¢ Clear Cancel Apply

Figure: Apply standard filters
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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
‘ 2 5 A - All Latest Contacts View +

© Add &L Export @ Import

m 7 Advanced All v || +

Trial Interactive 3.0

0 Rules
; i © Add Filter Rule
B $ Add Filter Gm‘j‘p Delete Cance!
- 0O NOT USE Other
a [ wew | Other
2 [ new | Head of Medicine

ty Plan Template >4 m
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 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.
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Is not The content in the selected field does not match the one
entered in the text field.

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:
e Addresses: Address Line 2 is 134, Red Lion Street, London
e Selected Field: Addresses: Address Line 2
e Operator: Is

e Text: 134, Red Lion Street, London

‘ Contacts
' Latest Contacts View ' +
© Acd L Export O Import
Trial Interactive
1 Rule
S
wWhere Acdrass bne 2 v Is v 134 Red Lion Street. Loncan O i I
J
© Add Fllter Rufe v
F 4 Head of Mediine

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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Latest Contacts View ' +
© Aud & Export  © Import
lal Inte t
3
2 Rules
PO
Where Aodress Line 2 v (L) v 134, Red Lion Street, London o i
Address Line 2 v n . 174, Red Lion Street, London [x] I
O Add Fllter Rule v
Delete Cancel Apply
rar

Figure: Advanced filters with And/Or conditions

Now, if the 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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Customizing columns on the Contacts screen

To customize the contacts screen, the user can perform the following
e Marking a contact as a favorite
e Hiding a column
e Locking a column
e Managing the visibility of the columns.
e Sorting in ascending or descending order

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
All Latest Contacts View +
© Add &L Export @ Import
’ Y Filters ‘
#2 401 Records
1 Full Name m Status i JobTitle
® Hide Column
.4 S stvisovlill Head of Medicine
@ Lock Column
- §8 Manage Visible Columns Head of Medicine

Figure: Hide Column

2. The particular column will not be visible on Ul until and unless it is enabled by
accessing the Manage Visible Columns option of any other column. Click on the check
box to unhide the column and click on the Apply Changes button.
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Manage Visible Columns =R
Available Columns Set Order
5 Visible
¥ Expand All Sort By Alphabet | 1 LOCKED COLUMNS
Created Date Favorke
CvDate SCROLLABLE COLUMNS
Degree
o Status 8 Lock @ Hide
Description
> &4 Emails Job Title & Lock @ Hide
~ @& Favorite @
First Name Emails & Lock @ Hide
Full N =
pIeme Phone Numbers & Lock @ Hide
(] job Title
Last Name

Medical License Comments

Medical License Number

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

Acute Care Contacts View * All

Latest Contacts View +

© Add B i Export (4] Import

Y Filters

i

&3 401 Records

1J Full Name m Status i  JobTitle

) Hide Col

P Citiide Calamn Head of Medicine
g Lock Column

a i3 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 favorite’s column.
3. To unlock a column, click on the ellipsis icon and select Unlock Column.
Contacts
All Latest Contacts View +
© Add X Export @ Import
Y Filters
<2 401 Records
1y Full Name Status Job Title
- |
s §§ e Saldm Head of Medicine
|F- Unlock Column
a £ Manage Visible Columns Head of Medicine
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Figure: Unlock Column

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

/istble Columns o x

Available Columns Set Order

6 Visible

Expand All habet | 1

SCHOLLANLE COLUMNS
1o
Pt L -l ¥ Hide
ot L - L 7 M
7 £n
T o Llotk M
' By
Ema aL 7o H

Figure: Unlock column through Manage Visible Columns

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.
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Contacts

i All Latest Contacts View +

© Add i Export o Import

Y Filters

<3 401 Records

14 Full Name :  Status i JobTitle

Hide Col
s 3 Stk i Head of Medicine
M Unlock Column

a | &2 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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Manage Visible Columns o x
Available Columns Set Order
6 Visible
¥ Expand All Sort By Alphabet | 1 LOCKED COLUMIEY
» Addresses Favorite
Clinical Trial Experience
Contact Approval done by: Full Name & Unlock @ Hide

r
Created By SCROLLABLE COLUMNS

Created Date
OV Date Status & Lock # Hide
Degree Job Title 8 Lock @ Hide
Description
»| @ Emails Emails & Lock @ Hide

v Favorite
& ° Phone Numbers 8 Lock @ Hide
First Name

[v] @ Full Name

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.

Sort Ascending and Descending

The Sort Ascending and Descending options are available only for the Status and Job Title
columns.

To sort the columns in ascending order, follow the steps below.

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Sort Ascending or Sort Descending.
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© Add & Export @ Import

/ Advanced All v

=7 352 Records

1] Full Name :  Status :  JobTitle

& Peter Jacks t Sort Ascending

4 Sort Descending

& ACTIVE ® Hide Column
2 SETHE g Lock Column

EE Manage Visible Columns
& Head of Medicine

Figure: Sort Ascending and Descending
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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 criterion 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.
6. Click on the Clear Sorting button to remove all the sort criteria.
7. Click on the Delete button to delete a specific sort criterion.
o Sort By None ~ |
|. Created Date v | 1 Asc @ Delete 6
© Add Sorting 9 9
Clear Sorting @ Cancel m
Figure: Apply sorting criteria
Important

Only when the sorting criteria are applied to a particular column, the ellipses (three vertical
dots) icon will display Ascending and Descending options.

© Add &L Export @ Import

=7 352 Records

1] Full Name i Status i JobTitle

& Peter Jacks + Sort Ascending

4 Sort Descending

& © Hide Column

g Lock Column

a ACTIVE
&2 Manage Visible Columns

& Head of Medicine

Figure: Sort Ascending and Descending
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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
Added to favorites e
Contacts &
Latest Contacts View * +
© Add £ Export © Import

peter jacks Z Advanced All v [Tl

< 1 Records

2T Full Name ¢ Status i JobTitle

o & Peter Jacks Director of Clinical Oper...

Figure: Mark a contact as a favorite

Note: Click on the same icon to remove the contact as a favorite.
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CHAPTER 12. USER MANAGEMENT

This section describes the process of managing users in CTMS.

Note: Currently, only Super Administrators can access the User Management module.

Invite User
To create a new user in CTMS, follow the steps below.

1. Select the User Management link, from the left-hand navigation pane.
2. On the User Management screen, click on the +Invite button.

#

‘ User Management

Status All v Type All v

~
. 924 Users
Trialinteractive 7

v

o

Name

Dashboard
g °
=
Analytics
2 [ acrve |
- SO rs
= Spo rs ®
o~
IRI
S °
-
Products ®
-
Studies
- [ acrve |
Site
Sit ®
o
Organizatio °
=
Co t ®
Eal
e
k=l
Activity Templates °
-~

Figure: Invite Users

3. On the Invite User screen, fill in the following information.
Email*

Prefix

First Name

Middle Name

Last Name

Suffix

System Access Permission*

~P Q0T

Q

4. Click on the Invite button.
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Invite User 0 x
Email *
Prefix First Name Middle Name
Last Name Suffix
System Access Permission *
Internal User X @ v
Cancel Invite and Add another ‘ ‘ Invite and go to User Profile ‘

Figure: Invite User fields

Edit User

To edit the user, follow the steps below.

1. Select a user by clicking on the checkbox.
2. Click on the Edit button from the top menu bar.
3. Make the required edits to the user details on the Quick View panel on the right-hand

side of the screen.
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User Management

© Invite |:| EH Edit Permissions Y Filters

102 Users

Name tatus Systerm A, Ematl Last Logir

Internal...

Phone Numbers

& Internal...
& Internal... H —
- Internal...
r wary
& m Compa... 0djul 2. & [ © Primary
- Internal...
20 v PerPage ‘| 1 6 Next b Next >

Figure: Edit User

Edit Permissions
To edit user permissions, follow the steps below.

1. On the User Management screen, select a user by clicking on the checkbox.
2. Click on the Edit Permissions button from the top menu bar.

User Management

© Invite B Edit Permissions

102 Users 1 Selected

Name Status System Access Permi...

&

Internal User

Figure: Edit Permissions

3. On the Edit Permissions screen, click on the System Access Permission dropdown and
select a user role.
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Edit Permissions 0 X

Systerm Access Permission

Internal User 0 v

Company I (i}

utive 0
Exte

= ®  pescription
‘ o
This is permission for Inviting/Managing Users

Internal Auditor 1]
Internal User (i ]

Internal User (M

INAger)

2

(_;!"((‘: m

Figure: System Access Permissions

4. Enable the ‘Global Permissions’ toggle switch to grant the ‘Invite/Manage User’
access to the user.

5. Click on the Show Level Permissions button to manage user access at Organization,
Program and Study Levels.
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Jystem Access Permiss

Internal User x 0 v

Global Permissions

Permissions [

ription

invitesManage Uzers This iz permission for Invitng/Managing Users [

Cd“‘-:| m

Figure: Global Permissions

6. Within the Level Permissions section, click on the ‘Show All’ radio button, expand
each option and select an option from the Access Permission dropdown.

7. Select the ‘'Show Assigned Permissions’ radio button to view the already assigned
permissions at the study level.

8. Click on the Save button once all the access permissions are updated.
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=
Edit Permissions n x
\ess{
‘.
) .
B Access Permission *

Internal User < @ v '
Level Permissions
Show Assigned Permissions

444 Items

=] B miracie Meds 1 Country Editor

(-l“r\'(.' m ’

Figure: Level Permissions

Resend Invite
To resend the invite to users, follow the steps below.

1. Select a user with Invited status.
2. Click on the Resend Invite.
3. Click on the Resend button on the confirmation popup.
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User Management

© Invite & Edit B Edit Permissions | & Resend Invite | @

102 Users 1 Selected

Name Status System Access Permi...
1 & ‘ INVITED Internal User
|
Resend Invite m D

Do you want to resend an invite to the following user(s)?

User(s) ‘

F;_ist...
S -

Figure: Resend Invite

nist...

4. Once the invitation is successfully sent to the user, the success message is displayed.

Success

Invite has been successfully re-sent

Figure: Resend Invite success message
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CHAPTER 13. ACTIVITY TEMPLATES

This section describes the Activity Plan Templates module in the application.

Accessing Activity Templates

To access the Activity Templates, follow the steps below.

1. From the left-hand navigation links, select Activity Templates.

#
) Activity Templates
© Add
‘ Z' 114 Activities
4 Activity Name Status Type Subtype
Trial Interactive 3.0
) Activity 1 ST Acknowledgement IRB/EC
o ) UAT010 5tep143.0 EETE Acknowledgement IRB/EC
B.:Spacsn @ Step 7 UATD10 3.0 =T stevisit Issue/Action
bl () UATO10 5tep 6 3.0 EETE rrotocol Deviation
o ) AP2 Activity 3.0 m Communication Email
s & UATI0 Act1 30 BIEEE Acknowledgement IRB/EC
i & Approval 3.0 m Approval Annual Renewal
R Organizations &) 10 Acknowledgement 3.0 BT Acknowledgement IRB/EC
| Contacts Tip3 =TS Acknowledgement IRB/EC
@ Tip2 BEETE Acknowledgement IRB/EC
ST Bl e & Tip1 EEETE Acknowledgement IRB/EC
Vi Miesione Templates £ UAT010 Step14 2.1 EEEEE Acknowledgement IRB/EC

Figure: Accessing Activity Templates
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Creating Domain Activity Template Records
To create Domain Activity Template Records, follow the steps below.

1
2.

On the Activity Templates screen, click on the Add button in the top-left of the screen.
On the Create Activity screen, enter the mandatory metadata, highlighted with a red
asterisk mark (*), to create an Activity.

a. Activity
b. Type
Cc. Sub Type

d. Description
Click on the Create button once all the mandatory details are filled.

Create Activity

Activity *
Activity 1

Type * Subtype *
Acknowledgement W IRB/EC

Description

Activity 1|

Figure: Creating Domain Activity Template Records

Initially, the Sub Type field is greyed out. Once the user selects a value for the Type from
the dropdown menu the related values for the sub-type appear in the dropdown menu.
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 Activity Template Records

To edit Domain Activity Template 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.
+ O-
Activity Templates Acivity (3]
© Add @ocicte O setInactive Y Filters SneTt Mformasen -
£ 114 Activities 1 e A;;;;:,:ly,
¢ Activity N Type Subtype Description  Modified Modifier Typed Sibionk
Activity 1 04 Dec 2024 y Acknowledgement v IRB/EC v
(1] £ UAT.. Acknow...  IRBVEC UATOI0.. 30 May 2025 a Description
Osep.. SR sievisit ISSUe/A. . UATO10.., 30 May 2025 2 Aat
) UAT.. Protocol Deviation  UATO10.. 30 May 2025 2 assccatod Bais
2. EEDE commu.  Email AP2ACt.. 28 May 2025 2 @Temporary Template - Copy(2) (213
) UAT.. EEE  Acknow..  IRBJEC UATO10.. 30 May 2025 2
GOaoer.. [EEREE  Approval Annual...  UATScr.. 28 May 2025 2
& 10A. Acknow..  IRB/EC UATScr.. 28 May 2025 a
&) Tip3 =T Acnow.. IRB/EC Three 26 Feb 2025 3
& Tip2 = Acknow.. IRBIEC Two 26 Feb 2025 2 (4]
™ Tin 1 ATTTER Acknow IRRIFC One 76 Fah 2005 2 non Cancel m Save & Next
20 v PerPage < Prav 1 6 Next > Next>

Figure: Editing Domain Activity Template Records
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Deleting Domain Activity Records
To delete Domain Activity Template 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.

Activity Templates
(2]

©Add # Edit | Delete | © SetInactive

—

< 114 Activities | Selected

A ActivityN...  Status Type Subtype D

* Activ... ACTIVE Acknow...

Confirmation g x |

Do you want to delete the selected Activity Template?

Cancel Delete [3]

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.

Activity Templates

©Add S Edit @ Delete | © SetInactive | @

< 114 Activities | Selected
¥ Activity N...  Status Type Subtype

1
Y Activ...

Confirmation o X

Do you want to set inactive the selected activity?

Cancel Set Inactive [3]

Figure: Change activity record status to Inactive
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Setting Domain Activity Template Records to Active
To set an activity template record as active, follow the steps below.

1. Click the checkbox of the activity name with an Active status.
2. Click on the Set Active button from the top menu bar.
3. On the Confirmation popup, click on the Set Active button.

Activity Templates

Onadd #Edit @ Delete | O setActive (@

< 114 Activities 1 Selected
4 ActivityN...  Status Type Subtype

Acknow

Confirmation o X
Do you want to set active the selected activity?

Cancel Set Active o

Figure: Change activity record status to active
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Customizing Activity Templates screen

Filters and Sorting

To apply filters and sort columns, 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 favorite
column header.

Activity Templates

© Add

| Type/Subtype 0 filters v" Status All v || Show Favorites Only

2 114 Activities

Activity Name Status Type
Activity 1 Acknowledgement

Figure: Activity Templates - Filters

Marking an activity as a favorite

To mark an activity as a favorite, click on the star icon beside the Activity Name.

Activity Templates

© Add

|. Type/Subtype 0Ofilters | ‘ Status All v || Show Favorites Only

£¥ 114 Activities

+  Activity Name Status Type

|:| Activity 1 Acknowledgement

Figure: Activity Templates - Mark as favorite
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CHAPTER 14. 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

I © Create Template
Status All v Level All v Classification All v

<2 84 Activity Plan Templates
Trial Interactive 3.0 s y P

Plan Name Status Classification Description Level
O Desbomrd (@ UATO10 Step 25. Planning UAT010 Step 13 3.0 & swoy
. Spoosors @ UATO10 Step 13.. UATO10 Step 13 3.0 @ country
FrogTams @ UATO10 Step 13... PUBLISHED Planning UATO10 Step 133.0 B swoy
protcs @ Pian1 ORAF 9?3 &g sty
& Studies ‘1
DAES @ UAT1-AP 3.0 v & sty
Olganications @ Tips and Tricks PUBLISHED L swey
.\‘ Contacts @ 213- Copy v . ~ e o~
10 Step 13... DRAFT | UATO10 Step 13 2.1 Q country
93 Q country
@ Milestone Templates @ Activity Plan 1 DRA 93 A Study

Figure: Accessing Activity Plan Templates
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Creating Domain Activity Plan 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

Status All v Level All v Classification All v

< 489 Activity Plan Templates

Plan Name Status Classification Description
@

=

@

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.

o

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

3. Click on Create, and Next Add Activities button once all the details are added.
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Create Activity Plan Template Step1 @ 8 %

© General Information
General Information

Actrity Plan Name Level

213 Study X v

Clasnifcation

Descnption

Cancel Create, Next Add Activities

Figure: Domain Library Activity Template-General Information

4. On the Associated Activities screen, perform the following to complete the Domain
Library Activity Template creation.

Create Activity Plan Template Step 2 ® O X

1) General Information

Associated Activities

o o
C |

| OCrearel | |°

0 Activities

Activity . lype Subtype Descrip. Maodified Madifier

Cancel ‘ Previous ‘ Save Activities

Figure: Domain Library Activity Template-Associated Activities

a. Search Library/Quick Select: Click on the search box and select the library to
add it to the template. Once the library name is selected it gets added to the
Associated Activities list.
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Create Actlvity Plan Template Step 2 ® 0 x

1 General Information
Associated Activities

Q| Browse Activities Library
- PO

tudy Su won
¢ try y
(o= 1
3 I i vl Aod
4 5B y pmendm 22 Jan 202 & syste

nitial sut 22 jan 2020 & syste..,
Cancel Previous 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 (number of activities) Activities button.

Browse Selected Activities B x

Selected Items 85 Activities

v p; .
ACTIVItY Name Type Subtype escript

Acknowledgement

UATO10 Step14 2.0 Acknowledgeme...
Act:on ltem
Approval 2 Site Visit Issue/Action JATON
ML Jval
Commumcatian m Protocol Devianon JATON
Pecision £
Commurication Emai APZA.
Device
Dociment ) Approva Annual Renewal UAT S,
Documern
Finding m - : Acknowledgeme. IRB/EC UATS
Investgatona! Product {IP) 3 = -
= m Communication Emal Comm
Meetung
Sroraea) ) . Acknowledgeme., IRB/EC Testin
oL0co!
Safety iy . Nar wnant WE Tarmrlsto Mt ain
Secure 10 Vv PerPage ‘ 1 S5 Next »

Figure: Browse Activities Library
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c. Create Activity: Click on +Create to create a new activity and enter the
mandatory details into their respective fields.

Create Activity B x
Activity™®
Type* Subtype
v v

Description®

Cancel Create and Add Another ]

Figure: Create New Activity

d. Remove Activity: Click on the checkbox of activity to remove it and click the
Remove Activity button to discard it from the template.
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1 ) General Information

Associated Activities
Q
O Create
1 Activities

AL LI

£ UAT

UATO10 5.

N
0. | Acknowie..

v

Previous

|

Step 2

Browse Activities Library

Modified Modihe

Figure: Remove Activities

5. Once all the details are entered click on the Save Activities button.
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View Published Template Details

To view the published template details, follow the steps below.
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.
View the General Information and Associated Activities details on the View Activity

1

3.
Plan Template screen.
A -
Activity Plan Templates
- 7 - 2
© Create Template q View Activity Plan Template "Budget - Initial" Step1 @ B X
General Information
Associated Actvity Plan Name Lovel
Activities Budget - Infual Site
Descnption
First budget for a site
Status
Select Parent Plan
=3
Figure: View Activities Plan Template
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Editing Activity Plan Templates

To edit an Activity Plan Template, follow the steps below.

Method 1

1. Select a plan with DRAFT status 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.

Activity Plan Templates

) Edit Activity Plan Template "Temporary Template - Copy(2)" Step2 ® o0 x
3 Activity Plan Templates 1 -+«

1) General Information

Pian Name Assoclated Activities
Q Browse Activities Library
@ Temporary... © Create
4 Activities
1 oty | !

Ack IRB/ Acti, 04, a&A

Ack IRB/ UAT.. 21 [ L

] Site Issu UAT 2 aA

(:‘]“rr‘v F'rl'v.au" m o

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 €2 Copy < Publish @ Delete

\» Status All v ’ ‘ Level All v ’ \Classification All v ,

64 Activity Plan Templates 1 Selected

Temporary Template Status Classification Description

93
") 92
-
= UAT010 Step 13 2.0

Figure: Select plan name

2. Click on the Edit (Pencil) icon on the View Activity Plan Template.

View Activity Plan Template "Temporary Tempiate‘ step1 @ o x

© General Information
General Information

2 ) Associated Activities

Activity Plan Name Level

Temporary Template tudy

Classification

Amendment Close-out

Description

&

Status

Figure: Select the Edit icon

3. On the Edit Activity Plan Template Window, access the General Information and
Associated Activities screen to make edits and save the changes.
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Edit Activity Plan Template "Temporary Template” Step2 ) @ 0O X

1) General Information
Associated Activities

Q Browse Activities Library

© Create

0 Activities

Act Tvpe Sub Des Mo Mo

Cancel Previous il 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.

Activity Plan Templates o

O CreateTemplate ¢ Edit @]Copy |€ Publish | @ Setio Retired @ Delete

1 Activity Plan Templates | Seiccted
Plan Name (@] Status Classification Description

[H Temporary Templat

Activity Plan Template Review ? X

Do you want to publish the activity plan template?
Temporary Template - Copy(2)

S(U(!:.’

Amendment , Close-out

Cancel Publish Plan Template e

Figure: Publishing Activity Plan Template

Note

e Activity plans with Draft status can only be published
e |If no activities are associated with the Activity Plan Template, the Information

notification popup displays the related message and prompts the user to add activities
to the plan.
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Information 4

This activity plan template has no activities. Please add activities to
publish the plan.

Figure: Information popup prompting to add templates
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Retire Activity Plan Templates

To retire an active Activity Plan Template, follow the steps below.

1. Select any Activity Plan Template in the Published state.
2. Click on the Set to Retired button from the top menu bar.
3. Click on the Set to Retired button on the Set to Retire confirmation screen.

Set to Retired =

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

Template Name
Level  Study
Classification  Planning
Associated Activities 2
Description

Parent Plan Name

Reason

Cancel Set to Retired 9

Figure: Retire Activity Plan Template

Note: 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.

O Create Template - # Edit OPublah @ et el @ Delete a3
" -
!mmm’ Swected Copy Activity Plan Template Step 2 ® o X
1) General Information
Associated Activities
e oo ] '
Ml d Q Browse Activities Library
© Croate
4 Activities
Artiv Type bt ( M
. Ack IRB.. At M. &A
.. Ack. IRB. UA. 21..  B8A
Cancol Previous Save Activibes 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
2 Studies
: : ! Name Protocol Number
Trial Interactive
@ | & Health well 1234567889
Dashboard
A Health Well Meds - HW9 1128-4202022

= Sponsors

Programs

Products

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
Hree o=

Study Milestones

¥ Configuration

ETPSVIRRWRWRN  Country Milestones | Site Milestones None ~

Skl DS Study Milestones Date Type Planned
Milestones
Y | Site Country All ¥ | | Site Status All v | | Site All ~
@ Countries
Site
= Site Vi
Subjects

Organizations

contacts

Activity Plans

Figure: Select Activity Plans

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

Activity Plans

PlansIn Use  Scheduled Plans |Templates| @

BAssociate @

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" B X
ele ne acuvity ;',I.’m ten ;'I:,rr s vou would like to use for the ‘-,"ll:’!':,
x * > o
Level All ~ Classification A
21 Activity Plan Templates . t
0 Plan Name Classification Description Level Activities
m Site
= 0 Country
] Planning A Study 2
D A Stud 1
20 v PerPage B 1 f2 Next »
Cancel Associate 0

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
2 Studies
: : ! Name Protocol Number
Trial Interactive
@ | & Health well 1234567889
Dashboard
A Health Well Meds - HW9 1128-4202022

= Sponsors

Programs

Products

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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Study Milestones

¥ Configuration

@ Dashboard Site Milestones Country Milestones

Study Details study Milestones Date Type Planned

Milestones

Y  Site Country All ~

Site Status All v
Countries

Subjects

Organizations
Contacts
Team

Actvities

Activity Plans

Site Milestones None ~

Site All v

Figure: Select Activity Plans

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

button.

Activity Plans

Plans In Use  Scheduled Plans

Templates

© Add

0 Scheduled Plans

Figure: Scheduled Plans tab
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5. On the Schedule Activity Plans for Study screen, perform the following.
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%
° se'eCtTemP'ate Please select a Template from the list that you want to schadule for Study: "Health wel
Level All ~

Classification All ~

4 Available Templates

+ Schedule plan

¥
——
Vv
C, + Schedule plan
o N

UATO10 St

[

Cancel

Figure: Schedule Activity Plan for Study-Select Template

b. Plan Details: On the Plan Details screen, add a suitable plan description and
click on the Next button.
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Schedule Activity Plan for Study: "Health well" Sites Step 2 ® =
1) Select Template
L aove i -
© Pian Details Description
241-;'.:0.!4, 04:51 PM
Admin 001
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 Phuase setect at least one level stats
Site Status
2) Plan Details ; 2
v
owu‘e P‘an Country Status
v
Study Status
v
Cancel Previous ] Schedule
Figure: Schedule Activity Plan for Study-Schedule Plan
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Tracking Activities Outside of Activity Plans

To track activities outside of Activity Plans, follow the steps below.

1. From the left-hand navigation links, click on Studies.
2. Select a study by clicking on the study’s name.

Studies

l ‘ © Add . Export

2 Studies

: : ! Name
Trial Interactive

@ |4 Health well

Dashboard

A Health Well Meds - HW9
Sponsors
Programs

Products

Organizations

Protocol Number

1234567889

1128-4202022

Figure: Selecting a Study

3. Click on Activities from the left-hand navigation links
4. Click on the +Add button on the Activities screen.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public

Page 415 of 462




» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

Health well Activities
STUDY

All 7 +

Sponsor

Product 7th Try © Add L. Export

(4
[ Y Filters |

Dashboard

~
Study Details =~ 1 Records

Milestones ¥ Activity Name : Status
Countries & Activity 101 m
Sites

Site Visits

Subjects

Organizations

Contacts

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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Create Activity | @ o x

Activity Name*

Type™ Subtype

Description®

Cancel Create and Add Another ] 6

Figure: Tracking Activities

To edit any activity, follow the steps below

—

Select the activity name and

2. Click on the Edit button on the top menu bar and make the required changes on the
quick view panel.

3. Click on the Save button.
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Figure: Editing Activities outside of the Activity Plan
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Tracking Actions Towards Activity Completion

Some activities associated with studies or sites, especially records of deviations associated with
site visits, may require correction or additional steps associated with their eventual completion.
Users may enter these actions in the right-side menu.

To track activity completion actions, follow the steps below.

1. From the left-hand navigation links select Studies > Study Name > Activities. Refer to
the process detailed in the above section.

2. Select the Activity by clicking on the checkbox.

3. On the quick view panel, navigate to the Actions Taken section and click on +Add

Action.
Al +
OAdd ZEdit @ Delets L pore B Bulk Ede
Y Filters | Activity 101 ’
Z 1 Records
Acteaity Namm : Status t Type 3 Suttype
' A Taker =
D () Activey 101 ‘ Gres Acknawiedgemaent IREVEC

|

1 1

v Per Page

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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Add Action DT

Action Date®

31 Jul 2024 131

Description™

Action Date is added\

S

Figure: Add Action screen
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Customizing Activity Plan Templates screen

Filters

Click on the Filters icon and apply the Status, Level, and Classification filters by selecting the
available dropdown options.

lStatus All v ] \ Level All v ’ ‘_‘CIassification All v |

66 Activity Plan Templates

Plan Name Status Classification
(@ Temporary ... DRAFT 92
[ Temporary ... DRAF] 92
@ Temporary ... DRAFT $2

Figure: Activity Plan Templates screen filters
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CHAPTER 15. MILESTONES

This section describes the Milestones module in the application.

Important

¢ 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 user who is 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
Milestone Templates ~ Groups
‘ eidn Wose Create Milestone Template = I 4
Trial Interactive 3.0 Q wv: ¢ o General Information General Information
£ 152 Milestone Templates vl
@ Dashboard - o Site v @ Finland x X v
£ R D France x
Classification
4 i Manual Milestone Template 1 Start-up X X v
M Products =
vV
A Studies R o
{1 Sies
Manual
B Organizations
2% Contacts . =3 ~
Activity Templates 9
I Activity Pian Templates Manual
t plate @ v
Q@ Milestone Templates 1 "
Bl -
Q
Cancel
an - [

Figure: Creating Domain Library Milestone Template

5. The newly created template is visible on the Milestone Templates screen.
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Milestone Templates
Milestone Templates  Groups
OcCreate #ida & Delete < Publishh 1) Copy T Filters

121 Milestone Templates Soet By Htas u i

1 20 jud 2023 Admin 009

- Sie @2
9| Milestone Template 1
A -
ZI Juld 3024 Admin 00V
Sty
9 Phase 2 f 9 First
13 Jun 2024 Admin 001

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.

£ I pla 0 X%
l__'_'_______._

Figure: Mandatory fields error
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Creating a Milestone Template at Study Level
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

l ‘ © Add . Export

1 Studies

! Name Protocol Number Status State

@ [2 UAT-00320 UAT003-018 2.0 ) Oraft

Trial Interactive

Dashboard
Sponsors
Programs

Products

Organizations

Figure: Selecting a study

3. On the selected studies window, navigate to the left-hand navigation links and click on
the Study Details.
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uAT-003 2.0 (D) ~
UAT-003 2.0 UAT-003 2.0

STUDY

Sponsor 12th Conference 2.0
Product UAT003-008 2.0

E 12th Conference 2.0

Site Visit Report Review Status

AssignedtoMe 0 All121  No Reviewer 0
1 Study Details e m Past Due 0 Approaching Due 0 | Report §

e

Y Milestones

0 Site Visits

¥ Countries Visit Name Visit End Date  Report Status  Report

Sites

Figure: Select Study Details

4. On the Study Details screen, click on the Settings button in the top-right of the

screen.
@ UAT-003 2.0 UAT-003 2.0
i B 12th Conferonce 2.0
=
h Cond ' 7 ot ¥ Expand AJ D For History
o KX
SR General Information
i sndyoenin

Milestones Protocol Information

Project Management

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 option.
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Study

uaT-003 2.0 I8 ~
UAT-003 2.0 Milestone Templates o

STUDY
Milestone Templates ~ Groups

Sponsor 12th Conference 2.0

Product UAT003-008 2.0

© Add v
&+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.

Add Milestone Template From Sponsor x

™ Selected Milestone « Oy Milestone Templates can e added
1

Templates

o Sponsor Milestones Level A Classification All

0 Milestone Templates

D Milestone Template Level Descnption Type Classificat

20 v PerPage . 0 o

Cancel Provious m e

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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UAT-003 2.0 Milestone Templates oo
STUDY
Milestone Templates  Groups
12th Conference 2.0
Product UAT003-008 2.0 0 Add v

&+ Add From Sponsor

© Create New

2 Milestone Templates
General

Regions

¢ Milestone 123

Figure: Create a New Template

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.

Click on Create once all the details are entered.
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Create Milestone Template g x
o Ge"eral '"formaﬁon General Information
 J
Level * Countries
Site v @ Australla x X v
Milestone Name * Classification
Mitestone Template New Start-up X v
Description
Set Parent Milestone Template ‘V, v

Figure: Save the new template

Note: If any of the required fields are missing, an error will appear when users click on the
Create button. The error displays the fields that must 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
‘ © Create ©poclete O pPublish @cCopy I Export
Trial Interactive 3.0 Status All v Level All v Classification All v
<2 152 Milestone Templates
Dashboard
& Sponsors
S o Q Milestone Template 1
Products fitars
Studies
Q Phase 2
Organizations
“e% (Contacts
Activity Templates 9 Test
Activity Plan Templates
Q Test

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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Edit Milestone Template o X
© General Information General Information
Level * Countries
Site v Q@ Finland x X v
@ France x
Milestone Name * Classification
Milestone Template 1 Start-up x X v
Description

Set Parent Milestone Template

Cancel m o

Figure: Edit Milestone Template

Note: Users can only edit templates with a Draft 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 Temp'ates Delete Milestone Template B %

Milestone Templates 5 Groups
O create  # Edit _ 8 410 to Group

| status A% - || Level All - | | Classification Al - |
121 Milestone Templates ' «/rcin!

F
EO® o creenignt

Marwal

= 0 9 Greenlight "

Figure: Deleting Milestone Template

Note: Users can edit templates only with the Draft status.
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Adding Domain Milestone Templates to Group
To add domain milestone templates to groups, follow the steps below.

1. Select published template(s) by clicking on the checkbox.

Click on the ‘Add to Group’ option from the top menu bar.

3. Onthe ‘Add to Group’ screen select one or multiple groups by clicking on their
respective checkboxes.

4. Click on the ‘Add to (number of groups) Groups’ button.

N

Add to Group

Select a group

© Create
11 Groups » “wleced
Milestone templates

Group Name Description

B Group 121 BD Milestones 2.1

I Milestone Group 2 Group Testing.

I Milestone Group 1 Creating this milestone ...

W Grouo 120 BD Milestones 2.0 Q9

20 v PerPage 4 Previous 1 |of 1 Next »

Cancel Add to 2 Groups o

Figure: Add to Group
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Publishing Milestone Templates
To publish Milestone Templates, follow the steps below.

1. On the Milestone Templates select a template with a Draft status

2. Click on the Publish button in the top-left of the screen.

3. Click on the Publish Milestone Template button in the Please Review Milestone
Template window.

Publish Milestone Template(s)

Do yuu want to Publish thisithese] Miestone Termplate|si?
Pubiishing @ Milestone Tempiatels) makes it avatable for selection and use

Template Name  Greenlght

Cancel Publish Milestone Template(s) o

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 Retired screen mention a reason to retire a template (optional), and
click on the Set to Retired button.

Milestone Templates Set ta Retired = x
Milestone Templates  Groups o

OCreate ZEdt & cuve WAt Group | D Serto Resred

[status pubtshed < | [ Level & ~ | | Classification a1 ~ |

94 Milestone Templates * v

@0 =S o com

Manual
v - 1
N ¢ closeout Site Visit Completed
" o= ~ |
Country #1 o O
| BNanugt

Figure: Retiring Milestone Template
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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.

Milestone Templates

Milestone Templates  Groups

reate ¢ it [ Delete ublis (t’ Copy
©c ® Edit [ Del © Publish | (B¢

Status All v Level All v Classification All v

~

=~ 152 Milestone Templates | Sclecte

Q Greenlight

Manual

Figure: Copying a milestone template

3. On the Copy Milestone Template screen, click on the Create button.

Copy Milestone Template

© General Information General Information
Love ®

Study v

MBwstone Name *

Greenlight - Copyf2)

(:“n\:‘-’ m

Figure: Create a milestone template copy
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Note: The milestone templates with 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

‘ © Add L. Export
1 Organizations

!l Name Status

Trial Interactive

&% Dashboard
=, Programs

Figure: Select Sponsors

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

screen.
- - - s
# Edit & Collapse All T
o I
=

Organization Information

Number Status

1234..

Name
Website

Farent Organization
R NPl ©

B star Plus Hosplta

Subtype
Notes

Type

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

© Add v
&+Add From Domain o

© Create New v \ ‘Classification All ~

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.
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Add Milestone Template From Domain

™ Selected Milestone Only Milestone Templates can be added
1 3
- Templates

© Domain Milestones

Level All ~ Classification All ~

106 Milestone Templates

Milestone Leve Description
Group 1 ..

Group 1 ..

Group 1 ..

Group 1., Country

Group 1 ... Country

20 v PerPage K

Cancel Previous | me

Type

Manual

Manual

Manual

Manual

Manual

Classificat!

1 6 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. On the Sponsors screen, select a sponsor by clicking on the name.

Sponsors

‘ © Add L. Export
1 Organizations

Il Name Status

Trial Interactive

Dashboard

=, Programs

Figure: Select Sponsors

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

screen.
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1234..
Vebs
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B star Plus Hospita

Typs Subtype

sponsor

Figure: Access Setting on the Sponsor Details screen

4. On the Sponsors Milestone Templates, click on the +Add > +Create New buttons.

Milestone Templates

Milestone Templates  Groups

© Add v

a+Add From Domain

© Create New | @

’_Status All v ’ [Level All v ’ ‘ Classification All v

Figure: Create a new milestone template for the sponsor

5. On the Create Milestone Template from the Domain window, add all the mandatory
details.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 442 of 462



» TRIAL TI CTMS v3.0 - User Guide v1.0

d INTERACTIVE

6. Click on the Add button once all the mandatory details are entered.

Create Milestone Template = S

© General Information

Milestone Name* Classification

Description

Set Parent Milestone Template

Cancel Create @

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.

Start Tracking

Do you want to start tracking all mitestones for the study (Including not
selected milestones)?

Cancel Yes, start tracking

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. Users can enable 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.

Milestone Templates e

Milestone Templates  Groups Auto Apply Templates © @
© Add v
Y Filters
2 Milestone Templates Sort By Status ~ u =
Level Study

¢ Milestone 123

Mani: Updated 22 Jul 2024 Admi...

Figure: Auto Apply Templates

Note: This would not apply the template to sites created after this switch is activated. For
future sites, it is recommended to use the scheduler for activity plans.
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Milestone Groups

Users can create and apply groups of milestone templates as needed. Only published
milestone templates may be added to a group. Milestone groups may be set up at the Global
or Study level by users with sufficient access to either level of data.

Creating Milestone Groups
To create Milestone Groups, follow the steps below. Refer to the screenshot and steps for the
sequence.

1. From the left-hand navigation links, select Milestone Templates.
2. Click on Groups on the Milestone Templates screen.

Milestone Templates

l‘ Milestone Templates | Groups | @

© Create Group

Trial Interactive 3.0

< 12 Groups

mGroup13.0 99
mGroup121 Q9

C S m Milestone Group2 96

IM BRBN m Milestone Group 1

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 § - .. a Group e ——

Title®

Milestone Group 2

Descr |p.‘|:m‘
m Milestone Group 1; Group Testing,
Creating this milestone gra

m Group120 99
BD Milestones 2.0

W Group1-1.6 99
BD Milestones- 1.6

W H123
Group testing

- L5/

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.

Milestone Teus IpIate>
Milestone Templates  Groups

© Create Group

10 Groups

m Milestone Group 2

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

Templates  Groups

]

Mileston

© Create Group

10 Groups

-i Milestone Grough2 | 93

s Milestone Group 1

tl wp lor referer

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 # Edet Details B Remove Group
;

© add Y Rite
3 Milestone Templates Sort By L u i=
s Y Group 1 Site #3 milestone 2.0 Site
02 Jul 2024 system sy st
EEET o mT-Three 20 Site
02 jul 2024 systom syste

Figure: Group Details

3. Click on the respective templates checkboxes to select the templates and then click
on Add.
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Add Milestaone Templates

™ Selected Milestone Oy NIDEEONE: PRt i S a0t
1 3

Termmplates

e Milestone Templates Lovel A Classification Al

91 Milestone Templates

Graup 1 Country 3. Courtry Manual

Group | Coundry #2 Courtry Manual

Group 1 Country ¥1.,, Country Manuat

s PwrPage

! F Next »

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.

o Success

Milestone templateds) are successfully agded 1o grouj

© Add

lf Milestone TemplatosJ

v

il ? Group 1 Country #1 milestone 2.0

vV

9 Group 1 Country #2 milestone 2.0

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 Detalls @ Remove Group
9.(.‘
L
0 hus
L2 (3]
Level All Classification All
6 Milestone Templates Sort By Status ~ a =
B 9 Group 1 Country #1 milestone 2.0 Level Country
lated 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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| Sort By Status »~ ’

Name

Stat
|

Level
Updated By
Updated Date

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.

« Milestone Group 2 # Edit Details fj Remove Group
Q6
© Add X Export

Level All v Classification All v

Z 6 Milestone Templates [Sort By Status v | 1
Q Group 1 Country #1 milestone 2.0 Level Country
pdated 15 Jun 2024 Hope W...

Q@ Group 1 Country #2 milestone 2.0 Level Country

Manua Ipdated 15 Jun 2024 Hope W...

Figure: Grid View or List View
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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

© Create Group | # Edit | flf Remove

<2 12 Groups

B Milestone Group2 96

i Milestone Group 1

reating this milestone group for reference

W Group12.0 99

BD Milestones

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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Title *

Milestone Group 2

Description *

Group Testing,

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.

Milestone Templates

Milestone Templates | Groups

© Create Group  # Edit [ Remove

< 12 Groups

I Milestone Group 1

Figure: Select the group name
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3. Click on Edit Details,
4. Make the required changes on the Edit Group Details screen, and select Edit.

Edit Group Details

Tite *
Milestone Group 2

Description *
Group Testng.

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 | T Remove

| Qsearch | Remove Group o X
< 12 Groups
Are you sure you want to Remave the Group Milestone Group 27
Milestone templates will not be deleted Just the group will be disbanded
W Milestone Group2 96 i Landlil
Group Testi g escript Group Testing,
Qs
I Milestone Group 1
Creating this milestone group for referent
W Group12.0 Q9
- Cancel Remove

BD Milestones 2.0

Figure: Removing Group-method 1

Method 2

1. From the left-hand navigation links, select Milestone Templates > Groups
2. Click on the name of a group that needs to be edited which will then open that
particular group's screen.
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) Milestone Templates
Milestone Templates  Groups
‘ © Create Group # Edit [ Remove

Trial Interactive 3.0

~

*’ 12 Groups
m|Milestone Group 2| 96

Stugies W Milestone Group 1

W Group12.0 Q9

ctivity Plan Template W Group1-16 99

Figure: Select the group name - method 2

3. Click on the Remove Group button.
4. Click on the Remove button on the Remove Group screen.

&« Milestone Group 2 # Edit Detais| @ Remove Group
Group Testing.
Q6
Remove Group o X
~
» Group Milestone Group 2
55t the group will be disbanded [sonuyswmsv T =
S 2.0 Level Country
Q6
2.0 Level Country
i
Cancel Remove

3

Figure: Remove Group-method 2
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CHAPTER 16. ANALYTICS

The Analytics module is an integration of CTMS data with the Tl Analytics tool, providing
users with seamless access to comprehensive study data directly from the CTMS interface.
Users can now utilize Tl Analytics to track key study metrics, monitor site performance, and
gain insights into trial outcomes with dynamic, customizable visualizations.

Note: The Analytics module needs to be explicitly enabled for users at the domain level and
the study level.

Analytics at the Domain Level

1. From the left-hand navigation pane, select the Analytics module.
2. The Analytics module page displays the welcome message. Click on the link to access
the dashboards and dashlets.

) Analytics

‘ You now have access to powerful Tl analytics, With seamiess integration to external dashboards, you can easily

explore and track key data across all your studies, right from within our CTMS.

interactive Monitor site performance, keep an eye on trial metrics, and use dynamic visuaiizations to drive informed decisions

and optimize your trial outcomes

Reach out to us to customize the dashboards to fit your specific needs and dive deeper into the data that matters
most

N
> Details

Figure: Access Analytics module

Dashboards at the Domain level

The customizable dashboards in Tl Analytics enable users to monitor site performance, check
the trial metrics, use dynamic visualizations to drive informed decisions and optimize trial
outcomes.

The Tl Analytics module displays the following dashboards at the domain level.

Study Team Assignment

The Cross Study Team Assignment dashboard displays a comprehensive, domain-level view
of study team assignments across all studies within the customer’s domain/CTMS. The
dashboard consolidates data from multiple studies and displays it in one place.
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To access the Cross Study Team Assignment dashboard, follow the steps below
1. Click on the Study Team Assignment dashboard tab.
2. Click on the ellipsis (vertical three dots) icon, and select the Export to CSV or Export
to Excel option to retrieve the dashboard data into the respective file formats.
3. Expand the filters section and apply the filters to view data as per selected criteria.

¢ Detalls
Wity lean A grenen l
Cromy Tl 0 oted Pl Smacy $1an SAe Seww R S e PIve e et e Teses Heaser Nows Vo3 Crawry b Toie Tere Aue
Stady Tenm Asogereers
¥ PRt M ety Ve e N Show et W SLe s Ceentry D b Sl Maess Ovgancites Mot Ties Ty eete A Bt ben .

ST Lewtn raTy 12000

Figure: Study Team Assignment

Site Team Assignment

The Site Team Assignment dashboard offers comprehensive insights into site team
assignments across studies.

To access the Site Team Assignment dashboard, follow the steps below.

1. Click on the Site Team Assignment Dashboard tab.

2. Click on the ellipsis (vertical three dots) icon, and select the Export to CSV or Export
to Excel option to retrieve the dashboard data into the respective file formats.

3. Expand the filters section and apply the filters to view data as per selected criteria.

€ 8 e A L Details

Ske Toam Assigersern |

Lo ' Viedy Frmrms Nawhe Vady Darer Ve Ry Ve amne Voe Niene Prowins inmmstgute Same © Sise Commin v Jobs Trew Tows Muwwher Sun 0 Wt ate

Site Yourn Assbgrrrmt

VedgRane et ke Mtady S e M le Raaber e Mate T e Gy

Figure: Site Team Assignment

Site Contact List

The Site Contact List dashboard displays all site contacts across all studies.
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To access the Site Team Assignment dashboard, follow the steps below.

—

Click on the Site Contact List Dashboard tab.

2. Click on the ellipsis (vertical three dots) icon, and select the Export to CSV or Export
to Excel option to retrieve the dashboard data into the respective file formats.

3. Expand the filters section and apply the filters to view data as per selected criteria.

¢ - e e W Details

| S Cantant List

ey S0 Manne Cownry e Cortact St doh Sl Cantact buke S o Lox Oate Cinatnd Cote Matwnen L

Sits Contact Lsy

$300y Conmtry Mave 1o vave S awne L N Micls nane Fant waene S Contac Starse Camnace Jun Nt

TNITTEEENITTRY PSRRI SN ERY m w2 e

Figure: Site Contact List

Analytics at a Study level

To access the Tl Analytics dashboard at a study level, follow the steps below.

1. From the left-hand navigation pane, select Studies.
2. On the Studies screen, click on a Study Name.
3. On the Study Details screen, click on Analytics from the left-hand navigation pane.

Study Overview Dashboard
The Study Overview Dashboard displays the following dashlets.

Site by Status

The Sites by Status dashlet at the Study-level dashboard in Tl Analytics, is designed to
provide users with a comprehensive view of site status across a study. By default, the dashlet
displays all site records, including Potential Sites, which can be filtered out as needed based
on user preferences.

Key features include:

o Default Comparison: The dashlet automatically compares site status data from today
with 30 days ago, giving users insight into changes in site statuses over the past
month. This comparison can be adjusted by selecting specific date ranges.

e Group by Status: The system groups sites by their current status, allowing users to
quickly view and assess site progress within the study.

e Advanced Filtering: Users can filter sites by Dates (From-To) for the statuses (e.g.,
only show sites with a current status within X and Y date) (date range)

o Export Capabilities: Export deviation data to Excel, CSV, or PDF formats, for easy
sharing and reporting.

Key Benefits
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e Status Progress Monitoring: The dashlet allows users to track site progress over time,
comparing site statuses between two points to identify trends and improvements.

e Customizable Insights: Users can apply flexible filters, narrowing down the data by
dates and statuses to focus on the most relevant information for their study.

e Easy Reporting: Exporting allows for seamless sharing of data and charts with
stakeholders.

Deviation Activities

This release introduces the Protocol Deviation Dashlets to the Study-level dashboard in Tl
Analytics, providing users with powerful tools to monitor and analyze protocol deviations
across their study. These dashlets include advanced filtering options, customizable data
views, and comprehensive export capabilities for efficient deviation management.

Key Features:

o Deviation Records by Default: Automatically displays activity records where Subtype
= Deviation, offering immediate visibility into protocol deviations.

¢ Potential Sites Included by Default: Potential Sites are included in the default site list,
with the option for users to filter them out.

e Advanced Filtering: Users can filter data by fields such as Type, Status, Due Date,
Severity, Identified Date, Occurrence Date, and Responsible Party, enabling precise
deviation tracking.

o Date Range Filtering: Narrow results to deviations that occurred within a specified
date range for more focused analysis.

o Export Capabilities: Export deviation data to Excel, CSV, or PDF formats, for easy
sharing and reporting.

e Side-by-Side Site Comparison: Review individual site deviations side by side within
the dashboard, using customizable category filters to enable detailed analysis with a
detailed deviation listing.

Issue Action Activities

The Issue/Actions Activities Dashlet at the Study-level dashboard in Tl analytics, provides
users with powerful tools to monitor and analyze study-related issues/actions across their
study.

Key features:

e Issue/Action Activity Records by Default: Automatically displays activity records
where the subtype equals ‘Issue/Action’.

e Potential Site Included by Default: The dashlet organizes issue/action records by
status and highlights open issues/actions by site, including Potential Sites, which can
be filtered out.

e Advanced Filtering: Users can filter records by Status, Due Date, Severity, Identified
Date, Date It Occurred, and Responsible Party, enabling precise issue/action tracking.

o Date Range Filtering: Narrow results to issues/actions that occurred within a
specified date range for more focused analysis.

e Export Capabilities: Export deviation data to Excel, CSV, or PDF formats, for easy
sharing and reporting.

Key Benefits
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o Efficient Tracking: Users can easily monitor issues/actions by status, site, and
customized filters.

¢ Flexible Reporting: Exporting data and charts enables streamlined reporting, and
side-by-side comparison provides deeper insights across sites.
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