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ABOUT THIS USER GUIDE

This guide provides a comprehensive overview of the features and components of the TI CTMS
v2.1 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).

CL: Public Page 5 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

@ INTERACTIVE

CHAPTER 1. NEW FEATURES IN TI CTMS V2.1

Subject Transfer Between Study Sites with Comprehensive Data
Tracking

This feature introduces the ability to transfer subjects between sites within the same study,
ensuring seamless tracking of subject details and visit histories while maintaining data integrity
across sites.

What’s New:

e Subject Transfer: Users with the appropriate permissions can transfer subjects from
one study site to another, transferring key data such as subject details, status history,
and visit history.

e Data Integrity: Subject-related activities, ICFs, and visit schedules will not be
transferred, ensuring a clear distinction between sites.

e Visual Identification & Quick Links: Transferred subjects are visually identified, with
references and quick links to both the original and new sites available on the Subject
Details page and Subject Quick View.

e Status Handling: Subject statuses “Transferred In” and “Transferred Out” will be
automatically set when the subject transfer action is performed. The system ensures the
subject’'s data from the originating site is locked and cannot be edited post-transfer.
However, Super Admins can unlock the original site data if necessary.

e Status Counting & Enrollment Summary: Statuses achieved at each site are only
counted for that site’s enrollment metrics, preventing duplication in summary numbers.

o Transfer Notifications: Clear notifications are displayed during transfers, alerting users
to the data being transferred and ensuring users understand which data can be viewed
but not edited.

e Filtering & Subject Management: Users can filter subjects by "Transferred In" and
"Transferred Out" statuses to better manage tracked subjects.

e Status Messaging: When adding a duplicate status (a status previously recorded before
the transfer - historical status), the system warns users of potential double counting
before they finalize the action.

Business Value: This feature allows studies to seamlessly transfer subjects between sites
without losing valuable data, ensuring continuity in subject tracking even when participants
move locations. By maintaining the integrity of subject statuses and visits, while offering clarity
on editable and non-editable data, this enhancement helps prevent data duplication and
ensures accurate reporting of study metrics across multiple sites.

Potential Site Management

This feature introduces the ability to manage and track potential sites as well as active study
sites, providing greater control over site statuses and ensuring accurate site data management
throughout the study lifecycle.

What’'s New:

e Potential Site Status Definition: The system allows users to define a site status as

2025 TransPerfect Translations International, Inc. (TransPerfect).
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"Potential" in Settings > Statuses > Sites and to visually identify potential site statuses
within the site status list.

Potential Site Criteria: To create a potential site, the system requires the Principal
Investigator's:

o Last Name

o First Name

o Email address

Restrictions on Potential Sites: For sites marked as potential, subject creation and
importing are restricted, ensuring potential sites do not track subjects or impact subject
management. The system will display clear messaging to users when attempting to
create or import subjects for potential sites.

Potential Site Dashboards and Analytics: Site visit documentation for potential sites
will appear in the Site Visit Report Review Status and CRA Performance Dashboards.
Potential sites will not be included by default in all CTMS or Analytics dashboards.

Site Number Assignment: Potential sites will not be automatically assigned a site
number. A site number will only be assigned once the site status is changed to a non-
potential (active) status and an organization with a physical address is assighed to the
site.

Site Status Transition: The system supports the transition from a potential site status
to a non-potential site status. A confirmation message will notify users of the transition,
and the system will ensure all necessary information (organization, physical address) is
captured before the status change.

Bulk Status Updates: The system provides clear messaging during bulk status updates
if certain sites cannot be transitioned to a non-potential site status, explaining the
reasons (e.g., missing organization or address).

Restricted Reversion to Potential Status: Sites that have transitioned to a non-
potential site status cannot revert back to a potential site status without a support ticket
submission.

Business Value: This enhancement enables organizations to manage potential sites as well as
active sites, ensuring that data related to potential sites is properly tracked and available for
future use. By restricting subject management for potential sites and ensuring accurate site
information before transitioning to active site statuses, the system improves data integrity and
resource planning while allowing for historical reference of sites.

New Feature: Site Visit Windows

This feature offers users more insight into site visit compliance. In combination with the existing
CTMS feature of site visit forecasting, site visit windows will allow for the user to easily identify
site visits that occur in or out of the window. Users will be able to define visit frequencies with
an allowable range of days, ensuring visits align with the study’s monitoring plan.

Users can currently set visit frequencies, for example "+ 30 days," allowing for tailored
scheduling of next visits to accommodate study needs.

With this release the system will now allow for the configuration of acceptable visit
windows, giving teams the flexibility to plan visits within a defined timeframe around
the planned visit date, “+30 days within -/+ 5 days”.

As part of the upgrade, existing customers with month-based visit frequency settings
will automatically transition to a 30-day frequency. “Month” value will ho longer be

CL: Public
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available for selection.

e Site Visits with a status of Planned or In Progress at the time of window definition Initial
Entry will have a window calculated within dashboards

e Site Visits with a status of Planned or In Progress at the time of window definition
Editing will have a window re-calculated within dashboards

Business Value: This enhancement simplifies visit planning, boosts operational efficiency,
and unlocks new reporting and analytic features.

New Dashlet: Tl Analytics - Protocol Deviation Dashlets

This release introduces the Protocol Deviation Dashlets to the Study-level dashboard in TI
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.

o 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.

¢ Date Range Filtering: Narrow results to deviations 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.

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.

Business Value: This dashlet provides powerful insights into protocol deviations, enabling
users to track, analyze, and manage deviations more effectively. With customizable filtering,
side-by-side comparison, and export capabilities, users can gain greater control over deviation
management, improving study oversight and decision-making. By including potential sites by
default, users also maintain comprehensive site visibility, while still having the flexibility to filter
out unnecessary data.

Site Visit Report Status Synchronization

This enhancement ensures better alignment between the site visit document state (within the
CCR) and the status reflected within the Report Status field within the site visit (within CTMS).
It introduces new automated statuses and refines existing ones for more accurate and timely
tracking of site visit reports, improving overall workflow efficiency and reporting accuracy.

What’s New:
e Report Generated: Automatically set when a report/document is successfully created.
e In Review: Automatically set when a reviewer begins the site visit report/document
review.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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o Revised: Now set only after a rejected report is regenerated and the document approval
workflow is started (within the CCR.)

Additionally, the Report Generated and In Review statuses will be added to the Site Visit Report
Review Status dashboard and the CRA Visit Report Performance dashboard, improving
visibility and performance tracking.

Phone Number Primary Indication

This release introduces the ability for users to set any phone number type as the primary
number for contacts, organizations, or site records. The system ensures that only one phone
number can be assigned as the primary phone number at any time. Users can easily reassign
the primary indication to any additional phone numbers.

To streamline the process for existing records, the system will automatically assign the
"Primary" indication to any phone number records that are currently marked with a type equal
to "Primary." After the release of v2.1the “Primary” value will no longer be available for selection.
The system will now default to “Work”.

Additionally, the system now refers to this primary indication when enabling the Dial button
within the quick view of contact records, ensuring that communication options are tied to the
primary phone number.

Key Benefits

e Flexibility: Users can designate any phone number, regardless of type (e.g., office,
personal), as the primary contact number, providing more control over how contacts
are reached.

e Efficiency: The ability to reassign the primary phone number without needing to create
new entries simplifies record management.

¢ Improved User Experience: The system intelligently enables key communication
features based on the primary phone number, reducing manual steps for users.

e Record Management: Users can now easily manage primary phone numbers and
reassign them without adding new entries. Existing records have been automatically
updated.

This enhancement is available immediately across all contact, organization, and site records.

Export Functionality for Site Visit Checklists

This improvement introduces the ability to export site visit checklists directly from the Site Visit
Checklist Templates library, offering users the ability to produce documented verification of
their checklists. Users can now easily export checklist details and questions in a professional
format that aligns with their compliance needs and reporting requirements.

Key Benefits:

e Export individual or multiple site visit checklists in a single action.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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o Export format will be .pdf, ensuring the output mirrors the checklist preview mode.
e The exported documents can be easily filed in eTMF or other document repositories for
streamlined compliance and record-keeping.

Tl Analytics - CTMS Data Integration

This feature introduces 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.

Upon navigating to Tl Analytics, users will be greeted with a landing page message that outlines
the capabilities of this integration.

This integration allows users to leverage advanced data visualization and reporting capabilities
for efficient study management, with the option to further customize dashboards based on
specific trial needs.

Tl Analytics - Issue/Actions Activities Dashlet

This release introduces the Issue/Actions Activities Dashlet to the Study-level dashboard in
Tl analytics, providing 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.

¢ 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
o Efficient Tracking: Users can easily monitor issues/actions by status, site, and
customized filters.
e Flexible Reporting: Exporting data and charts enables streamlined reporting, and side-
by-side comparison provides deeper insights across sites.

T1 Analytics - Sites by Status Dashlet

This release introduces the Sites by Status dashlet to the Study-level dashboard in Tl Analytics,
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.

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

e Export Capabilities: Export deviation data to Excel, CSV, or PDF formats, for easy
sharing and reporting.

Key Benefits
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.

Tl Analytics - Cross-Study Team Assignment Dashboard

This release introduces a Cross-Study Team Assignment Dashboard in Tl Analytics, providing
users with 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,
offering powerful filtering and export capabilities to streamline team assignment management.
The dashboard provides extensive details for each study team member.

Users can filter the dashboard by Team Role, including any custom roles (e.g., Primary CRA)
created by the customer. Additionally, the dashboard supports filtering by various other
metadata points, such as study name, protocol number, study status, etc. Users can export the
dashboard data into Excel, CSV, or PDF formats for reporting purposes.

This enhancement offers a centralized, detailed view of team assignments across studies,
flexible filtering options, and streamlined reporting capabilities, allowing users to focus on
relevant data and generate reports quickly and efficiently.

Tl Analytics - Site Contact List Dashboard

This release introduces a Site Contact List Dashboard in Tl Analytics, displaying contact
information across studies from the customer’s domain/CTMS.

Users can filter by various metadata points, such as study, site name, country, status, job title,
role, etc. Data can be exported in Excel, CSV, or PDF formats.

This feature helps customers track site contacts and generate updated lists for vendors, as well
as view team hierarchies and roles within studies, all in one centralized system. It simplifies
reporting and contact management, previously done manually in external spreadsheets.

Tl Analytics - Cross-Study Site Team Assignment Dashboard
This release introduces a new Cross-Study Site Team Assignment Dashboard that offers
comprehensive insights into site team assignments across studies. The dashboard enables

2025 TransPerfect Translations International, Inc. (TransPerfect).
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users to filter and export critical site data, ensuring streamlined management of team roles and
statuses.

Key Features:

The dashboard provides a complete view of site team members, including key details such as
Study Name, Protocol Number, Study Status, Site Name, etc.

Users can filter data by Study, Protocol Number, Study Status, Site Name, Site Status, Principal
Investigator Name, Job Title, Team Role, Site Country, and team member Start/End Dates.

o Filters also allow for precise role-based viewing, including custom roles like
Primary CRA.

o Filtering by Study, Site, and Country status ensures users can exclude closed,
on-hold, or canceled sites.

The dashboard supports data export for easy reporting and external analysis. Data can be
exported in Excel, CSV, or PDF formats.

This feature empowers customers to efficiently manage and track site team assignments across
multiple studies. By including detailed filtering and export capabilities, users gain control over
site-specific data, improving decision-making and oversight of team roles and statuses.
Additionally, customizable filters help users focus on the most relevant data, ensuring they can
exclude irrelevant or inactive sites and teams from their views.

Site Visit Report Review Cycle Definition at Domain Level

This release introduces the ability for customers to define what the site visit report review
cycles will be based on at the domain level, allowing for greater flexibility in choosing between
calendar or business days for report submission and approval timelines.

Key Enhancements:

o Day Definition Flexibility: Customers can now set the site visit report day definition as
either calendar days or business days for all studies within a domain.

¢ Domain-Level Consistency: The day definition is applied at the domain level, ensuring
uniformity across all studies. Individual studies cannot define their own day settings,
ensuring consistency and avoiding negative impacts on analytics.

e Business Day Support: The system defines business days = 5 days per week and does
not account for holidays.

e Calendar Day Support: Similarly, the system will support calendar days for the same
timelines if the customer chooses this option.

o Default to Calendar Days: By default, the system will use calendar days for site visit
report day definitions unless specified otherwise.

e Tool Tip Clarification: The Monitoring Information portlet within Study Settings >
General will display a tooltip reflecting the domain-level day definition, ensuring users
can easily identify the report review cycle settings (either business days or calendar
days).

o Fixed Definition: Once set, the day definition cannot be edited by users. However,
changes can be made by submitting a ticket to the service desk.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Enhanced Phone Number Import Handling

This improvement introduces the ability for the system to handle and import phone numbers
in any format, reducing the need for manual data reformatting and simplifying the import
process.

Key Enhancements:

e Flexible Phone Number Import: The system now supports the import of phone
numbers in any format, allowing users to import data from various systems removing
the need to reformat phone number fields.

e Format Validation on Editing: While imports are more flexible, the system ensures
phone numbers that are reused are saved in the correct format. Suppose a phone
number is imported and the associated record is edited and contains an invalid phone
number format. In that case, the system will prevent the save action of any record edits
until the phone number is corrected.

e User-Friendly Error Messages: When users attempt to save a record with an incorrectly
formatted phone number, a clear and user-friendly error message will appear, guiding
them to correct the phone number format to save changes.

This enhancement significantly reduces the time and effort required by customers who receive
phone number data from external systems that use free text fields. By allowing flexible imports
and providing clear validation and messaging during record edits, this feature streamlines data
handling and improves user experience.

The ‘Created Date’ Field Added to Site Visit Activities

This improvement enhances the Site Visit > Activities data set by adding the 'Created Date'
field, improving the ability to track and filter activity records for site visits.

Key Enhancements:

e 'Created Date' Display: The system now ensures that the '‘Created Date' field is visible
within the activities grid when adding existing activity records to a site visit.

¢ Record Selection View: The 'Created Date' field is also displayed in the activity record
selection window, making it easier for users to view and select relevant records.

o Date-Based Filtering: Users can now filter available activity records by 'Created Date'
when selecting activities for inclusion in a site visit, providing more flexibility in
managing and organizing activity records based on a point in time.

Study Level Overview Dashboard with Multiple Dashlets

This release introduces a comprehensive Study Overview Analytics Dashboard that
consolidates multiple dashlets into a single view, providing users with streamlined access to
key study metrics and activities.

Key Enhancements:

e Multiple Dashlets Displayed: The system now displays the following dashlets within the
Study Overview Dashboard: Site by Status, Deviation Activity by Type, Deviation
Activity by Site, Deviations Grid, Issue/Action Activities by Status, Issue/Action
Activities by Site, Issue/Action Activities Grid

¢ Common Filters: Users can filter the data across all dashlets within this dashboard using
common filters, including Site Name, Site Status, Principal Investigator, Site Number,
Owner, Start Date, End Date, etc.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Domain-Level Cross-Study Dashboards

This release introduces the ability to display multiple cross-study dashboards at the domain
level, providing users with enhanced visibility into the study and site team assignments as well
as site contact lists for improved resourcing and management.

Key Enhancements:

e Multiple Cross-Study Dashboards: The system now supports the display of multiple
domain-level dashboards, each focused on specific areas of study and site management:
Cross-Study Team Assignment, Cross-Study Site Team Assignment, and Site Contact
List.

¢ Individual Dashboard Tabs: Each of these dashboards will be individual tabs at the
domain level.

These dashboards serve specific resourcing purposes, giving users a clear, organized view of
team assignments and contact information across multiple studies. By separating these critical
dashboards into individual tabs, teams can manage resources more effectively and streamline
operations across studies within a domain.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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CHAPTER 2. DASHBOARD

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

Accessing Dashboard

To access the Dashboard screen and its associated dashlets follow the steps below
1.  From the left-hand navigation links, select the Dashboard link.
2. On this screen, the user can view the following dashlets
a. Top Countries
b. Portfolio
c. Site Visit Report Review Status
d. Studies

e. CRA Visit Report

) Trial Interactive

‘ Top Countries @ L Export

Trial interactive USA 39.92%
Canada 23.04%
Germany 20.16%

Figure: Accessing Dashboard

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

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

Top Countries Dashlet

The Top Countries dashlet displays a horizontal stacked bar chart with the top three countries
with the most activities in the system.

A user can perform the following actions on this dashlet.

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

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

Trial Interactive

Top Countries @ 2, Export

Canada 23.04%

Germany 20.16%

Figure: Top Countries

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

4. Click on Export once the required option is selected.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Export o x

Export chart options:

|(§) PDFDocument = PNG Image |

PPV W
UsA 39.92%
Canada 23.04%
Germany 20.16%

Figure: Export Chart Options
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Portfolio Dashlet

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

particular country.

A user can perform the following actions on this dashlet.

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

to the filters applied:
a. Status
b. Sponsor
c. Phase
d. Program
e. Country
f. Product

g. Therapeutic Area

Portfolio

|Status All ~ l |Sponsor All v ’ ‘ Phase All v ' | Program All v ‘ ‘Country All v ‘ |Product All v | 1 Therapeutic Area All v .

Archived
Closed
Closeout
Enrolling
Feasibility 5 5
Maintenance/Enroliment Closed

On Hold

Planned ool 12 !

Planning

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.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Portfoho o x
& Export «
Status Sponsor A | |Phase All Program A Country Product
Therapeutic Area Al
1
1
2 1
9
. 3
4
79 Studies
\ § -
5. A £l =
= A g
. - N =
£12345 - E |
e
. A En =
v  PerPage 1 f16 Next »

Figure: Expanded Portfolio screen
3. On the portfolio screen, perform the following.

o 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 Exporting Contacts.

e The process for exporting Portfolio charts is similar across all dashlets.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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4. Hover over the numbers on the world map with the mouse to reveal the country

TI CTMS v2.1 - User Guide v1.0

names and their associated studies.

Portfolio
|Status All v ’ ’Sponsor All v | |Phase All v~ ‘ ‘ Program All v ‘ ]Country All ~ ’ lProduct All ~ ' \Therapeutic Area All v
+ = = =
= Algeria
12 ck to see deta
1 Studies
et 1@
1
1 ot
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.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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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 displays the cross-study site visit ownership data.
Users can view the past, present, and future visits associated with a selected visit owner.

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

|F«ssngncd toMe0 All121 NoReviewer0 Visit Ownch

m Past Due 0 Approaching Due 0 Report Status A Owner Al ~ Reviewer Al Study A Site
Visit End Date All

121 Site Visits

Vislt Name Vit End Date  Report Stat Report Stat Vit Regort

& visit Na nagz (SR 27 Jun 2022 % View Regort User 0 User 10
t NG, 01 Sep 2022 VD 28 Jun 2022 % View Report o User 1 User 11 Study 1
02 Sep 2022 ﬁ_,'ﬂ,,',':_:,-" 29 Jun 2022 % View Re ) User 2 User 12
& Visit N 05 Sep 2022 30 Jun 2022 % Viow Ropart - User 3 User 13
B Visit Na O Sep 2022 | EVEED 01 )1l 2022 % View Repart X User 4 User 14
& Visit Na 055ep2022  IEENNETN 02 ful 2022 % View Report c User § User 15 Sy
10 v PerPage ‘ 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.
All

Past Due

Approaching Due

Report Status

Owner

Study

Site

Visit End Date

SQ@moao0oe

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

“T@m"eo0 T
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j-  Visit Status
k. Site Location
. Report Status

Site Visit Report Review Status & Export

AssignedtoMe 0 All121  No Reviewer 0

Study All v Protocol Number All & Site Status Not & s Site Visit Owner All v Visit Type All v
Visit Planned Date On or 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 Clear Values

16 Site Visits

Study Name Protocol Nu Site Name Site Number Site Status Pi Name Site Visit Ow.. \

Health Wel... 1128-4202... . UATDD8-4<,, CRA 002 |
Intense Ov..  9999-4Nine 9.009 2.1 CRA 002 |
Intense Ov..  9999-4Nine 9-009 2.1 CRA 002 |
Intense Ov..  9999-4Nine 9-009 2.1 CRA 002 I

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

e 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 Study dashlet shows a customizable pie chart with the associated filters and Study details
in a tabular format.

A user can perform the following actions on this dashlet.

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

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Studies 2. Export m—

Status Planns Sponsor Al Fhase A Program A

3 Carceled

- @ Pratecol Fina,. & > e ;
37 Planned
“N ~ 10Pastponed = 2> Pr 5
5\
\ = -
121 ¥ 2ui W
a. 9. B Pr. 7
) " S 18 Enrosing
A D - : n ‘ :
0 On Holg - #0 > P 4
18 Archived
2 v  PerPage ‘ 1 7 Next »

Figure: Select the data visualization type

2. Click on Group by and select the required grouping criteria from the available options.
The pie chart details will be populated as per the selected grouping criteria. 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

’Status All ‘ Q| El ‘ Phase All v ’ ‘ Program All ~

Sponsor

/—' 9 Canceled
ﬁ 9 Protocol Fina...

10 Postponed

Phase

Program

121 -

Total Studies

™~ 18 Enrolling

/

20 On Hold =/ \

18 Archived

Figure: Grouping pie chart
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3. Select and apply the filters to customize the pie chart.
a. Status
b. Sponsor
c. Phase
d. Program
4. In the table, click on the Up and Down arrows to sort the data in ascending or
descending order respectively.
1 , : [
£7 2 Stu Sp f
£2 9 Study 2 f
M P Study [ 1 I m
& < Study f Prograr
" < Stu Prograr
0 v  PerPoge . V - ‘ 1 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.
a. Refer to the Exporting Contacts section to understand the Export Grid process.
b. Refer to the Top Countries Dashlet section to understand the Export Chart
process.
Note:
e The columns and details in the Study export files are different but the export process is
similar to Exporting Contacts.
e The process for exporting Portfolio charts is similar across all dashlets.
2025 TransPerfect Translations International, Inc. (TransPerfect).
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CRA Visit Report Performance Dashlet

The CRA Visit Report Performance Dashlet shows a pie chart displaying the total number of
visit reports bifurcated by their status. Additionally, a dial chart displays the Average Number
of Review Cycles.

A user can perform the following on this dashlet.

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

CRA Visit Report Performance X Export

CRA [ilud.' | ) B r UAT-H l Spansor 4 Reviewer A

Average number of Review Cycles 1

pieed 33

' Ny N Lty Ny
~ -~ /N - /I~ - ~ ..
) 709 Competes 177 (_ R - = \ _) “_. / ...> (._ e -
~7-- - \,'/ \'\/ ~ ~‘\/ ~ ” \,‘}
9/11 12747 106 /155 117166

Figure: CRA Visit Report Performance filters

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

Approved Site Visit Reports never rejected / Approved reports Average number
.‘ .. l “ “ J
\ 50% / ;

N A |
25% L

ted 172 =5 =
0 100% =
” ~

Complete on First Submission Currendy Rejected

Figure: CRA Visit Report Performance - Categorization by status

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

117166

v  PerPage 4 0 ‘o

Figure: Tabular view for CRA visit reports

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

Note:

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

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

The Study Dashboard contains the following dashlets

Site Visit Report Review Status

Refer to the Site Visit Report Review Status section.

Study Milestone

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

Figure: Study Milestones dashlet

Study Enrolment

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

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

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Study Enroliment &L Export

Status Al Year A Month A Country All Site All Subjects axis Interval | 5 v

o
A | g
e : =
o el
’I A 22 O )2
B otal Subject ; . o n O A e O
[ O = ; L
\ — Qe Qe
fe o A= )
Orpon O

* N

Figure: Study Enrollment dashlet

Study Timeline

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

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

2. The bottom section of the screen displays the milestone status.

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

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

4. The Status and Classification filters allow to customize the chart per the filters
applied.
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Milestones 15 Activity Plans 12 o
SLatus Clasaification S May 2024 x 8 18 Aug 2024 x B8 | week 1 month m
Misstone 17 Milsssone 26 Mileztaome 15 Mileztons 44
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Milestane 2 Milestone 11 ' Milezzooe 20 ' Milszone 29 1 Milgniane 18
A " A '
: . Milsztone 14 ' . Misstone 23 ‘ ' Misstane 52 ' Méestona 41
' oy &L '
' ' ‘ ' ' ]
' - ] '
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-
'
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'
'
.
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H
:
®
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Figure: Study Timeline dashlet

Activities
The Activities dashlet shows customizable Study General Activities, Country Total

Activities, and Site Total Activities. Refer to the sequence in the screenshot below to
understand the characteristics of the Activities dashlet.

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

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

3. Click on the Pie Chart, Bar Chart, or Histogram icons to choose between different
types of charts for data visualization.
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All Study Activities e ° a M =

Sratue . Show A . Se'ecr Dine S Apr 2024

Status TypesSubtype (O F Owmner /

Figure: Activities dashlet

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

Activities L. Export (7 Detalis
Study General Activities u N B
Status v Show All v Selecz Datn 19 Ape 2024 | =4 a4
Status Type/Subtype O finers Owner
= [ mwwo. . au
: ® - I cz Bus
- - IR 8 e
o - 8
@ - IS ez b s
£ [ woRa, > &
Fur Page . 1 10 Next »

Figure: Study General Activities view

Note:

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

e The functionality to switch to modal view (by selecting Details) is standard across all
dashboards.
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Countries Dashboard
To access the Countries Dashboard, follow the steps below.

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

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

3. Navigate again to the left-hand navigation links and select Countries.
4.

Click on a Country name to view the related dashboard.

Country Timeline

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

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

Activities

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

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

To access the Countries Dashboard, follow the steps below.
1. From the left-hand navigation links, select the Studies.
2. On the Studies screen, click on the Study Name to review.
3. Navigate again to the left-hand navigation links and select Sites.
4.

Click on a Site name to view the related dashboard.

Site Timeline

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

Activities
The Activities dashlet shows customizable visualization of Sites.

Refer to the Activities dashlet having similar functionalities to the Activities dashlet for sites.
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CHAPTER 3. SPONSORS

Pre-Requisites
To perform any of the following actions, users must have an account with system access

permissions that allow them to Create, Edit, Activate, Deactivate, Delete, and Export
SpOoNsors:

How to Create a Sponsor

To navigate to the “Sponsor” list, view all Global-level sponsors, and create a new sponsor,
follow the steps below:

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

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

3. click the "+Add" button from the menu bar above the grid to add a new organization.

Sponsors

131 Organizations

5 i Name Status Parent Organizat. Type
Trial Interactive
B upbeat Ani... m Sponsor
Pashboard
B united Austr., [ ACTVE | Sponsor
# rFor Teens M... Sponsor
Programs
Twin Ones 2.1
Products | Twin O [ AcTvE | Sponsor
Studies B 12th confer... m Sponsor
Organizations B United Tale... m Sponsor
can
ki B under Trans... ACTIVE Sponsor
Activities Library
B research In... m Sponsor

Activity Plan Templates

20 Vv PerPage
Milestone Templates

Figure: Accessing Sponsors

4. On the “Create Sponsor” screen, add the following fields into their respective
sections.
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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

¢ Name: Enter the sponsor’'s name in the "Name" field.

¢ Number: Enter the unique number for a sponsor.

e Parent Organization field: To add an organization to the sponsor, click on the drop-
down arrow and select the appropriate organization from the list. To create a new
organization, click on the “+Create” button.

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

Create Sponsor O X

General Information

Name *

Sponsor 1

Number

Parent Organization

a |

© Create

B 1.3 Therapeutics ACTIVE

i 1.4 Therapeutic Select a parent organization from the list or click on ACTIVE

+Create to create a new organization

B 1.6 Therapeutics ACTIVE

ACTIVE

B 12th Conference 1.4

Figure: Create Sponsors

e Type: As we are creating the sponsor this field is pre-selected as "Sponsor" and it's
not editable.
e Subtype: Select the appropriate subtype from the drop-down menu.
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e Status: By default, the user will be able to “New” Status. To add the status to the
sponsor, click on the drop-down arrow and select the status as per your requirement.

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. Users can access this link to understand How to Create a Contact.

SPONSOr v I O creo

& rann e

& AAA ZZZ 222
— A AEC DEF GH
& ACNE
Sedect a contact from the but o
D & Aam jule ook on +Croate 10 200 @ new
& Aan

& Adevoyeo Witor

Figure: Create primary contact

COntalt

Phone Numbers

¢ Click on "+Add" to input 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 +T Vv XXX-X-XXXX Ext Setas Primary &
Figure: Add Phone Numbers in Sponsors
Emails

e Click on "+Add" to enter email addresses. Enter the email address in the provided
field.

o Notes Message Box: Enter any additional notes regarding the Sponsor in the "Notes
field.
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Emails

Work X W Setas Primary &

Notes

Il
|;]|

Il

]
m
~—
c
'Y

Figure: Add email addresses in Sponsors

Include Address:

o Toggle the switch if you want to include an address and enter the mandatory details
into the respective fields.

e Toinclude an address, you must enter the mandatory fields Address Type, Primary
Address, and Country and Postal code which are marked with an asterisk (*) next to
the field title. Other fields are optional.

e Search Address: Click on the search icon to search for the address and enter your
address it will show you an auto-populated list.

o After filling in all required fields, you have three options at the bottom of the form

o Create: Saves the new organization and closes the screen

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

o Cancel: Discards the information and closes the screen.
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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. 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: Sponsor Creation Success Notification

CL: Public
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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.
Sponsors
© Add D @ Activate B Delete X Export Y Fliters
132 Organlxgons
Sponsor 1
A 5 . X
| 1 atu nt I
Browse
1 B Upbeat Animal Testin Spon... Drganization Information
Inited Austnian Ti ACTIVE Spon
B o : - Contact information
B ror Teens Medicne 2.1 (SRS Spon
B 12th Conference 2.1 =3 Spon...
B United Talent for M Spon... o
B Under Transition Lin. [ AcTve | Spon... Cancel m
20 v PerPage ‘ 1 ol 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 2

© Add ¢ Edit | @ Activate | ™ Delete . Export

132 Organizations 1 Selected

1l Name Status Parent ...
‘ 1 | B Sponsor 1 NEW
Confirmation 0 X ‘

Do you want to activate the selected Sponsor? |

e RO

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 12,

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

132 Organizations 1 Selected

Name Status Pare
..
Confirmation M X

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 user does not need to press the enter button. It will automatically show all related

results.
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Sponsors
© Add XL Export 0 Sponsor 1

Show Favorites Only

1 Organizations

l Name Status Parent .. Type Subtype Primar...

B sponsor @ spor.

Figure: Search Sponsors

Filter
1. From the sponsor main menu in the top right corner, click on the “Filter” button to

apply filters.
2. To view all your favorite sponsors, click the switch button.

3. All favorite sponsors will then appear in the grid.

Sponsors
&

© Add 2 Export

[ Show Favorites Only @ e

1 Organizations

Nido @

| Name Status Parent .. Type Subtype Primar

B Sponsor1 Spon... e

Figure: Filter Sponsors
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How to 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. You have successfully marked
your sponsor as unfavorite and the user will receive a notification as successful.

@ @ B i (D
Sponsors Sponsors
© add & Export © Add & Export
Show Favocites Only Show Favorites Only
1 Organizations 1 Ovganizations
b Nars t rovt ype § P ~
[+] m soore HLESE =D spon

Figure: Add and Remove Favorites

Defining Sponsor Settings

To define sponsor settings, follow the steps below.

1. Click on the "Sponsor" tab located in the navigation link on the left side of the screen.
This action will redirect you to the "Sponsor" grid view where all Sponsors at the
global level are displayed.

2. Click on the Sponsor name.

Sponsors

l ‘ © Add <. Export

‘, Show Favorites Only

Trial Interactive 1 Organizations

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

Figure: Define Sponsor Settings
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3. On the Sponsor Details screen, click on the “Setting” button in the top-right of the
screen. This will redirect you to the “Sponsor Settings”-> Milestone Template’s”

screen.
Sponsor 1 [ AcTv |
# 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: How to Add,
Delete, Publish, Copy, and so on. Refer to Chapter 11. Milestones section.

Creating a Product for a Sponsor
To learn how to navigate to the Sponsor list. Click here

Steps to create a product for a Sponsor

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

Sponsors

l ‘ © Add L. Export

‘, Show Favorites Only

Trial Interactive 1 Organizations

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

Figure: Create Product for Sponsor - Access sponsor
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2. Click on "Products” from the navigation link to the left side of your screen. It will
redirect you to the “Products” screen.

£ sponwoc

"
Sponsor 1 «

Products

Create Product

~ Sponsor 1 Products
S womon

- OAadd ~ion

0 Products Status * Status Date *
1 it 05 Dec 2024

Sponsor *
i Sponsor Detaits B Sponsor 1
.g Pm Indications 0 Indications

m m’ Descripbon

Cancel Create and Add Another Create
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:

¢ Make sure all mandatory fields (marked with a red asterisk *) are filled out before

attempting to save the product.
e The “Sponsor” field is predefined and cannot be edited.
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Creating a Program for a Sponsor
To create a program for a sponsor, follow the steps below.

1. Click on the name of the sponsor to which you want to associate program.

Sponsors

l ‘ © Add <. Export

[v Show Favorites Only

Trial Interactive 1. Organizations

! Name Status Parent...

Dashboard
ACTIVE

Programs

Products

Figure: Create a Program for the sponsor

2. On the "Sponsor Details” page, click on the “Program” link in the Navigation menu on

the left side of the screen.
3. You will be able to see the “Program Details” Page. To create the program, click on

the “+Add” button at the top of the grid.

o w1 Programs Create Pr‘r;g"nm o x
g  Sonson
- 2 bl ’ Program Nama * Numbar
ow ‘ Stat Status Date *
|
1 Program) 05 Dec 2024 x -
i Sponsor Desalls - B Sponsoc 1
Froducts ®
"0 Products
& Studles
B Gues
B Reates Organizations -
¥ conway
0 v "’W Cancet Create and Add Another m
Figure: Create a Program at the Sponsor level
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To create a new program and the associated actions, refer to Chapter 4. Programs
section.

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

Use the calendar widget to easily select the status date.

Review all entered information for accuracy before clicking the "Create" button.
If the program number is too short or too long, adjust it to meet the 3-t0-255-
character requirement.

CL: Public
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CHAPTER 4. PROGRAMS

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 Program which will open 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 Create

L BioagrarTs

) Programs

‘ 0” 8 Dene X Export

Fragram 1
80 Programs
: O 05 Meae 7024 0
Trial Interactive 51 Depantvne 05 Dec 2024
Dor
- B i Co o -
. o £ 10th Concontranon 1,0 x
Producty >
Suibes
Organizations »

Actairy Plan Templates
Milestine Tiewlates

cEORE K E
5
i

20 v | bertage

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.

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

2025 TransPerfect Translations International, Inc. (TransPerfect).
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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 will appear if the user clicks on Create and any one of the mandatory
metadata fields is blank.

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

e If the user selects Cancel, the system will discard all the changes made to the Create
Program window.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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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 Program which will open the Program
screen with a list of existing Programs.
2. There are two methods to edit the Program details.
Method 1

1. Click on the “Program Name”.

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.

2025 TransPerfect Translations International, Inc. (TransPerfect).
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Program 1 Program 1

=N
S PROGRAM -
= 10th Concentration 1.0

Sponsor 12th Conference 1.4 & Edit | A Collapse All

Program Information

Number Program Name
Program 1
Products g
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 section.
4. On the Project Management screen, perform the following.
a. Change Status:
i. Click on Change Status.
ii. On the Change Status screen, update the Status*, and Status Date* and
enter notes if required.
iii. Once the required changes are made, click on “Change” and the
respective status-related field will be updated with the latest status,
date, and notes if any.
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Change Status

Status *

Status Date *

05 Dec 2024

Nates
EFIEN B !V

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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5. Once all the details are edited/updated, click on ‘Save’.

Program 1 Progra m 1

S PROGRAM

S .
= 10th Concentration 1.0

Sponsor 12th Conference 1.4 'O Cancel ¥ Expand All

Program Information

Project Management

Products

Studies

_ Planning Information
Sites

Organizations

Figure: Save edits

Method 2

1. Click on the checkbox for the particular Program.
2. Click on the Edit (pencil) icon to edit, it will redirect you to the “Program details”
screen.

3. Follow the steps detailed in Method 1 to edit and save all the Program-related details.

Programs

‘ © Add @ Delete X Export
81 Programs | “=lected

Program Name Status

Do

& UAT005 2.1

Trial Interactive

g% Dashboard

Sponsors

2 UAT003-013 2.1

Products & 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 2

© Add ¢ Edit |@ Delete | & Export

81 Programs 1 Selected

o !l Program Name Status

Pr ogram 1 PLANNED

‘ Confirmation O X

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

ot 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

Filters

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

1. To apply filters to the Program screen, click on 'Filters” situated on the right-hand side

of the Program screen.
2. Click on the ‘All Filter’ dropdown to select and apply the required filter from the

available dropdown options.

Programs
© Add & Export
Status All Show Favorites Only @ v Filters

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
© Add . Export
‘ Status All v ’ ’ Show Favorites Only ]

81 Programs

Program Name Status

2

Program 1

Iy,

UATOO0S 2.1

14

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

Programs

© Add . Export

’ Status All v ’ \ Show Favorites Only ‘

81 Programs

Program Name Status |

v

S

= Program 1

S UATO005 2.1

Figure: Mark as Favorite

2. Click on the same icon again to remove that Program from the favorites list.
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CHAPTER 5. PRODUCT

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.
Type* Select the product type from the available dropdown
options.

e Combination
e Custom
e Device

¢ Medicinal

Status* Select a suitable status from the available dropdown
options.

e Planned: Product is planned

e Active: Product is currently being actively used
e Approved: Product has been approved

e Archived: Product data has been archived

e Cancelled: The product has been canceled

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

e |In Use: Product is currently in use
e Inactive: Product is not currently in use

e Pending Approval: The product is pending an
approval

e Postponed: Product is postponed until a future date
e Terminated: Product has been terminated

Note:

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

Indications Select one or more indications from the available dropdown
options.

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

Description Enter a suitable description for the product.

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.

i - Products

Products

l ‘ . Create Product 9 =

Trial Interactive 8 product == —

Status * Status Date *

03 Dec 2024

kgﬁ

il B 12th Canference 1.4 Cacne I
W Prodvcs 1

Indwcations 0 Indications

Actvities Library
Actvity Plan Templates
Milestone Templates

oIS
o

Cance Create and Add Another o

20 v Perpoge
Figure: Create Product
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Important Behavior of Creating a Product

e An error will appear 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 will save the initially created
product and enable creating a new product right away.

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

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 61 of 365



‘= TNRIT‘?EII-?ACTIVE TI CTMS v2.1 - User Guide v1.0

Editing and reviewing a product

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

3. From the left-hand navigation links, click on the Products which will open the
Products screen with a list of existing products.

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

Method 1

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

Products

© Add &L Export Y Filters

154 Products

Il Product Programs Status Type Modifier Qwmer Sponsor
i|F Device a & 12th Conl
: Device 2 ® Under T
m Combination & 8 Research
] Combination - & For Teen
] APFROVED Custom F 3 2 12th Conf...
Figure: Select a product to edit
7. On the Product Details screen, click on the Edit (pencil) icon.
Product 1
W 12th Conferenc..

Z Edit ¥ Expand AN 9 Edit Histor
Product Information (2]
Froduct Name PFroduct A

Product ¥
Regulstory dentifers O Idemtifiers
B 12th Conf =14 *
Indicavons O indications
Device
Stals Date
03 Dec 2024 Change Status

Figure: Product Details screen
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8. Make the required edits in the Product Information section along with the following.

a. Change Status:

Click on Change Status.

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

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

Product 1

8 12th Conferenc,..

# Edit v Expand Al

Product Information

Product Name
Product 1

Sponsor
M 12th Canference 1.4

Owiner

Statiss

Sratus Oate

o oeczos

Q| crongesus |

Stitins Notes
)
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.
2025 TransPerfect Translations International, Inc. (TransPerfect).
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Product Information

Product Name *

[ Product 1

Sponsor *

[ B 12th Conference 1.4

ACTIVE X v ]

Status History 9 o x

=

Change Status J

o D Status History

Figure: Status History

c. Regulatory Identifiers

i. Click on the Regulatory Identifier edit (pencil) icon

ii. Click on +Add to add a new Regulatory identifier

o @

0 Regulatocy IdentSers

wrs 0 ldantifinr

LN

m 0 Indications
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Figure: Add Regulatory identifiers

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 o 3

©
| O swen | *
0 Regulatory Mdentifiers
(=] [Vei= ]

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.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 65 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Edit Regulatory Identifiers a x

OAdd J Edit @ Delete
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Drug Safety Code 174
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Figure: Save the new Regulatory Identifier

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

@ 12th Conferenc...

@ save O Cancel ¥ Expand All

Product Information

Product Name *

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

Status Notes

Figure: Save the edited product details

Method 2
4. Click the checkbox for the particular product

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

6. Follow the steps detailed in Method 1 to edit and save all the product-related details.
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Figure: Edit Product details
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Deleting a Product

To delete a product, follow the steps below.
4. Select a product (s) by clicking on that product checkbox.

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

6. Click on Delete to confirm the product deletion.

Confirmation

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

= - T

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.

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

6. Click on the All 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
OAdy # Bt B Daiste X Export
AC
Status A Show Favorites Only a
Apprt d
Archived
I Canceled
/ & d a sSu
/ =1
& In Use B £
& 8 for
| ve
& V.
Dn H
& 8w 1
Pending Approval
! a T

Figure: Apply Status filter

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

© Add X Export

Status All v ’ ' Show Favorites Only @ |

1 Products

Product Programs Status

D I HW-Injection 22

Figure: Show Favorites Only toggle

8. Click on each header's Up and Down arrows to sort the columns in ascending and
descending order, respectively.

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

135 Products

.Droduct Programs Status
Il 10th Concentration 1.0 APPROVED
Il 10th Concentration 1.4 2 Diagnova 5

I 10th Concentration 1.5 22
Il 10th Concentration 10
Il 400-400TAU

I 7th Try a2

Figure: Sort column in ascending and descending order
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Marking a product as Favorite

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

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

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

135 Products

Product Programs Status

§

I Product 102

I Product 1-1

Figure: Mark as Favorite

4. 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.
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CHAPTER 6. STUDIES

Pre-Requisites

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

Navigate to Studies
To navigate to the studies module, follow the steps below.

1. Click on the Studies link in the Navigation menu on the left side of the screen. It will
open the Studies screen.

t O-
l) Studies
‘ © add & Export Y Fitters

170 Studies
Trial Interactive | tame rolocor Ramber =t ' i
& Hope for Wellne E35.AX Publithed T 2 HW 4
& HW - Stugy 172024 1232024 Draft | 1l (
{
& UAT Spor FProla 2111212024 Published B A (
& UAT.00% 2 UATDO2.018 2.1 & o -] " (
A S{06 2 UATDO6-004 2.1 Published = a3 " Pt
a SUbjCLUAT 2 UATOTY 28 Pulitshed - B ] (
& aTeen Study 2.1 182 Published B¢ l 0
& UAT 122 Pubidished -] 1] o

Figure: Navigate to Studies
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Add Studies

To add a study, follow the steps below.

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

Studies

© Add &= Export

170 Studies

l Name Protocol Number
A Hope for Wellness 835-AX
A& HW - Study 122024 1232024

Figure: Add Studies

2. On the ‘Create Study’ window, enter the mandatory metadata to create a study
(Sponsor, Protocol Number, Protocol Title, Status, Status Date, Primary Product,
Phase, Design, and eTMF Location). These fields are marked with an asterisk (*) next
to the field title. You may also enter any additional information as necessary.
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Create Study 0 X

Sponsor *

Protocol Number * Study Name

Protocol Title *

Types 0 Types
v
Owner
Status * Status Date *
06 Dec 2024 X =

Figure: Create a Study

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

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

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

6. To create a study, click the ‘Create’ button. If you wish to cancel the study creation,
click the ‘Cancel’ button.
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# Planned Trial Sites

Virtual Study 0 C
# Planned Subjects Entered Trial

Subject Tracking & 0 2

v

Is this a blinded trial

Figure: Create Study Fields

7. 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.

o Confirmation b

Confirm that the eTMF for this study is located within USA

Figure: Create Study confirmation message

8. 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.
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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

© Add | #" Edit | & Export

2 Studies 1 Selected

l Name Protocol Number Status
H A Healt... 1234567889 D‘
A Healt... 1128-4202022

Figure: Edit Study

3. Make any necessary changes to the Study Details by expanding the sections.
4. Click the 'Save’ button for the changes to apply or to discard the changes click on the
‘Cancel’ button.
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Figure: Study Settings
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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.

Studies

© Add | #" Edit | & Export

2 Studies 1 Selected

l Name Protocol Number Status
H A Healt... 1234567889 D‘
A Healt... 1128-4202022

Figure: Edit study to access settings

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

@ Health well Health well
J0Y n

# Edit v Expand All 9 Edit History
& Settings
#& Dashboard General Information B
i Study Detaits-
S it Protocol Information

Sites Project Management

Figure: Study-specific settings

4. To edit the general study setting, the user needs to click "Edit" in the study settings
window at the top-left of the screen.
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Health well General
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Site Visit Types Site Auto-naming Rules (8]

Figure: Edit Study Settings

5. Make any necessary changes in the "Study Settings General” window by expanding
the sections and click "Save" at the top-left of the window.

@ Health well General
D Cancol ¥ Expand Al D Edit Hist

General Settings

o
ary

Publish Study @

Milestone Templates Monitoring Information i
A Permissorn

Import Reviewers &8
Fields

to Visit Typos Site Auto-naming Rules &

Figure: Save settings.

Note: Turning off Subject Tracking in General Settings will prevent the creation of subject
records. Actual subject enrollment statistics are still rolled up from the site level.
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Defining Study Partners

To define study partners, follow the steps below.

1. Follow the steps to access the Study Details mentioned in the Edit Studies sections.

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

3. Click on the [+] sigh next to the ‘Partner Information’ to expand that section. Click on
the Edit button in the top-left of the screen. Refer to the below screenshot.

5 Make the necessary changes in the partner information section.

6 Click the Save button in the top-left of the screen.

Health well Health well
DRAFT aauisy =l

# Edit ¥ Expand All O Edit Hestor
Intformead Lonsent H

Partner Information (2]

Cata Management Partnes

Lad Handling Partner

Figure: Study Settings - Partner Information
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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. It will redirect you to the studies screen.

2. Click on the Study Name and It will redirect the user to the Study Details screen. From
the navigation pane, Click on the Dashboard. It will redirect you to the Study’s
Dashboard.

3. Refer to Chapter 2. Dashboard section.

Study Milestones

To access the Study Milestones section, follow the steps below.

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

2. Click on the Study Name and It will redirect the user to the Study Details screen. From
the navigation pane, click on the Milestones.

Note: Refer to Chapter 12. Milestones section for detailed information on Milestones.

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

4. To apply a filter, click on the Filter button from the top left side of the screen. Refer to
the below screenshot.

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

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

Hope for Wellness « . o
Hope for Milestones
= Weliness
-
| ovne © Settings
L ogort & Ut ¥ Finers|
Classification Risk Status & Completed Date A Due Date £ Planned Date

Shaw Favarites Only Loval Sty

15 Available Mitestones 1 Sort By 5Ll

Not Set Not Set Not Set

CDM 2 Planned Date mpiwted Date

CMD Popuiation

Not Set Not Set 07 Aug 2024

smpluted Date

emnnmmme  Closeout
"
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Study Countries

Defining and Editing Countries within a Study

To define and edit 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

l ‘ © Add . Export

1 Studies

I Name Protocol Number Status

.‘.I“"";-;JE for Wellness l e 835-AX m

Trial Interactive

Dashboard

Sponsors

Pr-jgm'm

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.
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Study
Hope for Wellness ~

Hope for Countries
Wellness
- STUDY
© Add e
Sponsor Health Well Meds - HW 5 Countries
Products HW-Injection ...
1 Country
@ Peru
Dashboard
@ Argentina
Study Details
. & Mexico
Milestones
@ Canada

. Export

Country Code

PE
AR
MX

CA

Figure: Add Country

5. On the Create Study-Country window, enter the mandatory metadata required to

Create a region, such as
a. Country,
b. Owner,
c. Status, and
d.

Status Date. These fields are indicated by an asterisk (*) next to their titles.

Enter any additional information, as necessary.

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

window is closed.
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Create Study-Country 9 o x

Study

Hope for Wellness

Country * Country Code
Australia X v AU
Owner *
Admin 003
Status * Status Date *
UAT Status 2.1 0 x v 06 Dec 2024 X B3
Regions
M Region 1 x X v

e

Figure: Create Study Country form

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

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

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

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 85 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Countries
© Add :l “(:g:er»;- &L Export Y Fliters
6 Countries
Australia
9 Austr IN & Admin,
! General Information -}
aren  w s
ountry
&) v AR & Australia AL
- Mx 3 Study Namu
- Hope for Wellness
- ca -
@ us [ Acrve | :
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Figure: Edit Countries within a Study

Reviewing and Tracking Country Details

To Review and track country details, follow the steps below.

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

Hope for Countries
Wellness
A STUDY
© Add o Export
nsor Health Well Mads - HW 6 Countries

HW-Injection ...
| Country Country Code Status

UAT STATUS 2.1

Dashboard

Q Peru pE
Study Details
@ Argentina AR

Milestones

B EE'

Sites @ Canada CA
== Site Visits @ United States us
Subjects

Figure: Review and Track Countries within a Study

2. Click on the Country Details tab.
3. Click on the Edit button.
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Australia Australia
Q@ snarcauwm

Country Information

Country Management

Subject and Recruitment
Informed Consent
Additional Information

. Close Country (6]

Figure: Access Country Details

4. Make the required changes by accessing each section and clicking on the Save button.

rudy Study Co

Hope for Wellness ~ Australla ~

Australia Australia
Q TUDY COUNTRY

LIAT STATUS 2.1
® save | O Cancel ¥ Expand Al

dy Hope for Weliness

Country Information

Country Management

Subject and Recruitment

Informed Consent

Additional Information

Contacts

Close Country

feam

Figure: Save changes to country details
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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 in the list you want to edit and click on it. This opens the
dashboard for the country.

Hope for Countries
Wellness
STUDY
m © Add . Export
DONSOf Health Well Mads - HW 6 Countries
HW-Injection ...
| Country Country Code Status
Dashboard
@ Peru PE [ Acrve |
Study Details
@ Argentina AR
Milestones
8 Mexico MX
Sites @ Canada CA
Site Visits @ United States us

Subjects

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
Q STUDY COUNTRY
A+
iy Hope for Wellness
© Add o Export
| Y Fllters
Dashboard
2 0 Records
2 Country Detalls
Milestones 1] Name i Status
Figure: Add Site to Country
5. Fill in the required information and click Create.
Create Site in Australia g X
General Information
Study *
Hope for Wellness (1)
This is a satellite site
Site Number Principal Investigator *
0 v
Site Name
(2]
Status * Status Date *
06 Dec 2024 X 0
Site Organization *
v
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 Countries
Wellness
A STUDY
© Add . Export
or Health Well Mads - HW 6 Countries
HW-Injection ...
! Country Country Code Status
UAT STATUS 2.1
Dashboard
@ Peru PE

Study Details

Argenting AR
Milestones

B Ml

Sites Q@ Canada CA
=a Site Visits @ United States us
Subjects

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.
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Study Study Country

Hope for Wellness ~ Australia ~

Organizations

© Add & Export

Dashboard
Country Details 0 Organizations

Milestones Name Status Parent
Sites

= Site Visits

Subjects

Figure: Add Organization within a Country

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 which you wish to associate a contact.
2. Click on the name of the country to which you wish to associate a contact.
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Hope for Countries
Wellness
STUDY
© Add & Export
r Health Well Meds - HW 6 Countries
Q.V'-,’.H‘_\- Hon ..
| Country Country Code Status

@ Pery pE  acve |
@ Argentina AR m
- , Mexico MX

S @ Canada CA [ acTve |
Site Visits @ United States us m

Dashboard

Study Details

Milestones

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. Refer to Chapter 9.
Contacts.

Study Sites

Study Sites Pre-Requisites

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

Associating Sites within the Study

1. 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.

2. Click on the study name to which you want to add Sites. The dashboard for the study is
displayed.
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) Studies
‘ © Add 2. Export

Trial Interactive

1 Studies

I Name Protocol Number Status

L[—*«:-;;c— for Wellness l e 835-AX m

Dashboard
Sponsors
Programs
Products

& | Studies | X 1

Figure: Select a Study to associate a site

3. Click on the Sites link in the Navigation menu on the left side of the screen. This opens
the “Sites” window, and all the sites are listed for the study.
4. Click on the Add button at the top-left of the screen. This opens the Create Site

window.
Stuagy
A
Hope for Wellness ~

- STUDY

Health Well Meds - HW
Products HW-Injection ... All -
© Add o X Export
Dashboard

Study Detalls 0
| Y Filters |

¢ Milestanes

Countries < 16 Records

1] Name ¢ Status

Figure: Add Site within a Study

5. Enter the mandatory metadata to create a site i.e., Site Number, Principal
Investigator, Site Organization, Site Location, Owner, Status, and Status Date as
indicated by an asterisk (*) symbol next to the field title. Enter any additional
information, as necessary.
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a. If the site is a satellite site, this is also where you would identify the parent site.
Please note that the parent site will need to already be created and associated
with the study before identifying a site as a satellite site.

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

Note: The Site Number field is limited to 5 characters. Satellite sites can either have a
unique site number or they can use the same number as the parent site.

6. Click Create or Create and Add Another depending on whether you intend to create
another site.

Create Site e o X

General Information
Study *
Hope for Wellness (3 ]

Primary Site *

This is a satellite site ‘ v
Site Number Principal Investigator *
© v
Site Name
Status * Status Date *
P
06 Dec 2024 X &3
Site Organization *
v
Site Location *

Cancel Create and Add Another G

Figure: Create Site form

7. Once the site is successfully created users can click on the Site name to access the site
and the required settings.

Editing a Site in a Study

To edit a site in a study.

1. To access a site created with a study, follow the navigation steps detailed in the
Associating Sites within the Study section.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 94 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

2. Select a site by clicking on the checkbox and click on the Edit button from the top

menu bar.
© Add |# Edit | @ Delete X Export & Unlock

Dashboard .

‘ ‘ | Y Filters |
Study Detalls ‘
Milestones c 17 Records ' “clected
Countries .

1] Name i  Status

Site Visits = ke _
| DI

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

H Organization 1 & Adam julie

Cancel v Expand All D it History

3

Site Information

Site Management

Informed Consent

Contact Information ®

Subject and Recruitment

Figure: Save changes to site details

Associating an organization with a site

—

Navigate to the Site to which you wish to associate an organization.

2. Click on the Organization link in the Navigation menu at the left side of the screen. This
opens the “Organization” window.

3. Click on the Add button at the top-left of the screen. This opens the “Add organization’

window.

)
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Hope for Wellness ~ Site1 ~
Organizations

rganization | © Add X Export

1 Organizations

Name Status Parent Organizati., Type
Dashboard ? i P

ety Organization 1 m B 1.2 Therapeu.. Clinic
Site Details

Milestones

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.

Managing Site Contacts

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

Tracking Informed Consents (ICFs) for a Site

To track informed consents (ICFs) for a site, 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 Informed Consent section.

3. Click on the +Add button.
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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
Site Details 0 Informed Consents
Y 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 ¥ ExpandAll

Informed Consent

® save “ Cancel
Dashboard
i SiteDetails 0 Informed Consents
Milestones Name Effective Date
SR Study Amendment ICF Template X v 26 Apr 2023
Subjects

Figure: Save newly created informed consents
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Tracking Site Addresses

To track site addresses, 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.

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 e

Address Type *

Organization *

N - X

Figure: Site Details - Contact Information

Note: Only addresses associated with the selected site organization are available for
selection.
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Closing a Site
To close a site, 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 Close Site section.

i Site 1

B Organization 1 & Adam Julie

@ save O cCancel ¥ ExpandAll

Contact Information

Subject and Recruitment

Additional Information

Sublject Visit Close Site

All data will be locked after the site s 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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Study Subjects

Tracking Subjects

1. To access a site created with a study, follow the navigation steps detailed in the
Associating Sites within the Study section.

2. Click on Subjects in the Navigation menu at the left side of the screen. This opens the
“Subjects” window.

3. Click on the Add button at the top-left of the screen and This opens the Create Subject

window.
site 1 Subjects
SITE
Al +

Pl Adam Julie
Organization Organization 1 © Add L. Export

Dashboard

Z23 0 Records
Site Details
1] SubjectID ¢ Current Status
Milestones
Site Visits

Figure: Add Subjects at a Study level

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

5. Click on the Create button.

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

Study *

Hope for Wellness (i ]
Site ¥

Site 1
Subject ID *

123
Status * Status Date *

Screened ® x v WiocpRFIPE X
Date of Birth Subject Initials

year =

Cancel Create and Add Another ]

Figure: Create Subject form

Note: Subjects will not be displayed for navigation when Subject Tracking is turned off within
Study > Settings for the study.
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Editing a Subject

To edit a subject, follow the steps below.

1. Click on the Subjects in the Navigation menu at the left side of the screen. This opens
the “Subjects” window.

2. Click on the checkbox before the Subject name or the edit button. A quick view panel
will display on the right side of the screen.

3. Click on the Edit button.

4. Make the required changes and click on the Save button.

. 123
Subjects -
© Add Visit
,ﬁ -+ view Opt
Subject Details A Collapse All
© Add @ Delete X Export [B Transfer
. Subject Information (]
e
TR 0
Y Fliters SubjectiD * Subject Initials
v 123
= 1 Records
9 Date of Birth Site
v 1} Subjectin Current Status Screaning
" year <51 Site 1
|
4 123 SCHEENED &
| Enrallment 1D Randomizaton 1D

Screening Number

l—l-, “{o; m

Figure: Edit Subjects - Method 1

To edit a subject using another method, follow the steps below.

1. Click on the subject name.

Subjects

Al +

OAdd S Edit @ Delete X Export [BsTransfer

Y Filters
< 1 Records '
11 SubjectiD : Current Status : Screening Number : Subject Initials : Site
v $ 123 ‘ SCREERED ‘ ’ l & site
Figure: Edit Subjects - Method 2
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2. Click on the Edit button.

123 123

% Siee 1

Subject Information

Subject History
Summary Information

Additional Information

Figure: Subject Details screen

3. Expand each section and make the required changes.
4. Click on the Save button.

123 Scnitneo
2 Site 1
© Save D Cance A Collapse All D Edit History
Subject Information -]
Subjectip ¥ Subject Initiats Screening Number
123
Date of Buth Site infarmed Consent
Signature Date
ear =] Site 1 Name
Y Add
Enrolimaent IC Randomization 1D » Informed Consent - History
Figure: Save edits made to subject information
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Reviewing Subjects Within a Study

1. 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.

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

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

site 1 Subjects
L s
© and & Caport
Y n
O 1 Records
) Current Status Norb * Scrunt.
: ‘ i [ voermeu |

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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Tracking Subjects Visits

To add or edit subject visits, follow the steps below.

1. To access a site created with a study, follow the navigation steps detailed in the
Associating Sites within the Study section.

2. Click on Subjects in the Navigation menu on the left side of the screen. This opens the
“Subjects” window.

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

4. Click on the Subjects Visits in the Navigation menu on the left side of the screen.
5. Click on the Add Visit button.

1 Subject Visits | 8 Applyschedule

Subject Details

informed Consents

Subject Activities

Visits will be here

© Add visit

Figure: Add Subject Visit

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

7. 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.

1. On the Subject Visits screen, select a visit by clicking on the checkbox.
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 apply secneaule Visic
06 Dec 2024

I General Information Jo
© Add visit E o Delete X Export & Unlock

Visit Name

Visit1
Y Fliters =
Visit Reference ©
= 1 Records oft By ‘
1 Visit Name : Visit Type : Visit Staty yise
. 0 B Visit1 COMPLE
s ¥

Completed 0 >

Visit Date ¢ 50V Date

ol - [

Figure: Edit Subject Visit

Note: Delete, Export, and Filters functionalities are similar across 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
‘ © Add & Export

1 Studies

1 Name Protocol Number Status

B354 (e

Trial Interactive

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

2 Wellness
TURY o & Export
It W Mae 6 Organizations

Narme Sraty Parent Organizat Type

Sponsaor

Sponsor

Sponsor

IRBVEC

ACTIVE IRB/EC

IRB/EC

Figure: Add Organization within a study

5. Refer to the Chapter 8. Organizations for standard steps to add and edit
organizations.
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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

l ‘ © Add £ Export

1 Studies

1 Name Protocol Number Status

.‘.[—4-:-;;': for Wellness ] e 835-AX m

Trial Interactive

Dashboard

Sponsocrs

Programs

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.

Hope for wellness  Contacts
[ stamee | Al

o XL Export

Y Fliters o
lashboaoard
< 4 Records
Icly !

Centact : Status : fob Title i Cantact Role

Countrie a Pharmacist
- m Study Coardinator Biostatistician
o m Chinical Research Coord|
& ACTWVE Data Manager

Figure: Add Contacts to Studies

5. Refer to the Chapter 9. Contacts for detailed information on creating contacts and
associated functionalities.
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Study Team vs Access Permissions

Tl CTMS separates the study team from access permissions for the study. Managing the
study team is done from the Team area at the study level by using the navigation links at the
left side of the screen.

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.

INFAENES

5.

Add Team Members e 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? @&

S - [

Figure: Add Team members within a study

Edit team member details

To edit team member details, follow the steps below.

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

3. Make changes in the Quick View panel on the right-hand side.

4. Click on the Save button.

)

Y Filters ©

Z 46 Records

Name P Team St Role ! SwantDote

07 N 2002, 10:30 4
01 Now 2022, 09:30 4
" 17 Now 2022, 10:30 4
10 Jan 2023, 10:30 A

10 Jan 2033, U3:30 A

A
BORaQe

- = >

06 Apr 2023, 0930 A

D 1 ACTHE 17 Now 2002, 10:30 ‘ o

Team g a
=3

O Add [:] © Romovn 2 Expant e

Clinical Project Manager

Start Oate * Enet Date

17 Nov 2022 X 0

eral Information

Holly A

Rivers

m A

nlernal ser o

oo m m

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| @ BulkEdit & Export

I Q Search ][ Y Filters @ ] Clear Values

< 46 Records | Selected

| Name ¢ Team Status i Role

E
Remove User from a Team 0 x |

Do you want to remove User from the Team?

User

‘ Cancel Remove e

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.

INFRENES
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Team Bulk Edit

Please select the fields you wish to bulk edit for the 2 selected records
All + 9

Eoe] 2o [Comoer @

Y Filters @  Cle VA VIRV LA
¥! End Date © Set Value as Blank
© 46 Records | ol -
. Y I pecifiedar d
Name : Team Status
B [ acrive |
B [ aciive |

T e [SURSIN coit 2 Records [ 4 ]

Figure: Bulk Edit Team Member details

Export

To export Team member details, refer to the export process detailed in various sections of
this guide.

Some important points to note about managing study team members are:

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

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

Users will see an ‘Access Permissions’ button at the top-right of the Study Team area. Clicking
on that button will take you to the Site or Study Settings area as appropriate and the Access
Permissions menu. Users can also navigate directly thereby accessing the settings area directly.

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 e B x

List of Invited Users

Users 1 User®

Pending

Set permissions

Advanced

Access Permission * End Date

X @ v | | day monthyea s

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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Access Permissions E£dit Study Permissions 9 o

fl

Set permissions I

Simpile Advanced

. » et o
Access Permission ind Date

Study Manager < 0 v -

Figure: Edit Study Permissions

(20 v ParPage

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.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 116 of 365



‘= TNRIT‘?EII-?ACTIVE ‘ TI CTMS v2.1 - User Guide v1.0

Access Permissions

7 Users 1 Selected

° Name 1

&

Status

‘ ACTIVE

Remove users from Access Permissions

Do you want to remove users access permissions?

User(s)

Cancel Remove 9

© Add | EBHEdit Permisions]e Activate  SSRemove & Setas Of

[

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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Current Owner is

New Owner will be

Do you want to change owner?

. o [

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
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Defining Study-Specific Regions

To configure 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.

Create Region

Reglon Name *

Region 1

Countries *

Q@ United States x

State/Province

New York =

Cities

Cancel l Create and Add Another e

Figure: Create Region at a Study level

Note: To enter the State/Province and Cities values you must 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

pis STUDY
STARTUP _
- © Add | ¢ Edit | T Delete X Export
Sponsor Health Well Meds - HW
Products HW-Injection ... 2 Regions 1 Selected
Region 1

N North America

General

M Region 1

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
y 8

@ save | O Cancel = Collapse All

Region Information

Region Name *

i Region Details Region 1

Country 1 Country®

@ United States x X v

Stote/Province 1 State/Province

New York = X v

Figure: Save changes to Region Details
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Change of Principal Investigator (PIl)

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.

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

Crganizations

Principal Investigator *
% Contacts Adam Julie Chinge
Team
Site Name *
Activities Site 1 © < Regenerate
Activity Plans
Site Organization
Payments B Orzanization 1 | Change

D Organizations History

Figure: Change Principal Investigator

3. On the Confirmation popup, click on the Yes button.
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Confirmation

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.

Change Principal Investigator

Q

General Information

Middle Name

Prefix First Name *

Suffix

25t Name *

job Title Contact Role *

Principal Investigator

*

Status

Start Date End Date

Phone Numbers

© Add

Figure: Change Principal Investigator form
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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 Tl;f Wellness ~ Site1 ~ 0 4 o )
Payments P2}

r‘
=

Payment Status A I o I
100 Payments

Arm... 4849 elec... Visit 3,0... usp Aw 202... 957 202..
it
7040 elec... Visit 45 . usp Aw 202... 3 202..
nizatic
lan 6392 elec... Inv... 7.5, usp Ne 202... 139 202,
\ AICTS
. Ele... 8018 elec... Inv... Tk usp Ne. 202... 162 202..
Activines Xen.. s elec... Visit 7,0.. usb Aw 202... 507 202..
ty Plans Led 2952 elec.. Visit 1.7 uso Aw 02 949 202
20 v  PerPage . 1 5 Next »

Figure: Payments View
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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

Study

Hope for Wellness ~

@
Hope for Fields

Wellness

STUDY

nsor Health well Meds - HW

¢ Milestones

Products HW-Injection ... i3] Sites
A Studies
General @ Countries e
Regions

& Subjects
¥ Milestone Templates
B Subject Visits
Access Permissions

% 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 and
6. Click on the Add button.
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[l @ 2opn
1 Dynamic Fields
1
Add Domain-level Custom Fields to Study o x
= Export Y Filters

3 Dynamic Fields

Name Descrip atus Required Readanly Syster
Milest.. Number milest...
20 v PerPage ‘ 1 f1 N »

e EHO

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 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

2.

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

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.

Hope for Wellness  Sjte Visit Types
A STUDY
STARTUP
[ stARruP | O Add §
Sponsor Health Well Meds - HW floAdd Site Visit Type(s) |
Products HW-Injection ... &+ Create New
..... Label
Call Visit Call Visit
General Close out Close out
i1} Regions Evaluation Evaluation
Milestone Templates Initiation Initiation
Access Permissions . )
Interim Interim
Import
Unblinded Unblinded
Fields

Figure: Add Site Visit Types
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4. Select the values by clicking on the respective checkboxes and clicking on the Add

button.
Add Domain-level Site Visit Type(s) to Study 0 X
Value Label T Type Checklist T... Additional Unblinded Active

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

ot [N

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 required details and click on the Create
button.
Create Site Visit Type mp S
Value * Label

Unblinded site visit type

Checklist Templates 0 Templates

Figure: Create Site Visit Type

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 128 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

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.

Study

Hope for Wellness ~

Hope for Wellness  Subject Statuses

il S TUDY
O Add

13 Statuses
Name Status

Withdrawn

Treated | INACTIVE

Enroliment Tracking

Screened

Subject Visit Types
Enrolled
Subiect Visit Schedules

Screen Failed m

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

UAT Subject Status 2.1 UATO013 Subject 2.1

UAT Subject Status 2.0 i i) UATO13 Subject 2.0

UAT Subject Status 1.6 UATO13 Subject 1.6

20 v PerPage < { 1 |

S

Figure: Add Domain Level Subject Statuses to Study

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

O Add | &S Remove

13 Statuses 2 Selected

m Name

Withdrawn

Treated

Confirmation B X

Do You want to remove selected Status(es) from this Study?

Cancel EIN G

Figure: Remove Subject Statuses
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7. Click on the Enrollment Tracking option and Add, Delete as well as Export the
required details.

< :
Hope for wellness — Enrollment Tracking

R
~
STanrur
O Add b A Export
| Mt
s HW ! 8 Statuses
Status Title
Withdrawn Withdrawn
Screened Screened UAT 2.1
Attive Active
ihiect y I
Envolled Enrolled

Subject Visit Schedules

Screen Failed Screen Faled

Completed Completed
Lost o Follow-up

Lost Lo Followeup

Randomized Randomized

Figure: Enrollment Tracking

8. Click on the Subject Visit Types and Add, Edit, Delete, Set as Default, or Delete the
required details.
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Hope for Wellness ~ Subject Visit Types
| s | © Add ~
i i 7 Items
t
Value Label
Cycle 2 Cycle 2
Subject Statuses Enroliment Enroliment
Enrolimernt Tracking Follow-up Follow-up
Cycle 1 Re-Screening
subiect Visit Schedules
Screening Screening
Treatment Treatment
Unscheduled Unscheduled

Figure: Subject Visit Types

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

Hope for We"nessOSubject Visit Schedules

STUDY
iS5k © Add

rsor Mealth Well Meds - HW

s

Products HW-Injection ... 5 Schedules

Name Protocol Reference Status

B Second Treatment Schedule Amendment 2 PUBLISHED
Subject Statuses

B Amendment 3 Treatment S¢... PUBLISHED
Enroliment Tracking

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

B8 Amendment 1 Treatment Sc.., Protocol Amend...

B Initial Treatment Schedule Initial

Figure: Subject Visit Schedules
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CHAPTER 7. SITE VISIT DOCUMENTATION

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

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

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

To navigate to the site visit, follow the steps below

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

) Studies
© Add X Export
‘ 2 Studies

| Mame Protocol Numbet Status
Trial Interactive
&
-
Dashboard
R
- [ STARTUP |
Sponsor
F rAr
Product
ganizat

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.

=

a

Study

Intense Oversight |[Ntense Ove rSIght

STUDY

B New World Medicine

Sponsor New World Medicine
Product 900-L5

Study Details
Milestones

Countries

Sites e

Site Visits

Site Visit Report Review Status

Visit Owner

Protocol Number All v Site Status Not 6 v Si

Conducted Type All v Visit Status All v Site Lo
7 Site Visits

Protocol Nu... Site Name Site Number

Figure: Select Sites from the Study Dashboard
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4. On the Sites screen, navigate to the site records section and select a site by clicking
on the site name.

Sites
All +
X, Export
2% 2 Records
1] Name :  Status i Organization
B B Health Works - HW

2] o B dlinic of Tampa Area

Figure: Select site

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

HTE H Clinic of Tampa Area &

0

Organization Clinic of Tampa Area

Site Timeline

& Datbard Milestones 16  Activity Plans 13

1 Site Details , . S
‘Status All v ' ‘ Classification All ~ ‘

¢ Milestones

= Site Visits e Milestone 6

Milestone 0 :
A 1

Subjects

Figure: Select Site Visits

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

Site Visits
© Add Visit 2 Export

f Tampa Area 41 Visits

Interim 0001

interim

& craco2 ’ In Person

i
X [ i | Interim-202 2.1 v2

interim

‘ CRA 002 ’ In Person

Figure: Select a visit
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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 Library Activity Records section to
add an activity.

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

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

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

e. Next Step: Clicking on Next Step will display a confirmation popup and clicking
on Yes will display further details regarding the site visit.

Interim 0001 Interim 0001

v Dapand NI o e

Visit Information -

D Status Heaeey

RA X 4 Dex p
v A
tn Person ~ | ieenm Worstoring Wak Rep
O A hctarty D Discard Chanpes v St Sarew and fey Next Strp >

Figure: Updating site visit information
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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.

rwpre

Create Site Visit O n X

General Information

Visit Type *
Visit Name ¥

Owner * Planned Date *

CRA 002 X v -

How was the visit conducted *

In Person X v

Visit Checklist Termplate

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
s & Collapse All
UATOO0S 2.1 Visit Information
Visit Type * Vet Status * Visat Start Time

- | £ e T \
Visit General information interim x v D X v
Visit Attendees D status History Visit Number
Locations Visit Name *

interim-202 2.1 v2
Co-Monitar
Owner * Visit Planned Date *
2 % 0 Dec 2024 X 0 Genaral Commen
Skt CRA Q02 n v 20 Dec 20 General Comment
E = 3w 8 I Ula
I r o t St F S I 3
v 221)
Er | nt Summar
154t Repo z
© Add Activity D

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?

S o [

Figure: Delete Site Visit

Export

To export the site visit data into different views, click on the Export button and follow the
standard steps detailed in the Exporting Contacts section,
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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 2. Export Y Filters
Type All ~ Owner All ~ Visit Status All v Report Status All ~ Conducted Type A
Hide Completed Reports Show Favorites Only
42 Visits Sort By Visit Status v
Interim 0001 03 Jan 2025 -
Interim Wit Conductad f 2 S
& CRA 002 #® InPerson
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

Vv

prpy & Interim 0001

Interim HEPORT GENERATED

#® In Person Report

& CRA002 % View

Vv

04 De

[SOI’( By Visit Status - ]

ney |
Name

Visit Status

A
Planned Date

Start Date

[ cowiareo | @ Interim-202 2.1 v2 18 Dec  £nd Date
2024 '
o " ype i
Interim wner Conducted epar - Owner
& cRADDZ B InPerson g ylew Report
> k.‘—[’u"u'l 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.

42 Visits

Vv
[crm

& Interim 0001

Interim nducts r— D 1
& crADO2 ’ in Person % View Report
RGeS 8 Interim-202 2.1 v2 18 Dec
2024
Internm W t teel . -
& CrRADOZ  ® mnPersan g yiwy Renor 5

Sort By Visit Status

- -

04 Dec 2024 04 Dec 2024 04 Dec 2024 N

1 16/16
19 Nov 20 Nov 20 Nov
2024 2024 !

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

Planned Date Start Dats End Date

Name

8 Interim ... 04Dec2024 | 04 Dec2024

04 Dec 2024 \

& Interim COMPLEY_ 18 Dec 2024 19Nov2024 20 Nav 2024
& Interi COMPLET_ 18 Dec 2024 19 Nov2024 20 Nov 2024
& Intenm 18 Nov 2024 18 Nov 2024 18 Nov 2024

Interim

Intenim B 19 Nov .. & CRA
Interim 2 & CRa
Intenm & CRA

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 < > 81 Dec2024-7 Dec 2024 v vay

® Completed | Mot
SUN 1 MON 2 TUE3 WED 4 THUS Quarter SAT 7
Completed Year
8 intedm 0001

Figure: Calendar View
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Site Visit Attendees

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

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

Study Site Site Visit

()

Interim 0001 Visit Attendees b

] SITE VISIT

© Add Attendees v

Study |0Add 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
ﬂ ™ Selected -
~— Attendees
2 Attendees
(2) Previous Attendees 0 Name Status 1 Role

& CRA 001 Primary CRA

- & CRA 002 - Clinical Rese...

© All site Team

(4) All Site Contacts 4

(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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Site Visit Locations
To access Site Visit Locations, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in

the Site Visit Navigation section and click on the Locations link.
2. Click on +Add Locations dropdown and select +Add Locations option.

: Study Site Site Visit
4 {\ { aen

Locations
= SITE VISIT
© Add Locations v

Study [ | ©Add Locations |
Site

&+ 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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>

™ Selected
Locations
1 Locations

Previous Locations 0 v Qrganization Name S1anu Address T

ype Addres

% B Cinic of Tampa .., o 1520 West Kennedy
© Al Site Locations 1

©

20 v  PerPage

SO e [

Figure: Add location from All Site Locations
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Site Visit Checklist

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

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

On the 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.

+ ©

Interim 0001 Visit Checklist

N

¥ Expana All

5 Q

Section 1 - ITEMS DISCUSSED AND REVIEWED WITH 2| AND SITE STAFF 13 of 13 Completec

< Previous Step © Add Activity

Figure: Visit Checklist

Next Stop »
4

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.

¢ Itis mandatory to answer all questions.
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Site Visit Activities

To access Site Visit Activities, follow the steps below.

1. Navigate to the Site Visit General Information screen by following the steps detailed in

the Site Visit Navigation section and click on the Activities link.
2. Click on +Add Activities dropdown and select +Add Activities.

Study Site Site Visit

Interim 0001 Activities

SITE VISIT

4]

© Add Activities v

Study [OA(‘.C Aczwetses]e

&+ Create New
ACUVL,  Status Type Subt...

Visit General Information

Visit Attendees

Locations

Visit Checklist

Ow

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

™ Selected
Activities

2 ) Previous Activities 0

o Activ Status Type Subty

© Al Site Activities 13

13 Activities

) Sub.., Dev... acC.

() Site... fssu... c

() sub.., Dev... &cC.

) Site.., fssad... & C.
20 v PerPage

Cancel Add 2 Activities e

Y Filters

Plann Creat Desc

02}... Dev
02).. Pro
[+1] Dev.
05.. Pro
1 1 >

Figure: Add activities from All Site Activities
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Site Visit Subjects

To access Site Visit Subjects, follow the steps below

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

tudy Sits Site Visit

) SITE VISIT

Subjects B

sudy Intense Cll\“'”'h'f:.h'

© Add Subjects v

[©Add Subjects |e

&+ Create New

Subject ID Status Screening Nur
Visit General Information

Visit Attendees
Locations
Visit Checklist

Activities

Figure: Add Subjects

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

™ Selected 5
‘ Y Filters
Subjects
5 Subjects
2} Previous Subjects 0 o Subjects 1D Status Screenin..  Subjectl..  Notes

© Al site Subjects 5

20 v PerPage

Cancel Add 2 subjects [ 5 ]

Figure: Adding subjects from All Site Subjects

6. To verify a subject, navigate to the subject screen and click on Verify.
7. On the Subject Visit window, select a subject to verify and click on Go to ICF

8. Select an ICF to verify and click on Save.
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Site Visit Enrollment Summary
To access the Site Visit Enrollment Summary, follow the steps below.

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

i 1t
= I
Enrollment Summary
9 Statuses 1 # Subjects

Visit General Information
Visit Altendees
Locations
Visit Checklist
00
Activi

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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Enrollment Summary

# Subjects Calculated by System

v The value will be shown after save E

Screened

Screen Falled
completed

Transferred In

[ - I - I -

Figure: Select Summary Status
Note

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

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

. — s ©-

a -
Confirmation Letter
Confirmation Letter -]
Amr——
0

< Previous Step © Add Acivey ) : : ) F 530 and THRNT Next S1ep »

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 O X
© select Sections : ; ; : .
Select sections to be included in confirmation
letter
(2) Select Activities Activities &«
e Attendees
(3) Select Attendees
Locations ar
(4) Select Locations Sublechs «
(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.
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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.

s ©
Confirmation Letter
=
Confirmation Letter 2
= ————1
7 Lo w‘
—atad A4 Des U
O adamy ~

Figure: View Letter

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

QOTB_IMV_ConfLetter_v2

o o o o |

m T - S L i
NTERACTIVE
- 2 Bloninting ek Conlewmson Lemer O

(g

[

g 1
LT Ie—

O vt g Srab el w oy ) o —— -

Figure: Edit Document

3. Make the required changes in the document and click on the Save Changes button.
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4. On the Commit Changes popup window, enter the comments and click on the Save

button.
OOTB_IMV_ConfLetter v2
Momiterng Yisit Confinmation Lemny
e —— 66 —' 6 —— @
Make Changes Wating tor Reviey WaIng Toe eSignaniire Wamng for Approval
" P

% Dscard Changes & Duwrioad aed Bow Local @ Golo Wit & Dycirmant Hrofile

= = m
L - Commit Changes »
"y
3 3 -
The new minof wertion (Le. 1.1, 1.2, 5.3 otc ) of the documant will be creatod
Added recquired comments n
= i
Thet i 20 confirm e St (e UL e MOwtor g Wt sttt for 06 D 2000 Sof the proteces
reterenond above, | Dlan to armive &1, and [ eylimate that the sut il It appremately <DURSTO NS
Drring thes wsit, | woull Mho 1o revvew the follow ng:
® . Subyect Mecrultmet
o Newoubyest documensation)
3 '.‘\ e -
Mg YD T Wt e Dwshpiromisiowe - @ B B B o4 = w4

& [

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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QOTB_IMV_ConfLetter_v2

I8 INTERACTIVE

Figure: Start Approval Workflow

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

QOTB_IMVY_ConfLetter v2

e e

Make Changes Waiting for Review

Bl e R S

S e 1 )

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. Refer to the screenshot below.

o |f the one-step workflow is enabled, the Waiting for Review steeper also shows
the Completed status.

o |If 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 ConfLetter v2

© © o - © Il

Make Changes Wasing for Reveew Waiting for eSgnature

L Nt Routne ManRonng Visk Condrmaton Letir
Dew Or
Tha s to cardom the IrferanyRocline Martoning Vst achedded for for the protocsl

referenced abave | plan 10 arrive ot andl | estimate that the vise will last spprosimately <DLRATION>

Durteg 1his VS, | woukd ke 10 rewie w the folowsng
* Subpect Recrusman|
® Py silgect docementation;

® WveBpationa |l Product |meeesony et doc mmntaton
Ol equpmen (1o @eermins if any changes have ooonrosd|
gl faci¥tiey

envt and lnwestigator Site Fleds)

| wendd 2o Wios 1o g0 Ower the open dems oy cobed below

Inues/ Actioms

N e Uewiription : O Date Status
| Fcitmte ABC 2 L

s YO ¢ [T, WO Lene

&

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 ESighature’ window.
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Send For ESignature

esignature Type (® Parallel () Serial

Search Q 1 Columns 1 selected
3 Columns Name Signer Role

O eme e s Ao

O CRA One
O “RA TWC
O CSM One
M 4 Previol 1 |of1 Nexthp M
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 the Sign Document button.
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0OOTB_IMV_ConfLetter_v2
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[T Coenpare Varwor (4 Ga ToVisnt &) Docurnent Prable [# Sign Docutnem @ Decline Sigrunture

e Click here to sign the

= Completed Waiting for eSignature document
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* it ciaate 0 of 1| Completed View Details
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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_ConfLetter v2

V] ]
Make Changes

v Q

Waiting for Reveew Waiting for eSignature Wa

ating for Approval

- FP LN 3008 2 1 Poom_ Mo Visalonf

e wt Wermax 10

¥ Dicomber 04 00 d0is 15T e Aac L

SO [P T—

Document Name: 9999-4Nine_9009 2.1_Poole_MonVisaConfLtr
System Documernt Version: 1.0
Syrature Dute: 04 Diecomber 2004 0026405 EST

Syrer Roke Auther
Froud CRANZGincom

Romon: | sppeuve o dooumns
Conpany Namy

Compests | approve ths docusmes

on

E

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

A Collapse All
Visit Report
| information I I
D Status History
120412024
visit Checklist e
I | (1 for Reject
l 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 A X
Completeness Check Other Visit Info
©@ General Information Activities 2 Items
© Atendees 1Items Subjects 2 Items
@ Locations 1 Items Enrofiment 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 < All Site Subjects

7. All Site Contacts V| Subjects ICFs
v All Site ICFs 71 Subjects Visits
v All Site Addresses v Site Team

7 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 for 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
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.

1

completed.
On the Visit Report window, click on Create Visit Report.
Visit Report

A Collapse All

2.

— SITE VISIT
Visit Report

Create Visit Report

Visit General Information
Visit Attendees
Locations
Visit Checklist
% View Report Praview
G 1 00%
Activities
Regenerate Report Preview
Subjects
Enroliment Summary
Contirmation 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

Completeness Check

©

o
o
&

General Information
Attendees 1 Items
Locations 1 Items

Visit Checklist 16 of 16 required
completed

Reviewers

Other Visit Info

Activities 2 Items
Subjects 2 Items

Enrollment Summary 1 Items

There are 1 Reviewers defined for this report

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

Related Documentation

(v] All Site Milestones

(+] All Site Contacts

(v) All Site ICFs

(v] All Site Addresses

All Site Organizations

Cancel

(v] All Site Subjects
(+) Subjects ICFs
(v Subjects Visits

(v) Site Team

=10

Figure: Generate Visit Report
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4. On the Visit Report screen, click on the View Report link.

Visit Report =

% View Report

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.

. e SRl Follow-Up Letter
& Locked Follow-Up Letter

< Previous Step

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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Generate Follow-Up Letter step5 O O O O @ O x

@ Select Sections Selected Subjects

116KS-003 2.0 x X v m

(2) Select Activities Heks-0n3 21 X

2 Subjects 2 Selected

(3 :
(3) Select Attendees Subject ID Status

(4) Select Locations & 115G 00 20 SEREIED

$ 116KS-003 2.1 SCREENED

© select Subjects

20 v | PerPage 4 Previous 1 [of1 Next »

Cancel Previous Create e

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

Figure: View Letter
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6. A Follow-up letter is generated, and Tl Viewer is opened displaying the letter.

OOTB_IMV_FUlLetter v2

Male Changes Waiting for eSignature

COTE_ WY et o2

13 Interm Monenorng Vist [IMV] Folowup Lethar

Dear <>
Thank yoo for your time during oo recent Nt Montonng Vise that compleed on "
S 8 Pleasre SN With you and SPREAX > <FIRLT NAME, LAST SAME> <Study Codnbnitoc during

g wnt

Thes lettes (5 10 prowede dOOUmertanon and Summmarae Tems dsoussed auring the wat

nrobment Summar
Sroened |

3

= Zoamoren, 4+

Figure: Follow-Up Letter in TI Document Viewer

Note: To electronically sign the follow-up letter, follow the standard steps detailed in the
Signing the Document and Approval Workflow section.
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Access Permissions

The Access Permissions feature helps the user add, edit, activate, and remove access
permissions for other users. Users with Company Administrator access can modify the access
permissions for other users.

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

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

) Studies
© Add &, Export
‘ 2 Studies

Trial Interactive

Figure: Select a Study and a study name

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

- ' ‘
realth well (2R -
Team L] ’ © Access Permissions
Dasht :
All +
ot =
A
y © Add & Export
Ce
Y Filters @ | Oear val
Visil
< 0 Records t By None
ubject
Organizatl Name i Team Status i Role Start Date
Al
Pla 20 v PerPage 0 0

Figure Access Permissions

5. Select the name of the user by clicking on the checkbox and the following top menu
bar options become accessible.

a. Add:
i. Click on the +Add button to open the Add User Study Access

Permission, specify the mandatory details, and click on Save.
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Access Permissions Add User Study Access Permission =l

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

1 Users | Salagred Users 0 Users™

Name

Set permissions

m Advanced

Permission™ End Date

Figure: Add User

i. Click on the user’s name checkbox and click on Edit Permissions
ii. On the Edit Study Permissions screen, the Simple Permissions screen is
displayed by default.
iii. Specify the Access Permission, and End Date and click on Save.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 177 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Edit Study Permissions o x

& Admin 001

= ADMINOO1EM,co

Set permissions

25s% Permission End Date

Study Manager x O v -

Figure: Edit Study Permissions-Simple

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

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

vi. Select End Date by accessing the calendar icon.
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Edit Study Permissions =R

& Admin 001

2 ADMINOD1 @i

Set permissions

Simple Advanced ®) Show Al Show Assigned Permissions

4 Items

evels Access Permissior end Dats

Study Manager x @ v

’:."\((‘: m

Figure: Edit Study Permissions-Advanced

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

0o you wart to Acovate Usars?

marts)  Admin 003

Figure: Activate users

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

© Add [EREdit Permissions @ Activate 9.5 _Remqve__r & Set as Ow

1 Users | Selected

0 Name T Status
& Admin 001 ACTIVE
Remove users from Access Permissions A X

Do you want to remove users access permissions?

User(s) Admin 001

Cancel Remove 9

Figure: Remove the user

e. Set as Owner
i. Select a user by clicking on the checkbox.
ii. Click on the Set as Owner from the top menu bar
iii. Click on the Change button on the confirmation popup.
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Access Permissions (>}
© Add [HEdit Permissions @ Activate  $S Remove | & Setas Owner
1 Users | Selected
Set Owner 0 x
Name T
& Admin 001 Current Owner is
// \\\ & Admin 002
'\ | & ADMINOO2@ti.com
\ y
New Owner will be
™\ & Admin 001
| =% ADMINOO1@ti.com
\___/
Do you want to change owner?
o
Figure: Set as Owner
f. History

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

OAdd  [RESPemissions O dcvats | S5 fismove & Set asOwer £ Biport
1 Users 1 woond

o Name Status Arcess Permission

Access Permissions History Health well X
1 Records
Date | User Name Event Access Permi End Dats Performed By
> 24 |ul 2024 & Admin 0. Study Man. & admin0.
20 Vv  PerPage ' 1 1
nce

Figure: History

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

Access Permissions

O pndd CWEdit Permissions € Actvies S Remove & SetasOwmer D History | & Export
1 Users | cieoiea

Name 1 Status Access Permission

Export 0 X

Format

Figure: Export user details
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Manage Visible Columns
To manage visible columns, follow the steps below.

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

) Studies
© Add X Export
‘ 2 Studies

| Mame Protocol Numbet Status
Trial Interactive
&

-
Dashboard

7,

- [ STARTUP
Sponsor
Progrs an
Product

Figure: Select Study and Study name

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

~N 2
Health well (32D ~

@ Health well Health well
STUDY .

Study Milestones

¥ Configuration

Site Milestones Country Milestones Site Milestones None

Study Details Study Milestones Date Type Plannec

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

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

Health well Activities
STUDY
All * +
Sponsor
Product 7th Try © Add 2 Export
| Y Filters
Dashboard
~
Study Details =~ 2 Records e
Milestones v Activity Name E Status
" Sort Ascendin
Countries ) Activity 108 ! &
4 Sort Descending

Sites :

Activity 101 ® Hide Column
Site Visits & Lock Column
Subjects |§§E Manage Visible Columns |
Organizations
Contacts
Team
Activity Plans

Figure: Manage Visible Columns

Refer to the Manage Visible Columns section for detailed information.
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Create Contact Copy
To create a contact copy, follow the steps below.
1. From the left-hand navigation links, click on Studies.
2. Click on the study’s name to select that particular study.

) Studies
O Add
‘ 2 Studies

2, Export

l Mame Protocol Numbet atatus
Trial Interactive
&
—
Dashboard
7
- [ STARTUP |
Sponsor
3 rarn
H LUct
Ranizat

Figure: Select a Study and a study name

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

~ 2 .
Health well (XX ~

Health well Health well

STUDY
i

Study Milestones

* Configuration

SIEVISIGHITEE  Country Milestones | Site Milestones None

Study Details Study Milestones Date Type Planned
Y Miestones = r
Y Site Country All ~ Site Status All ~ Site All ~
W Countries
Sites °
= Site Visits

Figure: Select Sites from the Study Dashboard
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4. On the Sites screen, navigate to the site records section and select a site by clicking
on the site name.

Sites

Al +

© Add . Export

Y Filters

< 1 Records

11 Name Status i Organization

Figure: Select site

Click on Contacts from the left-hand navigation links.

Click on the checkbox of the contact to copy.

Click on the Copy button from the top menu bar.

Click on Create once the required details are verified and edited.

© N O
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General Information
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Roby

Last Name * Sulfix

Blake
Job Tile Contact Roke *
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Sart Date End Dote
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Figure: Create Contact Copy
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User-Defined Site Visit Checklists

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

Creating a Site Visit Checklist

To create a Site Visit Checklist, follow the steps below

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

\¢

Trial Interactive

Settings
3= Fields
= Statuses
:= Lookups

@ Countries
Il Regions
= Access Management

°o Links
‘. Team Role Management

Site Visit Checklist

£ Settings f: Templates

(® Enrollment Tracking

Hel
© Help ] Activity Type/Subtype

¥ Auto-naming

P TRIAL
@ INTERACTIVE = Audit Trail

Figure: Site Visit Checklist Templates
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2. Click on the +Create Template button at the top of the grid area.

If users are creating a new template as a copy of an existing template, first, select the
existing template and then press the Copy button.

3. On the ‘Create Site Visit Checklist Template’ screen, mandatorily enter the site visit
checklist template name and optionally enter the description into their respective
fields.

4. Click on the Create button

Site Visit Checklist Templates

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

16 Templates

Create Site Visit Checklist Template 0 X

Site Visit Checklist Template Name *

Template 1

Description

..
Figure: Create Site Visit Checklist template

Note:

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

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

5. Select the new checklist from the list.
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6. Click Edit from the menu bar at the top of the grid.

Site Visit Checklist Templates
© Create Template [C1Copy € Publish @ Delete [ Exportto PDF

17 Templates

IMV Checklist (Training)

04 Dec 2024
Admin 003
ADMINOO3®@ti.com

Figure: Edit Template

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

8. 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.

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

¢ IMV Checklist (Training) EIIT roview Mode

@ save [CiCopy W Delete X Export

o Template Numbering © @

Sito Visit Checklist Tomplate Name
IMV Checklist (Training)

Section Order

Desciiution Numerical v Of Configure Preview 1,2, N

Numerical v Of Configure Preview 1,2.. N

© Add Section

Figure: Checklist Profile

10. Give the section a title and a description.
11. Press the +Add Question button in the new section.
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>

~ New Section @1 Duplicate @ Delete

Section Title * Section Numbering

Section 1

Queston Order

Description

© Add Question

Figure: New Section

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

Question 1 Required Question @ 1 buplicate @ Delete

Question * Type of Question *

Description for the Question

® Add User Comment Field

© Add Question

Figure: Add Question

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

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. Click Publish and the checklist will be displayed in a 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

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

To Retire a Site Visit Checklist Template:

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from

the navigation links at the left side of the screen.

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, and the checklist will be
displayed as Retired.

N

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

Site Visit Checklist Templates

© Create Template

22 Templates

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

admin003@ti.com

Figure: Retired Template
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Deleting a Site Visit Checklist

Deleting a site visit checklist can only be done once the checklist has been retired. Please
perform those steps before continuing.

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

1. Navigate to the Settings area and select the Site Visit Checklist Templates option from

the navigation links at the left side of the screen.

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.

N

@ cvve [Cicopy |@ Delete| X Export

Site Visit Checklist Template Name * Template Numbering ©
Training Checklist e
Description
Question Order
Delete Site Visit Checklist Template o 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 ) Copy (3 Export to PDF

Y Filters

17 Templates Sort By Updateo Date u =
- IMV Checklist (Training)
04 Dec 2024
Admin 003
ADMINDO3I@t .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

Auto-Saving Answers for Site Visit Checklists

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

Users can indicate that a visit type is unblinded without the necessity of having ‘unblinded’
appear in the name of the visit type.

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

e Site Visits,

e Site Visit Reports,

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

Unblinded activities/actions.
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CHAPTER 8. ORGANIZATIONS

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

¢ Create an Organization

¢ Edit an Organization

e Activate an Organization

e Deactivate an Organization

e Delete an Organization

e Export an Organization

¢ Import an Organization

¢ Associate an address to an Organization

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

Users with system access permissions can perform the following actions:

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

Creating an Organization
To create an organization, follow the steps below.

1. Click on the "Organizations" located in the navigation link on the left side of the
screen. This action will redirect you to the "Organizations" list where all organizations
at the Global level are displayed.

2. To add a new organization, click the "+Add" button from the menu bar above the grid.
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~
) Organizations
‘ = )
© Add L Export  © Import
Trial Interactive : :
Y Filters |
Dashboard
< 441 Records
Sponsors
: 1] Name Status Parent Organization
Programs
Products & Sponsor 1 m
o Studies B uaT8210 m
' ¢ .A..A d !".',"l rimagi 1.0 m
Contacts
B Brooke's Labs 2.1.0 B Drug Supply 2.1

Activities Library

Figure: Add Organization

3. On the Create Organization screen, fill in the necessary details in the respective
sections.

General Information

¢ Name: Enter the name of the organization in the "Name" field.

¢ Number: Enter the unique number for an 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. Refer to the
screenshot below.
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Create Organization P

General Information

Name *

Number

Parent Organization

Q| |

© Create

B 1.3 Therapeutics ACTIVE

B 1.4 Therapeutics ACTIVE

Select an organization from
RS Therapeutics the list or click on +Create
to create a new organization

ACTIVE

B 12th Conference 1.4 ACTIVE

B 12th Conference 1.5 ACTIVE

A=mal ~_ L. _ . __ A -~

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 your screen and fill in
the information accordingly.

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

e The parent organization will now be automatically populated in the parent field of the
child organization. Please refer to the screenshot below.
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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

e 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 your 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 How to Create a Contact.

SPONSOr

Sedect a contact from the but o
ook on ~Croate 10 200 @ new
contact

Figure: Create Primary Contact

Phone Numbers

e Click on "+Add" to input 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.
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Phone Numbers

© Add
Work X v B +1 Vv XKX00-XXXX Ext Setas Primary &
Figure: Add Phone Numbers
Emails

e Click on "+Add" to enter email addresses. Enter the email address in the provided
field.

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

Emails

Work X v Setas Primary

Notes

Il
||||

Il

Il
m
~
c
o

Figure: Add Emails
Include Address:

e Toggle the switch if you want to include an address and enter the mandatory details
into the respective fields.

e To include an address, you must enter the mandatory fields Address Type, Primary
Address, and Country and Postal code which are marked with an asterisk (*) next to
the field title. Other fields are optional.

e Search Address: Click on the search icon to search for the address and enter your
address it will show you an auto-populated list.

e After filling in all required fields, you have three options at the bottom of the form

o Create: Saves the new organization and closes the screen

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

o Cancel: Discards the information and closes the screen.
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Include Address L
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: Include Address

6. 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

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

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, make the required edits.
4. Click on the Save button.

Organizations é " Organization

2] ‘ [ow

© Add E O Acovate W Delete X Bxport  © Import

All +

Y Filters

Organization 1
‘1 Mame T Sestus i Parent Organication I Type

B Parent L Clirse Type * e
Clinic X W Central

B: m Sponsar

L e | Qire

B v (o | Pirtner -

W drooks { B Oeug Supply 2.1 Partnes

LS | e | 1oauTe Cance m Save & Next

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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“ a ‘ -
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.

L] o { ‘ v
Organization 1 ~ 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

SR

© Add ¢ Edit | @ Activate | @ Delete X Export @ Import

IQSearcl". '[ Y Filters ]
%> 443 Records 1 Selected : ;
= Confirmation X
1] Name : sta
B Organization 1
Do you want to activate the selected Organization?
~ B parent organization 1 d

€ Sponsor 1

e N0
~ @ uat8210 ﬂ

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 will appear. 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?

... T6

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.
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Organizations

s - 2

© Add ¢ Edit © Deactivate | @ Delete | & Export © Import

Q Search y[ Y Filters ]

& 443 ds 1 Selected
RS RCHCE | 2 Confirmation X

1] Name i sta

B Organization 1 .

B Parentorganization 1 n

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

£ sSponsor 1 u
B uaT82.1.0 ﬂ oslic 9

Figure: Delete Organization

b

-
@

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.
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Organizations
All +
© Add L Export @ Import
Organization 1 [ Y Filters

=3 2 Records

1] Name :  Status :  Parent Organization

B Organization 1

B Parent organization 1

Figure: Search for Organization

Customizing Organization Screen

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

1. Filters: To learn how to apply standard and advanced filters, refer to the Filters
section.
2. Favorite: To learn how to mark an organization as Favorite, refer to the Mark a

contact as a favorite section.

3. Customize Columns: To learn how to Hide, Lock, Manage Visible Columns, and Sort

Columns, refer to the Customizing columns on the Contacts screen section.

4. Views: To set a view and access different view options, refer to the Contacts Views

section.
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Organizations
woo+ o
© Add & Export  © Import

Organization 1 Y Filters 7 Advanced All v | + Type All v o
~

« 2 Records

1l Name Status o D Parent Organization : Type Subtype
* Sart Ascending
B B Organization 1 m Clinic Centra
4 Sort Descending
e B parent organization 1  Hide Column Clinic
@ Lock Columr
i8 Manage Visible Columns

Figure: Organization filters
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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 which you want to associate an

address and click on the organization’s name.

Organizations

d
© Add

Trial Interactive

Dashboard
= 443 Records
= Sponsors
1]l Name
Programs
Products @
Studies B Parent organization 1

Organizations

€ Sponsor 1

o Export
[ Y Filters

Status

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 you to add the current address
and immediately start creating another one.
e Add Address: This option allows you to create only the address you are
currently working on.
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.

O )
i i Orga on
Organizations N 4o
o
{ nior L =
O Add E © Deactivate ' Delote & Export © Import
Y Fiers RO
Nar
e Qrganization 1

11 Name Parent Organization I type

tatus ]
Farmrt O panisaton
rganizavon 1 ‘ ATV Clinic erapest e .
L O | | : | =
B Parenit ¢ Wzat | .

Chinkt

Chn X v Central x v

T Clinie
Y [ actr | Partnet
L =] B Drug Supply 2.1 Partner
Figure: Associate Organization to a parent organization
Method 2

1. Locate the organization to which you want to associate a parent organization 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.
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B Organization 1 Organization 1 d
m !f, IV l‘:. Exgand Al D Fur 4
Organization Information c
L - ~
Organimmon |
O
On 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 that are not available within
the quick-view panel (For Example: 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"” tab.

Organization 1 ~

. Organization 1 Related Organizations

m © Add o Export

Parent 1.3 Therapeutics

1 Organizations
Name Status Parent Organizati

B organization 2

Organization Detalls

Figure: View Parent Organization
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Reviewing Studies and Sites Associated with an Organization
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, click on the “Studies” from the Navigation link on the left side of
the screen.

3. This opens the “Studies” window.

Organization 1 Studies

@ ORGANIZATION

ACTIVE

Parent 1.3 Therapeutics

. Export

0 Studies

1l Name Protocol Number

Organization Details

A studies

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 'Site' tab to view all associated sites.
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CHAPTER 9. 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.

2. It directs the user to the Contacts screen where contacts are displayed at a global

level.
s ©-
) Contacts
© Ada & Export  © tmpont
T teractive
T Fitar
o 351 Records
1 ull Name Lat |od Titte i Emale T Mo
& [ acme | o
s w8
— i Head of Medicine
@ contas
, s A |
¥ wir A -
—T 0. v PerPage ¢ ’ " Next »

Figure: Select Contacts

Steps to create a contact

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

) Contacts

& Export  © tmpont
T teractive
T Fitor
o 351 Records
t1 0 hull Nane Lat 108 Thite 1 [T : Moo ¢
&  acme | wark; &
: worem
Azt
il - Head of Medicine
A contac
; s A |
y P " ] =
—T 0. v PerPage ¢ ) W Next

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

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

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
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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 W

Set as Primary

o)

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 *
v
Search
Q
Primary Address *
Address Line 2
Address Line 3
Town/City Province/State
Country * Postal Code *
w
Cancel Create and Add Another ‘ Create
Figure: Add contact details
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3. Once all the required details are entered and verified, the user can perform the
following actions.

e Clicking on the Create button saves the contact details.

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

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

4. Once the contact is successfully created, it will appear on the Contacts screen.

Y Filters
T 352 Records
11 Full Name ! Status I JobTitke ! Emalls ! Phone Numbers
& Peter jacks Dwrector of Clinical Opes ]
- m Work: 55
a m Work: 3%

Figure: New Contact
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Editing a Contact

To edit a Contact, follow the steps below.
1. Click on the checkbox before the contact’s name.

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

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 s Peter Jacks
&
ke (3
All Latest Contacts View + View Opt 03 Dec 2024
General Information -
© Add o Delete & BExport  © Import
Pretix First Name * Middie Name
Peter
Y Filters e
Last Name * Sufix
< 352 Records octod ort
jacks
11 Full Name Status job Tithe
us ¥
(1] & peterjacks e Directd
Director of Clinical Operations X v
B [ ACTIVE |
Preferred Languages 0 Languages
a Head o

Blkrios dsial g areT= (sruom Save & 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, will discard all the edits.
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Additionally, the contact details can also be edited by clicking on the contact’s name which
will open the Contact Details page.

Peter Jacks 4 Peter Jacks

= RONTEVT Derector of Clinical Operations
¥ Expand Al 9 Edit History

General Information

i H Contacts
Experience Information
Additional Information e
Figure: Edit contact on the Contact Details page
Important

e Click on the Organizations link from the left-hand navigation pane to view the
organizations associated with the user.

e Click on the Sites link from the left-hand navigation pane to view the sites associated
with the user.

e Click on the Linked Contacts link from the left-hand navigation pane to view all the
contacts associated with the user.
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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)?

S - [

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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l\ Contacts
. All Latest Contacts View +
rial Inte... -
© Add @ Delete |{CJMerge | & Export © Import
Y Filters J
= < 352 Records 2 Selected
1]  Full Name Status Job Title
& Peter Jacks - Director of Clinical Oper...
%! & Katherine Wright2.1.0
= - 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.

Moros
ree
vierge

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

By default, Contact
2 Gontact | is sadected as the
main contact as a
result of merge

Main Contact Aesult of the Merge o) Cordact 1 Select All Contact 2 Select All

0 1 Entives 0

Fall Neme Katharirme Wrightd 1.0 & Kathwrine Wrigm2.1.0

Puter jacky

Preforrad Languages

Preferred Communication

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 1o be merged that are used within CTMS will be replaced with Main Contact

Select all wil consider all
entries rom Contact 2

2 Contact
Main Contact Result of the Marge CONESCT ¥ Select AN
3 Batit ) ) Ercities ©
P o o
Full Name Peser Jacks Kathering Wright2,1.0 ® Pater Jacks

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)

7. Click on Merge once all the details about actions that cannot be undone are read
and confirmed.
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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 Latest Contacts View +
© Add O Import

Y Fikter
s
< 352 Records
"
L Full Namse : Status ¢ Joh Tithe : Ermails
n
& Peter ladk Director of Clinical Opear..
a [ e | Work:
a o
3 Head of Medicine

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 0 X

Format

Content
Current Page
All

(® Custom

Number of records *

>

72

<

Include in the Export

All Addresses @

Figure: Export contacts file formats

5. Once the export is finished, the system will display a notification message on the
top right corner of the screen stating the data export is completed. Here, click on
the Get Job Results option to download the export file on the local system.

e Exporting Data

Fimished

Conta CtS [) Contact (by 2024-12-03 at 07,38.10 +0000),xIsx
O Get Job Results
All Latest Cont
© Add X 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

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

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

m
-
@
as

L Q
ERACTIVE

O O

P TRIA
g INT

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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Importing Contacts

To import contacts in CTMS, follow the steps below.

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

Contacts
All Latest Contacts View +
© Add < Export | © Import

Y Filters

= 352 Records
11  Full Name {  Status ¢ JobTitle
& Peter Jacks Director of Clinical Oper...
& ACTIVE
2
-3 Head of Medicine

Figure: Select Import

2. On the Import screen, perform the following to import contact data. Refer to the
numbers on the screenshot and follow the steps accordingly.
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Import =X
1. Download Template
& Download Template o
2. To ensure successful file iImport the following rules should be followed: o
<First Name> <Last Name> <Status>
i s
3. Upload your file
o -
‘ | Drag & Drop or Select a File | (3] '
L R N R O T, 3
e (D] ©

Figure: Import contact’s process
Click on the Download Template button to get a specimen of the required format.

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
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Figure: Contacts import template-Contacts

3. Upload the file in .xIsx file format either by selecting the file or using the Drag & Drop
functionality.

4. Click on Import once the file is successfully uploaded.
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Contacts Views

Creating a Contact View

To create a Contact View, follow the steps below.

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

Contacts
All : Latest Contacts View
‘ &) Save as New View
L+
View's Actions
Trial Interactive % Close View

i View Details

&% Dashboard
o % Copy link to View

= Sponsors Add to Favorites
Programs
N & Peter Jacks
Studies &

il Organizations &

A

Figure: Save as New View

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

Latest Contacts view for reference

Sharing Options

& Private

Cancel Save View

Figure: Save as New View Configuration

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

Ty
All Latest Contacts View +
Trial Inte... o
© Add < Export © Import
Y Filters ’
Figure: New contacts view on the home screen
2025 TransPerfect Translations International, Inc. (TransPerfect).
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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 % Close View Export
Trial Interactive 1 View Details
S Copy link to View filters
Hastie s Add to Favorites
< 352 Re
Sponsors

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

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

¢ 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.
¢ O

Contacts
All Latest Contacts View +
‘ © Save a3 New View
© Add & Export  © Import
View's Actions
al Interactive X Clote View
Y Filters
i Wew Details
hbo.
o 352 Records % Copy link to View
00y A 2 X ;
. 11 Pult Nan All Views' Actions » Tied Add to Favorites
Pro
H Views
i & 7ol Q Manage Views e All Views' Actions
g 3 P.l;’m.‘.g? Views
H O Reset to Default Views Config O Reset to Defauk Views Config

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 e

View saves Hilter Humn Customezation, and Content View by default flist or card) if there are any

[»'\Hv:»:ws Favorites Created By Me  Default ]o

I i ViewDetails < CopylinktoView < Unset as Default Je

Created By All ~ Share Option All ~ Add to Page All ~ °

5 Views

m

View Name Jescription Created

No Sorting Applied

Latest Contacts ... -
© Add Sorting
All new Acute Ca... -
Clear Sorung Cancel m
All & - - -
All & & Public 15 Jul 2024, 12:47 PM +/ ADDED

o ﬂ\ Latest Contacts ...

10 Vv PerPage ° < 1 i1 »

Figure: Manage Views

2. Unset as Default Views Config: Selecting this option will reset all views to the system
default views. Once this option is selected, click on Unset as default on the
confirmation popup.

Unset as Default 0 X

Do you want to Unset View as Default?

View Name Latest Contacts View

Description

Cancel Unset as Default

Figure: Reset to Default Views Config
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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
‘ Latest Contacts View * +

© Add & Export © Import

AECITIEN 7 Advanced All v |+

Tnal Interactive

’ 2 352 Records
DO
. 11 Full Name P Status P b Title
icts & Peter Jacks Director of Clinical Oper...
. . & Head of Medicine

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

Latest Contacts View * +

© Add & Export O Import

C 352 Records 44 Filters
Climcal Tnal Expenence
11 Full Name i Status t Job Tith
Contact Approval done by
& Peter lacks Directt Created By
Created Date o
& [ Active | iEhI22NoV...
CV Date
- [ Active | Wi muel2.1.0...
Descniptior
a Head ¢ '
Email
B [ Actve | Favorite
First Name S
& Head ¢ ster2. 181,
ACTIVE Head ¢ (2. 1{@ti.con
s - S Clear Cancel Apply ‘
2 Orher VYOIE R, oy 1T con

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
‘ LatestComactsView® ¢
© add & Export  © mport
Trial Interactive
T
® Dashboart
0 Rubes

:

© Ackd Fimar Rule

Delee Carcet

8 Add Five Group

& |l Samuel 21

A

deadt of Modicing

Work 38 ||samiml

Figur

e: 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

o 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.

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

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
¢ Hiding a column
e Locking a column
¢ 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

Latest Contacts View * All -

© Add X Export @ Import

/Z Advanced All v | 4

2 302 Records

Full Name m Status ¢ JobTitle
a l@ Hide Column
g Lock Column
& . 382 Manage Visible Columns Head of Medicine
&

Figure: Hide Column

2. The particular column will not be visible on Ul until and unless it is enabled by
accessing the Manage Visible Columns option of any other column.
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Manage Visible Columns

Available Columns Set Order

full name 5 Visible

Expand All rt By Alphabet! 1 OCKED COLUMNS
» Billing Adaress Fields

Fav
» Emails 8y Type
SCROLLABLE OLUMNS

* Lab Address Flald
b Main Addres
» Pharmady Adad

b Title

Phone Numbers

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

Cancel

¥ Hide

¥> Hide

¥ Hide

¥ Hide

Figure: Unhide column
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Lock Column
To lock a column, follow the steps below.

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Lock Column.

Contacts

Latest Contacts View * All i

© Add X Export @ Import

A @Gl ~ Advanced All v

2 302 Records

Full Name ¢  Status ¢ JobTitle
a & Hide Column
| & Lock Column
& . 382 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.
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© Add X Export @ Import

b [l 7 Advanced All v [ + |

<> 302 Records

Full Name ¢ Status ¢  JobTitle

& Hide Column

&

g Unlock Column
2 12 Manage Visible Columns Head of Medicine
&

Figure: Unlock Column

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

Manage Visible Columns o x
Available Columns Set Order
6 Visible
Expand All habet l A A
5 [ e
L ddre
e
23 3 SCHOLLADLT COLUMNS
1o
Ht o ¥ Hide
pt [ - L ¥ H
vIiEn
T & Lock M
L o
Ema & Lok B M
N ne
v
Cancel Apply Changes

Figure: Unlock column through Manage Visible Columns
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Manage Visible Columns
To access the Manage Visible Columns functionalities, follow the steps below

1. Click on the ellipsis (vertical three dots) icon present beside each header field and
select Manage Visible Columns.

Note: This option is visible only for those columns visible on the main Contacts screen.

Contacts

Latest Contacts View * All i

© Add X Export @ Import

A @Gl ~ Advanced All v

2 302 Records

Full Name i  Status ¢ JobTitle
« Hide Column
a o
g Lock Column
& | 322 Manage Visible Columns Head of Medicine
&

Figure: Manage Visible Columns
2. On the Manage Visible Columns screen, users can perform the following actions.

a. Sort the available columns in ascending or descending order by clicking on the
Sort By Alphabet arrow.

b. Enter the search term in the Search box to retrieve the desired column name.

c. Click on Unlock or Hide in the Locked Columns section so that the
corresponding actions will be reflected on the main Contacts screen.

d. Drag and place the columns in the desired sequence.
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_— Enter the search term in search box to retreive a particular
Manage Visible Columns field. Click on Sart By Alphabet to sort the Available g X

columns in ascending or descending order

Available Columns / Set Order

Click Unlock to be able to rearrange the column. Click on

6 Visible Hide to remove the column from the main Contacts screen
¥ Expand All | Sort By Alphabet | 1 LOCKED COLUMNS
Addresses
Favorite
» Billing Address Fields
Clinical Trial Experience Full Name & Unlock @ Hide
Created By Rearrange the columns by dragging and placing the
columns in appropriate order. Click on Lock or Hide to
Created Date SCROLLABLE COLUMNS |customize the Contacts screen
CV Date )
Phone Numbers & Lock @ Hide
Degree
Description Status & Lock @ Hide
(V) Emails
Job Title 8 Lock @ Hide
» Emails By Type
Emails & Lock @ Hide

First Name

Check or Uncheck the checkbox for the particular fields to
Hide or Unhide the column on the main Contacts screen

Cancel Apply Changes

Figure: Manage Visible Columns options

[Z] @ cull Name

3. Click on the Apply Changes button and the main Contacts screen will reflect all the
customizations made on this screen.

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

7 Advanced All v [ +

=2 352 Records

1] Full Name :  Status :  JobTitle

& Peter Jacks t Sort Ascending

4 Sort Descending
& ACTIVE Q Hide Column

g Lock Column
:

58 Manage Visible Columns

-} Head of Medicine

Figure: Sort Ascending and Descending

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 256 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

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.
9 o Sort By None A ’
[ Created Date v J 1 Asc [l Delete o
© Add Sorting e e e
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.

/7 Advanced All v [T]

< 302 Records

Full Name :  Status l : Phone Numbers

a t+ Sort Ascending
4 Sort Descending

© Hide Column

g Lock Column

i=2 Manage Visible Columns

5
S
&

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.
0 Success
Added to favorites g
Contacts &
Latest Contacts View * +
© Add < Export  © Import

peter jacks /Z Advanced All v ‘ + ’

< 1 Records

2T Full Name :  Status i JobTitle

o & Peter Jacks Director of Clinical Oper...

Figure: Mark a contact as a favorite
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CHAPTER 10. USER MANAGEMENT

This section describes the process of managing users in CTMS.

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.

) cDUser Management

[ © Invite
101 Users
Name Status System Access Permi

Trial Interactive

& Internal User
Dashboard F 3 Internal User
Sponsors

oo Internal User
Programs

& Internal User
Products

& Company Administ...
Studies
N P Internal User
Organizations

20 v  PerPage

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*

4. Click on the Invite button.

~P Q0T

«Q
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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 1
Name Status Systerm A, Ematl Last Logir
Internal...
Phone Numbers
& Internal...
A Internal... H Email
- Internal...
& m Compa... 04jul 2. 8 ([0 ©romary
& Internal..,
20 Vv PerPage ‘ | 1 6 Next » 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.

4. Click on the Show Level Permissions button to manage user access at Organization,
Program and Study Levels.
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5. Expand each option and select an option from the Access Permission dropdown.
6. Enable the Invite/Manage Users toggle switch, to allow users to add other users into
the system.

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.

User Management

© Invite & Edit B Edit Permissions | & Resend Invite

102 Users 1 Selected

Name Status System Access Permi...
& ‘ INVITED Internal User
Resend Invite 0 X

Do you want to resend an invite to the following user(s)?

User(s) ‘

qist...

Nist...

Figure: Resend Invite
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CHAPTER 11. ACTIVITIES LIBRARY

Accessing Activities Library

To access the Activities Library, follow the steps below.

1. From the left-hand navigation links, select Activities Library.

N
) Activities Library
‘ © Add
103 Activities
Trial Interactive 3| ‘Activicy Name Status Type Subtype
{2 UATO10Step14 2... Acknowledgement IRB/EC
% ittt step7uarorn2)  (ESEE  Site Visic Issue/Action
:‘ '-:‘,': UATO10 Step 6 2.1 m Pratacol Deviation
Products AP2 Activity 2.1 m Communication Emait
& Studies UAT10 Act? 2.1 SR  Acknowledgement IRB/EC
Organizations Approval 2.1 Approval Annual Renewal
i 10 Acknowiedge... Acknowledgement IRBVEC
Coliect the 1572 m Document 1572
o Activity Plan Templates
D Misestone Temnpiates @ Activity 101 Acknowledgement IRBVEC
UATO10 Step14 2. Acknowledgement IRB/EC
) Step 7 UAT010 2.0 Site Visit Issue/Action

Figure: Accessing Activities Library
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Creating Domain Library Activity Records
To create Domain Library Activity Records, follow the steps below.

1. On the Activities Library screen, click on the Add button in the top-left of the screen.
2. On the Create Activity screen, enter the mandatory metadata, highlighted with a red
asterisk mark (*), to create an Activity.

a. Activity
b. Type
c. Sub Type

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

Create Activity

Activity *
Activity 1
Type * Subtype *
Acknowledgement v IRB/EC v

Description *

Activity 1

Cancel Create and Add Another ’ 9

Figure: Creating Domain Library Activity Records

o Initially, the Sub Type field is greyed out. Once the user selects a value for the Type from
the dropdown menu the related values for the sub-type appear in the dropdown menu.

e Click Create or Create and Add Another button, and users can add another activity on
the same screen without accessing the +Add button.
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Editing Domain Library Activity Records

To edit Domain Library Activity Records, follow the steps below.

1. Navigate to the activity name to edit and click the check box of the activity name.
2. Click on the Edit button on the top menu bar which opens the quick view panel.
3. On the quick view panel make the required changes
4. Click on the Save button once all the details are edited.
Activities Library
© add Egv.:(c © Set tnactve Y Eiters
104 Activithes
. Activity 1 e
ATty N Lan Ty SUDLYDE RSCrIDRROY Modifed Moy
c Acthity 1 (5 D 2124 General information =
o 2 usT Ackraowt REVEC WATOHD 21 Nov 2024 Activicy *
Actwity 1
2 Sy Site Visit SULRAL... UATDIOC 21 Nav 2024 o
3 uaTo Protoco Dedaion  UATO10.. 21 Nav 2024 i ——s QF:';C
3 AP =l o Emall AP At 19 Nav 2024 PRI
£ uATY BEEEN  Admow. ARVEC UATDIO... 21 Nov 2024 Actwvity 1
3 Apor m Apprava Annual LAT Sen 18 Nav 2024
% 10Ac B Acoow REVEC UAT Seri 18 Nav 2024
2 Colle BEEE  oowurent 1572 Collect s 05 Nov 2024
£3 Activ Acknowd..  RBVEC Creating 24 ud 2024 o
20 v PerPape " 1 & Next » Noxt >

Figure: Editing Domain Library Activity Records
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Deleting Domain Activity Records
To delete Domain Library Activity Records, follow the steps below.

1. Navigate to the activity name to edit and click the check box of the activity name.
2. Click on the Delete button on the top menu bar which opens the quick view panel.
3. Click on the Delete button on the confirmation popup.

© Add ¢ Edit M Delete | © Set Inactive

Type/Subtype Ofilters v || Status All V] [ Show Favorites Only ]

94 Activities | Selecied

@ ! AcivityName Status Type

‘ ’*' Reports ‘ ACTIVE Document

Confirmation O X ‘

Do you want to delete the selected Activity Template? I

1
o

Figure: Deleting Domain Activity Records
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Setting Domain Activity Records to Inactive

To set

1

2.
3.

TRIAL _ :
INTERACTIVE TI CTMS v2.1 - User Guide v1.0

an active activity record to inactive, follow the steps below.

Navigate to the activity name to edit and click the checkbox of the activity name with
an Active status.

Click on the Set Inactive button from the top menu bar.

Click on Set Inactive on the confirmation popup.

©Add & Edit W Delete | Setinactive | (@)

Type/Subtype O filters v || Status All ¥ [ Show Favorites Only ]

94 Activities 1 Selected

Activity Name Status Type

- % | 2 Reports ACTIVE Document

* Demo Reports 2 Action Item

Confirmation 0O X

Do you want to set inactive the selected activity?

Cancel Set Inactive e

Figure: Change activity record status to Inactive
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Customizing Activities Library screen

1. 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.

Activities Library

© Add

‘Type/Subtype 1 filter v ] ‘ Status All v H Show Favorites Only

31 Activities

Activity Name Status Type Subtype
Activity 1 Acknowledgement IRB/EC

Figure: Activities Library - Filters

2. Marking an activity as a favorite

To mark an activity as a favorite, click on the star icon beside the Activity Name.

Activities Library

© Add

‘Type/Subtype 1 filter v H Status All v ’ ‘ Show Favorites Only

31 Activities

! Activity Name Status Type

Activity 1 ACTIVE Acknowledgement

Figure: Activities Library - Mark as favorite
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CHAPTER 12. 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

l ‘ © Create Template

72 Activity Plan Templates

Plan Name Status Classificatior Description
Trial Interactive
Planning

Dashboard

SPONSors
- Panning
Programs
Products
Studies -
Organizations -
Contacts E 2
@ 92
@ 2
Milestone Templates
= %3

Figure: Accessing Activity Plan Templates
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Creating Domain Library Activity Template

To create a Domain Library Activity Template, follow the steps below.

1. On the Activity Plan Templates screen, click on +Create Template.

Activity Plan Templates

© Create Template | ® View (2] Copy @ Set to Retired

|, Status All v ’ [ Level All v ’ {Elassification All v

61 Activity Plan Templates | Selected

Plan Name Status Classification Description
I I S
@ UATO10 Ste... RAF UATO10 Step 13 2.0
[@ UATO10 Ste... UATO10 Step 13 2.0
(@ UATO10 Ste... Planning UATO10 Step 13 2.0

(@ UAT10AP2 2...

Figure: Create Domain Library Activity Template

2. On the General Information screen, fill in the following details
a. Activity Plan Name*: Enter a name for the Activity Plan
b. Level*: Select whether the template is to be created at the Study, Country, or
Site level.
c. Classification: Select the classification criterion from the available dropdown
options.
d. Description: Enter a suitable description for the Activity plan
Status: By default, the template will be in Draft status.
f. Select Parent Plan: Switch the toggle and select a Parent Plan* from the
available dropdown options.
Note: Fields highlighted with a red asterisk (*) mark require a mandatory update.

o

3. Click on Create, and Next Add Activities button once all the details are added.
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Create Activity Plan Template Step1 @ o x
© General Information

General Information

Activity Plan Name* Level®

213 Study K-

Descnption

Seat

l=ct Parnr n @
Cancel Create, Next Add Activities

Figure: Domain Library Activity Template-General Information

4. On the Associated Activities screen, perform the following to complete creating the
Domain Library Activity Template.

Create Activity Plan Template Step 2 ® o x

1) General information
Associated Activities

:
a o

© Crente

0 Activities

Activity Na ype Subtype Descnption Modified Moaiflie

Cancel Previous Save Activities

Figure: Domain Library Activity Template-Associated Activities

a. Search Library/Quick Select: Click on the search box and enter the library to
add it to the template. Once the library is selected it gets added to the
template.
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Create Activity Plan Template Step 2 ® o x

1) General Information
Associated Activities

Q | Beowse Activities Library

fy Sul
-
u
=
L [ ript Moar 1)
b Amendm ) r ‘ o0
Irvitia sub 22 Jan 202 & st

Ganost SYwrous | m

Figure: Search Library and Quick Select

b. Browse Activities Library: Click on the Browse Activities Library button to get
a list of all library types. Click on the required library’s checkbox to select and
click on the Add Activities button.

Browse Selected Activities

Selected Items 85 Activities

»  Acknowledgement
UATO10 Step14 2.0 Acknowledgeme... IRB/EC UATD1.,
Act:an ltem

e - Site Visit Issue/Action JATOY
Approvai >
Communication 4 Protoco Deviation JATO1
Deacision 2
) Communication Ema AP2 A
Device
- Approva Annual Renewal JATS.
Document m F g
Finding m Acknowledgeme. IRB/EC UAT S
iInvestgatona! Product {IP) _. N
- m Communication Emal Comm
Meeung
& ” Acknowledeeme, IRB/EC Testin
Protocol >
Safery - MNers rant w'E
10 v PerPage ‘ 1 5 Next p

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 a x
Activity*
Type* Subtype
v v

Description®

Cancel Create and Add Another |

Figure: Create New Activity

d. Remove Activity: Click on the checkbox of activity to select and click the
Remove Activity button to discard it from the template.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 273 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Edit Activity Plan Template "213" Step 2 ® - x

! ) General Information
Associated Activities

Q Browse Activities Library

1 Activities

v

AL LI

£ UAT

Type Subtype Descriptiof Modified Modife

Na
0. | Acknowie.. UATO10S.. | 032024

Figure: Remove Activities

5. Once all the details are entered click on Save Activities.
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View Published Template Details

To view the published template details, follow the steps below.

1. Select an activity plan template in the Published state and the View icon becomes
visible in the top menu bar

2. Click on the View icon.

3. View the General Information and Associated Activities details on the View Activity

Plan Template screen.

View Activity Plan Template "Budget - Initial” Step1 @ O

General Information

© General Information

2) Assoclated Activity Plan Name
~ Activities Budget - Initial

Clasaificavon

Description

First budget for a site

Status

Select Parent Plan

Next Activities

Figure: View Activities Plan Template

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

CL: Public Page 275 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Editing Activity Plan Templates

To edit an Activity Plan Template, follow the steps below.

Method 1

1. Select a plan by clicking on the plan tile.

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

3. On the Edit Activity Plan Template Window, access the General Information and
Associated Activities screen to make edits and save the changes.

mcopy © Publish @ st by fikticed tn-lm | of

| status Al - | [me- | classification A/l |

Edit Activity Plan Template "Temporary Template"  Step2 ® o X

1) General Information
Associated Activities

Q Browse Activities Library

O Create

B -~

=

e _ 0 Activities
@ wiee (IR
R
L |
@ e _

. ; Cancel Previous o
(20 v PerPage

Figure: Edit Activity Plan Template-Method 1

Note: Do not click on the plan name since it directly opens the Edit Activity Plan Template
screen which is another method to edit an activity plan.
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Method 2

1. Select an activity plan by specifically clicking on the plan name.

© Create Template ¢ Edit €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 Template Review

Do you want to publish the activity plan template?

Template Name  Temporary Template
Level  Study
Classification ~ Amendment, Close-out
Associated Activities 3
Description

Parent Plan Name

Cancel Publish Plan Template

Figure: Publishing Activity Plan Template

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 icon 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 Pian Template to Retired?

Figure: Retire Activity Plan Template

e Only Activity Plan Templates with Published status can be retired.
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Copying Activity Plan Templates

To copy an Activity Plan Template, follow the steps below.

1. Select a plan by clicking on the tile.

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

3. On the Copy Activity Plan Template, modify or verify the General Information and
Associated Activities details and click on Save Activities.

Activity Plan Témpl°a'tes

O CreateTemplate £ Edit OPublish O SeteoAeticet M Defeta. [ Q ser
[MNI'] IWM') @ Copy Activity Plan Template N Step 2 ® O x
65 Activity Plan Templates |

Plan Name Status 1) General Information
! Associated Activities

@ e . (D |
. a

W o

I O Create ]

@ 3 Activities

m m L Act Type Sub Des MO i
|

O emew. EXD ‘ . M. A R. U 03 &4 |

Eoeen. R ' - i u a: |
i

0 -1 - = .

I LT oo | ]

. -k cancn | [ Previous | © :

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 L. Export
2 Studies
: : 1l Name Protocol Number
Trial Interactive
e A Health well 1234567889
Dashboard
A Health Well Meds - HW9 1128-4202022
Sponsors
Programs
Products
Studies
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 Milestones

¥ Configuration

. - Dashboard Site Milestones Country Milestones Site Milestones Nonge ~
Study Detai Study Milestones Date Type Plannad
Milestones = . :
Y  Site Country Ail Site Status All ~ Site All
OUNITE
Site
Site Visits
:-'( 't '[‘, L t
Organizations
Conta
Tear

Figure: Select Activity Plans

4. On the Activity Plans Template screen, click on the Templates tab.
5. Click on +Add > +Associate buttons.
Activity Plans
Plans In Use  Scheduled Plans | Templates |@
B Associate o
OCreate lates
Figure: Select the Templates tab and access the Add and Associate buttons
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Note: To Create a new activity plan for the study click on +Add > +Create and follow the
steps detailed in Creating Domain Library Activity Template section.

6. On the Associate Activity Plan Template to Study, select activity plans by clicking

on their respective checkbox.
7. Click on Associate once the required activity plans are selected.

Associate Activity Plan Templates to Study "Health well" 0 X
Select the activity plan templates you would like to use for the study
il B M X UATO10 Step 13 2.0 x X v
| Level All ~ Classification All ~
21 Activity Plan Templates .
° Plan Name Classification Description Level Activities
[ : ' @ Site
[H UATD10Step 1320 UATO10 Step 13 2.0 @ Country
B UATO10 Step 132.0 Planning UATO10 Step 13 2.0 & Study
B UAT10AP22.0 & Study 1
20 v | PerPage 1 of2 Next »
Cancel Assodiate o
Figure: Associate Activity Plan Template to Study Screen
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Scheduling Activity Plans

To schedule Activity plans, follow the steps below.

1. From the left-hand navigation links, click on Studies.
2. Select a study by clicking on the study’s name.

Studies

l ‘ © Add L. Export

2 Studies
: : 1l Name Protocol Number
Trial Interactive
e A Health well 1234567889
Dashboard
A Health Well Meds - HW9 1128-4202022
Sponsors
Programs
Products

Studies

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 [ | T——

Study Milestones

¥ Configuration

Site Milestones Country Milestones Site Milestones None

Study Milestones Date Type Plannad

Y | Site Country Al Site Status All ~ Site All

Sie Visits

Subjects

Organizations

Figure: Select Activity Plans

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

Activity Plans

Plans InUse  Scheduled Plans  Templates

© Add

0 Scheduled Plans

Figure: Scheduled Plans tab

5. On the Schedule Activity Plans for Study screen, perform the following.
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a. Select Templates: Click on Schedule plan or the templates tile to select the
template and click on the Next button.

Schedule Activity Plan for Study: "Health well" Sites step1 @ O O O X

© select Template

Level all ~

Classification All ~

4 Available Templates
¥
+ Schedule plan
e —
V..
T C U7

UATO10 St

1

)

+ Schedule plan
1

Cancel

Figure: Schedule Activity Plan for Study-Select Template

b. Plan Details: On the Plan Details screen, add a suitable plan description and
click on the Next button.
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Schedule Activity Plan for Study: "Health well" Sites Step 2 ® =
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 L. Export

2 Studies
: : 1l Name Protocol Number
Trial Interactive
e A Health well 1234567889
Dashboard
A Health Well Meds - HW9 1128-4202022
Sponsors
Programs
Products

Studies

Organizations

Figure: Selecting a Study

3. Click on Activities from the left-hand navigation links
4. Click on the +Add button on the Activities screen.
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Health well Activities

+

L
D
7th Try <. Export

Y Filters
Dashboard
~
Study Details > 1 Records
Milestones v Activity Name : Status

Countries ) Activity 101 m

tes

,.
w

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 ] e

Figure: Tracking Activities

To edit any activity, follow the steps below

—

Select the activity name and

2. Click on the Edit button on the top menu bar and make the required changes on the
quick view panel.

3. Click on the Save button.
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© add I:] @ Delote X Export
Y Féte Activity 101
< 1 Records
3 3 Inr n )
v - Artivity Nome Status Type Subitype
B 2 Acwity 101 o Acrowiedgemen IRR/EC =
] Actvity 10
Ack jedgem K8t
"
NscTIipt
A&STD 1
0 v Per Page ‘ 1 ' o
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 Z/tdit @ Delets L bOpore B Bulk Ede
Y Filters | Activity 101 ’
< 1 Records
Acteaity Namm : Status i Type 3 Subtype
A Taker =
D £ Activey 101 ‘ Gres Acknawiedgemant IRB/EC
|
© Add Action
ti | =
v Per Page 1 '

Figure: Actions Taken on quick view panel

4. On the Add Action screen, specify the Action Date and Description.
5. Click on the Add button once the necessary details are added.
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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 13. MILESTONES

This section describes the Milestones module in the application.
Important

e The Milestones to studies application in CTMS have undergone some minor changes to
help our users better apply milestones quickly and efficiently to a study.

e CTMS Milestones that are retired at the Global level are retired in all levels of the data
hierarchy. If users want to continue to track a milestone after retiring it at the Global
level, it is imperative to make a copy of the milestone at the Sponsor level or lower
before retiring the milestone at the Global level.

Pre-Requisites
Any 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.
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2 e 50 9 Greenl|
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Figure: Creating Domain Library Milestone Template

5. The newly created template is visible on the Milestone Templates screen.
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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 Study Milestone from a Template
To create a Study Milestone from a Template, follow the steps below.

1. From the left-hand navigation links click on the Studies.

2. On the Studies window, click on the name of the study to create a milestone.

) Studies
‘ © Add < Export
1 Studies
I Name Protocol Number Status State

Trial Interactive
UAT003-018 2.0 PROTOC... Draft

Dashboard

Sponsor:

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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Study

UAT-003 2.0 v
UAT-003 2.0 UAT-003 2.0

STUDY

PROTQCOL FINAL

B 12th Conference 2.0

Sponsor 12th Conference 2.0
Product UAT003-008 2.0

Site Visit Report Review Status

AssignedtoMe 0 Al 121  No Reviewer 0

Study Details |3 m Past Due 0 Approaching Due 0 ‘ Report §
v Milestones 0 Site Visits

Countries Visit Name Visit End Date ~ Report Status Report

Sites

Figure: Select Study Details

On the Study Details screen, click on the Settings button in the top-right of the
screen.

®. :

UAT003 20 UAT-003 2.0

N 12th Conference 2.0

7 Edit ¥ Expand Al 9 =it Hiwtory

o K

General Information

=
Milestons Protocol Information
‘Ib 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.
2025 TransPerfect Translations International, Inc. (TransPerfect).
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vat-003 2.0 (D) ~

UAT-003 2.0 Milestone Templates
STUDY
PROTOCOL FINAL Milestone Templates  Groups
e O Add v
&+ Add From Sponsor o
©Create New

General

Hegions

© Start Tracking

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 Sponsar

» Selected Milestone Only m Milestone Templates can be added
Templates
© Sponsor Milestones Level All v | | Classification A
0 Milestone Templates
| Madest Templats 29k Descnptiorn

20 v PerPage

Cancel Previous o

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.

CL: Public
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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 need to be mandatorily filled to create a
milestone template successfully.
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Editing Domain Milestone Templates
To edit Domain Milestone Templates, follow the steps below.

1. From the left-hand navigation links, select Milestone Templates.
2. On the Milestone Templates screen, click on the milestone template to edit.

3. Click on the Edit button in the top-left of the screen. This opens the Edit Milestone
Template screen.

) Milestone Templates
Milestone Templates Groups
‘ O Create eulclv < Publish T Copy

136 Milestone Templates

Trial Interactive

SpONsSors

e ? Milestone Template 1

Organizatons ¢ Phase 2

9 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 m P
0 General |nf°rmation General Information
Level * Countries
Site v @ Finland x X v
@ France x
Milestone Name * Classification
Milestone Template 1 Start-up X X v
Description

DN

Set Parent Milestone Template

o B

Figure: Edit Milestone Template

Note: Users can only edit templates with a Draft status.

2025 TransPerfect Translations International, Inc. (TransPerfect).

CL: Public Page 306 of 365



» TRIAL TI CTMS v2.1 - User Guide v1.0

d INTERACTIVE

Deleting Domain Milestone Templates
To delete Domain Milestone Templates, follow the steps below.

1. On the Milestone Templates screen, click on the milestone template that needs to be
deleted.

2. Click on the Delete button in the top-left of the screen which opens the Confirmation
window.

3. Click on the Delete button on the confirmation page.

M“estone Te'mplates Delete Milestone Template n x
Milestone Templates oy Groups

2]
O Create  # Edit- W 740 to Group

(tun 1| [sove 0| [Gasieation 1 |
121 Milestone Templates | ~cc

@0 70 9 Greenlight

Manusal

'
" 9 Greenlight

C.l‘“r‘ m o

Figure: Deleting Milestone Template

Note: Users can edit templates only with the Draft status.
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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 Publlsh thisithese] Mietone Termplate|sf?
Pubiishing 2 Milestone Tempiatels) makes it avatable for selection and use

Template Name  Greenlight

Cancel Publish Milestone Template(s) .

Figure: Publishing Milestone templates

Note: Milestone Templates with Draft status can be published.
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Retiring Milestone Templates

Milestones at the Global level are retired in all data hierarchy levels. Suppose users want to
continue to track a milestone after retiring it at the Global level. In that case, users must make
a copy of the milestone at the Sponsor level or lower before retiring the milestone at the
Global level.

To retire a Milestone Template, follow the steps below.

1. On the Milestone Templates screen, select a milestone template in the Published
state.

2. Click on the Set to Retired button from the top menu bar.

3. On the Set to Retired screen mention a reason to retire a template (optional), and
click on the Set to Retired button.

Milestone Templates Set to Retired 9 X
Milestone Temolates ~ Groups o

Ocws st & oo Madttosrow [Sserwomaed] |

 Status Fubiished  ~ | | Level 4l « | | Classification All + |

94 Milestone Templates ol

ﬁ]o_vcm

v - 1 |
BB ¢ Closeout Site Visit Completed
e a0

4 D ¢ country #1

Cancel Set to Retired °

Figure: Retiring Milestone Template
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Copying Milestone Templates

To copy Milestone Templates, follow the steps below.
1. Select a template to copy by clicking on the checkbox of the particular template.
2. Click on the Copy button from the top menu bar.

3. On the Copy Milestone Template screen, click on the Create button.

Milestone Templates

Milestone Templates  Groups

© Create ¢ Edit 1 Delete < Publish |IC] Copy

‘Status All v ‘ ‘ Level All v ] ’ Classification All v ‘

121 Milestone Templates ' Selected

v 9 Greenlight

Manual

Figure: Copying a milestone template

Note: The milestone templates displaying both Draft and Published status can be copied, only
one at a time.
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Associating Milestone Templates to a Sponsor
To associate a Milestone Template with a Sponsor, follow the steps below.

1. From the left-hand navigation links, select Sponsors
2. On the Sponsors screen, select a sponsor by clicking on the name.

Sponsors

‘ © Add L. Export
1 Organizations

1 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.
- - %
# Edit A Collapse All D Edit Mistory
P—
(3] ©settings g ®© settings
Organization Information -]

Number Statun escription

1234

Website

NFE ©

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 |°
OCreate New ¥ ‘ ‘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

o Domain Milestones Level All ~ | ' Classification All ~

106 Milestone Templates

Milestone Leve Description Type Classificat
Manual
Manual
Manual
Group 1 ., Country Manual
Group 1 .. Country Manual
20 v PerPage < ¥ lol 1 of6 Next »

Cancel Previous | me

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

l ‘ © Add L. Export

1 Organizations

1 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.
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L B = -
Organization Information -]
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1224,
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Type 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

&+ 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.

6. Click on the Add button once all the mandatory details are entered.
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Create Milestone Template

0 General Information General Information °

Level*
Milestone Name® Classification

Descrniption

Set Parent Mijlestone Template

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.

~ UAT-0032.0 Milestone Templates e R
STUDY.
[ morocac i | Milestone Templates  Groups
Sponser 12th Conference 2.0
Produrt UATDO3-008 2.0 to Retirsd

Start Tracking

Do you want to start tracking all milestones for the study (including not

O General selected milestones)?
M Regions
9
& Access Permissions
o Import
[
= Feids " 9 Milestone Template 009

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 SEEIEEED

Milestone Templates  Groups

© Add ~

2 Milestone Templates

¢ Milestone 123

[Auto Apply Templates © @ l

Y Filters

Sort By Status v u =

Level Study

Ipdated 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

‘ Milestone Templates | Groups e
© Create Group

Trial Interactive 11 Groups
Dashboard Bs GI’OUp 1-16 Q9
Sponsors BD Milestones- 1.6
Programs

Products B H123

Studies Group testing

Organizations

Contacts m Group 115 99

Activities Library BD Milestones 1.5

Activity Plan Templates

W Group114 99

BD Milestones 1.4

Figure: Milestone Groups

3. Click on +Create Group.
4. On the Create a Group screen, fill in the following details.

a. Title*: Enter a suitable title for the group

b. Description*: Enter the necessary description for the group.
5. Click on Create once all the necessary details are entered.
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Milestone Templates Create a Group @ =

Title®
9 Groups Milestene Group 2

M Milestone Group  coup Testing

Creanry this milestone gro
|

f *

™ Group120 99 |
BD Miestones 2.0

9

m Group 1-1.6 99
BO Milestanes- 1.6

m H123
Group Testing

1

™ Group 115 93 e | (| @

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 IpIates
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
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1 3
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91 Milestone Templates

Graup 1 Country 3. Courtry Manual
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Figure: Select and Add milestone templates to groups

4. The screen displays a success notification once templates are added to the groups.
The Group Details screen displays the total number of templates associated with that

group.

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

0

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.

3. 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.

# Edit Details & Remove Group

¢ Milestone Group 2
96 o
Q
Level All Classification All
6 Milestone Templates Sort By Statu =
4 9 Group 1 Country #1 milestone 2.0 evel Country
lated 15 jun 2024 4

Figure: Filters

4. Sorting
To sort the screen, follow the steps below
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.

1
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| Sort By Status »~ ’

Name

Stat
|

Level
Updated By

Updated Date

Figure: Sorting criteria
5. 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 # tdit Detalls @ Remove Group
oup |
Q6
© Ada ¥ Fiters)

6 Milestone Templates

Level Al Classification A L ) APy : I [ - fing }

Milestone Template Name Status 1 Leve Dascripti

T'ype ( Parer
Q Group 1 Country #1 m m Country Manual
Q Group 1 Country #2 mi PUBLISD Country Manual
Q Group 1 Country #3 mi PUBLISHED Country Manual

Figure: Grid View or List View
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Editing Group

To edit the group, follow any one of the two methods listed below

6. Method 1

1. From the left-hand navigation links, select Milestone Templates > Groups
2. Select a group by clicking on the group tile.
3. Click on the Edit icon from the top menu bar.

) Milestone Templates

Milestone Templates | Groups o
‘ © Create Group B8 Remave

= = 11 Groups

Select the group by clicking on the

roup tile
i = Group 121 99 group

Note: Do not click on the group

name since it opens the group
details page

= Milestone Group 2 96

i Milestone Group 1
s
mGroupl120 Q¢
1 1]
mGroup1-16 99

Figure: Editing Group

4. On the Edit Group Details page, make the required changes to the Title* or
Description*.

5. Click on the Edit button, which will become accessible when edits are made, once the
required details are updated.
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Edit Group Details @ A x

Title*

Milestone Group 2

Description™

Group Testing

The Edit button becomes accessible
once edits are made to the Title and
Description or both

N
Cancel m e

Figure: Edit Group Details screen

7. 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 0

© Create Group 4 Edit @ Remove

11 Groups

Haard N Click on the group
o o VOUgD)) ] name to open the

group details screen

9s

® Milestone Group2
e e

Hons W Milestone Group 1

W Group 120 99

Figure: Select the group name

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

¢ Milestone Group 2 © [7znowaie] 8 ramow v

(roop Testng
L X
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Figure: Edit Group Details-method 2
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Removing Group

Method 1

1. From the left-hand navigation links, select Milestone Templates > Groups.
2. Select a group by clicking on the group tile.
3. Click on the Remove icon from the top menu bar.

Milestone Templates

Milestone Templates | Grou a

O createGroup 4 Edit me Remove Group 5 X

11 Groups

se the Group Milestone Group 2

filestone templates will not be defeted, just the group w e dishanded,

m Milestone Group 2 96 | . Milestone G
Group Testing. : stoun Testing

Select the group by clicking on the
group tile.

Note: Do not click on the group name
since it opens the group details page.

Cll"(':: ma

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 11 Groups
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Programs o care 50 Gtk deiele
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Figure: Select the group name

3. Click on the Remove Group button.
4. Click on the Remove button on the Remove Group screen.

# Edit Details |fl Remove Group

Remove Group 0 x

Are you sure you want to Remove the Group Milestone Group 27

Milestone templates will not be deleted, just the group will be disbanded. [ { =
Milestone templates will 1 e d, just the grouy e nde Barch ] Y Filters
Group Name  Milestone Group 2
Description  Group Testing.
Milestone templates 96 =
2 ’ | [Sort By Status v ] T =
g Level Country
pdated 15 Jun 2024 S —
o
i } Level Country

Figure: Remove Group-method 2
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CHAPTER 14. 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.

‘ You now have access to powerful T) analytics. With seamless integration to external dashboards, you can easily
explore and track key data across all your studies, right from within our CTMS.
Trialinteractive Monitor site performance, keep an eye on trial metrics, and use dynamic visualizations to drive informed decisions

and optimize your trial outcomes

Reach out to us to customize the dashboards to fit your spedific needs and dive deeper Into the data that matters

mostL

oy
Studies 2> 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.

€ 3 s A e Details

| Se Contant List
St
‘ady S e Connwy e Contact Stane Jah s Camtact hake S o ot Oatn inatad Cote Aatwmen et nd 4% Bt s

Sits Contact Lsy

$oady M Conntry same 10 vave S awner Lan N Miceks Aere Flaat Maene e Contact Stane  Camnact Jon Vive

AL EENITURY PSRRI SN ERY

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
Refer to the description detailed in the New Dashlet: TI Analytics - Sites by Status Dashlet

Deviation Activities

Refer to the description detailed in the New Dashlet: TI Analytics - Protocol Deviation
Dashlets

Issue Action Activities

Refer to the description detailed in the New Dashlet: TI Analytics - Issue/Actions Activities
Dashlet
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CHAPTER 15. WAFFLE MENU

The waffle 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
waffle menu.

Accessing Platform links
To access all the Platform Links, follow the steps below.

1. Click on the waffle icon to expand the side menu bar and select Links.

2. Select the required link.

3. Click on the required platform links from the available options, and it will open the
specific platforms page.

Trial Interactive

ClinRun

TRI OPRA
Medidata Rave
Zelta

TI SSU/eTMF

Ti Global Learn e
Tl DataPool
Tl eFeasibility

Analytics

00000000

Google 2.0

Figure: Accessing Platform Links
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Settings
Users with Company Administrator access to the CTMS will be able to make changes to
settings 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 over the course of 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.

Prields

Maximum upload image size: 3 MB
Formats supported: jpg. jpeg. png

& Contacts

Trial Interactive
9 Milestones

Settings
= B Organizations/Sponsors
= Fieids
S Programs

Statuses St Lot
1= Lookups i Products
@ Countries B Sites
I Regions

&= Site Visits

Figure: Edit Company Logo

Note: The maximum size of the image and the formats supported are displayed after
hovering the image. Refer to the screenshot below.
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Fields

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

l ‘ () Activities
& Contacts

Trial Interactive

9 Milestones

Settings
= Fields B Organizations/Sponsors
Statuses & Programs
Lookups M Products
# Countries @ Sites

W Regions
» &8 Site Visits
Access Management
A Studies
L& Team Role Management
) @ Countries
Site Visit Checklist
Templates 4

Subjects

Enroliment Trackine
Figure: Fields

3. In step 1, mandatorily add the field and optionally the other details and click on the
Next button.
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© 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 ...
Document .. Text 1 on Texts
Log to doc...
207\" Fet Pace Cancel m

Figure: Add Custom Field

4. In Step 2, add a name for the field and description. 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

5. 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 W
| |
Alpha

Alphanumeric

Regular expression

Cancel ( Previous ’

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.
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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 Sltes
=
18 Statuses
Altive OnHold @ x X W Site % sctwvely particp
Closeout O
Canteled @ »
nroing @ ~
Maintenancy «
Approves m On Hold Enroliing Active, Jte nas been approved !
- 1 Cancelec New, Plannad Not Select Ute of site has been can
Cosed m Ste nas reachad the end
L}
20 v PerPage ‘ 1 1

Figure: Settings - Statuses
Note:

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

The term ‘Lookups’ refers 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

S D

Field &
9 Lookups

™

Amendmeant Amendment User Defnec

Archiva Archeval LHer Defred

Close-out Close-aut User Defneg

. Enrciiment Ereobment Lser Defned
Execution Exocution User Definoo

Feasibility Feaubdity wser Defined

Flanning Flanning User Defnecd

LM Oy Regulatory Lser Definec

Figure: Settings - Lookups
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Countries
To activate or deactivate countries, 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.

\’ Countries
&

‘ @ Acuvare | X Export m

Status Inactive
Trial Interactive 1-Countries
Settings Country | Country Code Status
Fields Q@ Turklye ® wACTvE
Statuses e
20 v Per Page ‘ £ 1 R

Figure: Settings - Activate Countries

4. To deactivate a country, select the country by clicking on the checkbox.
5. Click on the Deactivate button from the top menu bar.
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Countries
@ Deactivate | X Export turkiye
Status All v

1 Countries ' Selected

Country 1 Country Code Status

@ Tuirkiye TR ACTIVE

20 v PerPage 4 Pr T 7 of 1 Next »

Figure: Settings - Deactivate country

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

A XLSX

Content

(® Current Page

Custom

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 Create button.
3. On the Create Region screen, mandatorily enter the Region Name and Countries
4. Click on the Create button.
Regions
DS EENER Ccate Region o x
4 : Region Name *
Region T Region 1
R UAT Region_1 1.5 RO
m UATm 120 @ United States x @ Australia x X v
. UATR . -‘ 21 State/Province
¥ US Territories Region

Cancel ‘ Create and Add Another Create

Figure: Settings - Add Region

5. To edit a region, select the region and click on the Edit button from the top menu bar.
6. On the Region Details screen, make the required edits and click on the Save button.
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Region1 ~

[ < :
Region 1 Region 1
[11] REGION

@ Save | O Cance # Collapse All

Region Information

Reglon Name *

Region 1

Country 2 Countries™

Q@ Australia x @ United States x X v

State/Province 0 States/Provinces

Figure: Settings - Edit Region

7. Select the region and click the Delete button from the top menu bar.
8. Click on the Delete button on the Confirmation popup.
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Regions

© Add ¢ Edit | @ Delete | & Export

5 Regions | Selected

Region 1 Countries

‘ A Region 1 ’ cB

Confirmation =

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

Figure: Delete Region

9. 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.

ACCQSS Management [\""’-".‘/ Access Permission J o x
@ &m General Information
34 Access Permissions 1 e pbitoti
. Company Adiminisirator
Access Permitssion 1
_‘ ob Title * Type
Clirecai Research Assoclate (C... Comparty Adrinistrator Dornain
Set Permissions
WM@A}L AEaded data nccet
e GO e R e
Permivsany
Contract CRA {Deprecated) Demas Data
Damain
Contaa
Country Manager
Cancel

Figure: Access Management

Team Role Management

To access the Team Role Management settings, 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 enter the name and level

Click on the Save button.

INFRENES
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©Add ¢ Edit [ Copy @©Activate & Export

Create Team Role O x

Name *

‘ Managed

Level *

Study v

Description

Figure: Create Team Role

5. Select a role to edit and click on the Edit button from the top menu bar.
6. Make the required edits and click on the Save button.
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3 Roles 1 Selected Edit Team Role M X

Name 1
Name

Clinical Project Manager 5 nager

Data Manager Level

l Manager Stdy
Description

Figure: Edit Team Role

7. Select a role and click on the Copy button.
8. On the Copy Team Role screen, make the required changes and click on the Create
button.
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Team Role Management

© Add ¢ Edit Copy | @ Deactivate & Export

3 Roles 1 selected Copy Team Role [P N

Name 1
Name *

Clinical Project Manager = 1., ager - Copy

Data Manager Level * |
Manager Study 2 I
Description

Figure: Copy Team Role

9. Select an active user and click on the Deactivate button.
10. Click on the Deactivate button on the Confirmation popup.
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Team Role Management

OAdd ¢ Edit [JCopy | DDeactivate | & Export

3 Roles | Selected

Name
Manager ‘
Confirmation 0 X

Do you really want to deactivate the selected Role?

Figure: Deactivate role

11. Select an inactive role and click on the Activate button.
12. Click on the Activate button on the Confirmation popup.
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Team Role Management

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

3 Roles 1 selected
Name | Status

l Manager INACTIVE

ACTIVE

Confirmation 0 X -
[ AcTive |

ACTIVE

Do you really want to activate the selected Role?

Figure: Activate role

Site Visit Checklist Templates

Refer to the User-Defined Site Visit Checklists section.

Enrollment Tracking
To add, edit, delete, and export enrollment tracking details, follow the steps below.

1. Navigate to the Settings area and select the Enrollment Tracking option.

2. Click on the +Add button and select a status that has not be added yet
3. Click on the Add button
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Enrollment Tracking

©Add | # ot @ Dulee & Export

Add Status 0 X

7 Statuses

Name Status Description Default End Status

Transferred Out Subject has been transferred out

20 v PerPage < ¢ 1 1 N »

Cancel

Figure: Add Enrollment Tracking

4. Select a status and click on the Edit button.
5. Make the required button and click on the Save button.

Enrollment Tracking
© Save O Cancel X Export
5 Statuses
Status Title Active
Screened Screened UAT 2.1
UAT Subject Status 2.1 UAT Subject Status 2.1
Enrolled Enrolled
Screen Falled Screen Failed
Completed Completed

Figure: Edit Enroliment Tracking Status
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6. Select a status to delete and click on the Delete button from the top menu bar.
7. Click on the Yes button on the Confirmation popup.

Enrollment Tracking

O Add ¢ Edit |0 Delete| & Export

5 Statuses | Selected

Status Title

Confirmation 0 X

Do you want to delete the selected Enroliment Tracking? I

No Yes

Figure: Delete enrollment tracking status

8. Click on the Export button to retrieve the enrollment tracking data in an XLSX or CSV
file format.
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Enrollment Tracking

O Add ¢ Edit 1 Delete | Export

Export mp S

Format

'Eﬁll XLSX

Content

® Current Page

Custom

Figure: Export Enrollment Tracking Data

Activity Type/Subtype
To add, edit, delete, deactivate, and export 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. Enter the required details and click on the Save button.
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© Add | ¢ Edit 1 Delete @ Deactivate & Export
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Type * Subtype

Subject Activity Tracking @

Include Additional Fields

Figure: Add Activity Type/Subtype

4. To edit, select an activity type/subtype and click on the Edit button.
5. Make the required edits and click on the Save button.
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Activity Type/Subtype

© Add | ¢ Edit | @l Delete @ Deactivate & Export

56 Activity Types/Subtypes | Selected

Type Subtype Additional Fields
Subject ‘ Deviation 2.1 _
Edit Activity Type/Subtype m [
Type * Subtype
Subject Deviation 2.1

Subject Activity Tracking @ @

Include Additional Fields

Figure: Edit Activity Type/Subtype

6. To delete a subject, select the subject and click on the Delete button from the top
menu bar.

7. Click on the Delete button on the Confirmation popup.
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© Add ¢ Edit

Type

Confirmation

Activity Type/Subtype

@ Delete | @ Deactivate & Export

56 Activity Types/Subtypes | Selected

Subtype

Deviation 2.1

Do you want to delete the selected Activity Type?

Additi

Figure: Delete activity type/subtype

8. Select an active record and click on the Deactivate button from the top menu bar.

56 Activity Types/Subtypes | Sciccied

Subtype

Activity Type/Subtype
© Add & Edit @ Delete L. Export

Additional Flelds

l|»J L Activity 1.,

Figure: Deactivate activity type/subtype

9. Select an inactive record and click on the Activate button from the top menu bar.
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Activity Type/Subtype
© Add ¢ Edit @ Delete & Export

56 Activity Types/Subtypes | “ciec

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

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

Auto-naming

@ Save 'O 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.

SR YT
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Export

Content
Current Page

(®) Custom

Numbar of records *
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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.
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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

Creating a field will not automatically make it available across all visit types. Likely, any one
field will not apply to all visit types across the board so, to allow for a customized list based on
the visit type, once a custom site visit field has been created, the user must navigate to the Site
Visit Types in Settings and manually choose to add the new field to the associated visit type
before it will be applied.

To apply a custom field, follow the steps below.

1. Create a custom field by following the steps outlined in the previous section.
2. Navigate to the Settings area and go to the Site Visit Types option.
3. Select the site visit type and click on the +Add button from the top menu bar.
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4., On the Add Site Visit Type screen, enter the details and enable the ‘Include Additional
Fields’ toggle switch.
5. Click on the +Add button and select the appropriate field from the dropdown options.
6. Click on the Save button.
pes Add Site Visit Type o X
, . |
Site Visit Types
OAdd  # Edit cnm»*
’a’ i| o~ | Unblinded site visit type
" Checklist Templates
Value v
call Visit calf'l Include Additional Fields @[
Sl
Lo bus Gooe © Add
| &
‘CRA Transition mﬂ
Name Field T Status Description Re
Drug Accountability ... Dmgj =
nblinded drug acco..  Drug
Drug Accountability ... Dmg_l: it Sequencs
: ‘ o nber
= . RO - vithin windo Cancel m
(20 v PerPage

Figure: Site Visit Types

7. To edit, activate, deactivate, and export the data, refer to the previous sections for the

standard steps.
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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.

225 2 >ett

Settings

9 Help

P TRIAL
# INTERACTIVE

Figure: Accessing Online Help

2. A new tab opens containing all the online help links.
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