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ABOUT THIS USER GUIDE

This guide provides a comprehensive overview of the features and components of the Ti
Study Start-up application, enabling users to work efficiently and securely manage their tasks
within the platform.

It includes 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 11 of 303



l\ TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

WHAT'S NEW IN STUDY START-UP V10.7?

Incorporation of New Export Functionality:

A new export capability has been introduced for the Documents section at the Site, Country,
IRB/EC, and Amendment document levels. This enhancement improves usability and ensures
consistency when exporting document-related data across these levels.

Incorporation of Enhanced Contact Field Functionality in SSU:

New functionality has been introduced to improve the handling of Custom and System
Contact fields in the SSU Contact Form. This enhancement ensures better clarity and
consistency by implementing the following updates:

e The SSU Contact Form's Additional Info section now includes all relevant Custom
fields and selected System fields from User and Contact Form Settings, provided they
are not already part of General Info or Contact Information by default.

¢ Only fields with the Contact checkbox enabled in User and Contact Form Settings are
displayed.

e System fields such as Full Name, Role Level, UserID, Username, and similar will have
their Contact checkboxes turned OFF and their Readonly status turned ON.

¢ System fields like Site Number, Room, and Site will have their Readonly setting turned
ON.

Incorporation of Unified Country List Functionality for Site Contacts:

New functionality has been introduced to align the country selection for Site Contacts with
the Site configuration. Moving forward, the country list displayed for Site Contacts will be
sourced directly from the Room Settings - Countries list, ensuring consistency between Sites
and Site Contacts.

Incorporation of Enhanced Sub-Navigation Panel Functionality:
New functionality has been introduced to improve the flexibility and usability of the SSU sub-
navigation panel. The following enhancements have been implemented:

e The panel now has a default width of 250 px.

e Users cannot expand the panel beyond the default width of 250 px.

¢ The panel can be resized down to a minimum width of 60 px.

¢ Users now have the ability to fully collapse the panel, allowing for an optimized view
of the main content area.

Incorporation of Contact Details Page Enhancements in SSU:

New functionality has been introduced to streamline the Contact Details page in SSU. As part
of this update, the fields Contact Type, Main Contact, and Provide Documents are now hidden
from the Contact Details view, ensuring a cleaner and more focused user experience.

Incorporation of 'Copy Link' Functionality in SSU Documents:

New functionality has been introduced to enhance document accessibility in SSU. A Copy
Link option has been added to the [Document] bar, allowing users to quickly copy and share
direct links to specific documents for easier navigation and collaboration.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Enhancing Quality Control in Study Start-Up

For CROs utilizing Tl Study Start-Up, ensuring sponsor confidence and regulatory compliance
is paramount. To facilitate this, our system introduces an enhanced Sponsor Review process,
allowing sponsors to oversee and approve critical site documents before full activation.

e Streamlined Oversight: Sponsors gain an exclusive Sponsor Review capability,
ensuring key documents meet quality standards before activation.

e Proactive Document Control: Start-Up Specialists (SUS) can easily flag and submit
documents for Sponsor Review, reinforcing compliance.

e Effortless Access & Approval: Sponsors receive a dedicated review interface, similar
to the Regulatory Reviewer, to efficiently evaluate submissions.

e Actionable Decision-Making: Sponsors can approve or reject documents with ease,
ensuring every site meets expectations before activation.

IRB Approval: Submission Packages

Simplify and streamline regulatory submissions with our latest SSU enhancement, now
supporting IRB and Ethics Committee (EC) submission packages throughout the study
lifecycle. This feature extends SSU’s powerful submission tracking and management beyond
Health Agencies, ensuring seamless approvals at every level.

o Expanded Submission Packages: Now create and manage IRB/EC submission
packages, directly linking them to relevant sites.

¢ Intelligent Site-Level Approvals: When approving a submission package, users can
select specific sites that have received approval, ensuring precise tracking.

o Flexible Approval Workflow: Easily approve all or select sites within a submission
package, with approvals automatically cascading down to the site level.

e Global Submission Efficiency: In the European Union, a single submission package
can now be assigned to multiple countries, reducing redundancy and streamlining
multi-country studies.

e Multi-Country Assignments: Users can now assign multiple countries directly from the
submission package profile tab, ensuring efficient global coordination.

¢ Automated Country-Level Updates: When a submission package is linked to multiple
countries, it automatically appears in each country's records, eliminating duplication.

e Real-Time Status Synchronization: Changes in the submission package status
instantly reflect across all associated countries, ensuring accurate and up-to-date
regulatory tracking.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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STUDY START-UP

The Start-up module is accessible to users who meet all of the following criteria:

e The Study Start-up action should be enabled in their user profile.
e The users should belong to the Site Activation Members group in the data room.

Study Start-Up Process in Trial Interactive

1. Adding contacts to sites. This includes adding:
e Principal Investigator and other contacts
e Start-Up Specialist
e Regulatory Approvers
e Site Activation Specialists
2. Sending Regulatory and Submission Packages
3. Collecting Essential/Required documents for sites, countries, and IRB/ECs.
4. Review of documents by a Start-up Specialist. Translate documents to the local
language if required.
5. Review of documents by Regulatory Reviewer.
6. Site Activation and publishing documents to the eTMF.
7. Adding essential/required documents after site activation through amendments.

Basic Configurations and Settings for SSU

Confirm that the Study Start-Up configuration is double-checked by the Room Administrator.
The Room Administrator should be able to:

Add Countries

Configuring IRB/EC’s

Specifying Essential and Required Documents, etc.
Create Sites

Add Contacts to Sites

The Study Start-Up Settings provide users with the ability to establish global rules and
configurations that are essential for the site activation process. These settings are critical for
ensuring consistency and efficiency across all sites in the study and help streamline the start-
up workflow.

¢ Global Application: The settings configured within the Study Start-Up Settings apply
universally to all sites within the room.

o Critical for Site Activation: These settings define the foundational rules required for
the site activation process, including regulatory requirements, documentation, and
approval workflows.

e Customization of Rules: Administrators can customize specific settings to align with
the study's needs, such as defining the required documents, setting timelines, and
configuring approval processes.

To configure the SSU settings, follow the steps below.

1. Please note: SSU settings are automatically configured according to the setup manual.
If further adjustments are needed, Room Admins can modify them from the Settings
menu. Login into Trial Interactive by entering your Username and Password.

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

Usermame

Forgot Your Passward?

2. Click on a room that has the Study Start-Up module enabled.
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3. On the room landing page, click on the Waffle menu and select the Settings module.

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

CL: Public Page 15 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

» Roam Modue
| ‘ Bashibioar
STMT ftaemnal T et g St lUp -
o ris

tw wtrve
[

T
E E
CRA
Neconcliation Quaity Svstow
Lisers
Managemene
n
Evert Manager Sattings
Rotatod Rooms

&5. &7 &17 &1.

4. From the left-hand navigation pane, expand the Sites folder and select Study Start-

Up settings.
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5. On the Study Start-Up Settings tab, Admins can configure the following settings
regarding Required and Non-Required documents.

e Document Approval Workflow: The Document Approval Workflow allows user
to select the workflow type. Select any one of the workflow types by clicking
on their respective radio buttons.

o 2-Step Workflow: In this type of workflow the document should go
through the two-step approval process i.e., ‘Approved by Study Start-
Up Specialist’ and ‘Approved by Regulatory Reviewer.’

o 1-Step Workflow: In this type of workflow the required documents
should be approved just by the ‘Study Start-Up Specialist.’

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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e Enable Sponsor Review: Click on the checkbox to enable the setting. If
enabled documents can be submitted for additional Sponsor Review.

e Allow users to select the documents that should be published to the eTMF:
Click on the checkbox to enable the setting. If enabled the user will have the
ability to select which documents to publish from SSU to the eTMF. If
unchecked, all documents will automatically be published to the eTMF upon
site activation.

e Do not publish the documents to eTMF when the site is activated/closed:
Click on the checkbox to enable the setting. If this setting is enabled, the
documents are NOT moved to the eTMF when the site is activated or closed

o Required Documents:

1. Publish to eTMF Workflow: When this checkbox is enabled,
required documents for Site Activation undergo an additional
QC step as they are published to the eTMF Workflow. This step
is common for users that only have a l-step review process in
SSuU.

2. Publish to Index without the eTMF Workflow: Essential
Documents will be published to the eTMF Index based on the
document type auto-routing. When this checkbox is enabled, the
documents are published into the eTMF index as Final. This
option is common for users who have a 2-step review process in
SSuU.

o Non-Required Documents: Non-required documents do not need to go
through the SSU workflow. If the user wants to send them to the eTMF
workflow, they can choose one of the options below based on their
requirements.

1. Publish to eTMF Workflow

2. Publish to the Workflow in Study Start-up

e Do not allow the addition of new documents to a Site after activation: Select
the checkbox to enable this setting. If enabled, no new documents can be
added or imported for the activated Site, IRB/EC, or Countries in SSU.

e Allow paper documents: If enabled, SSU documents without attachments may
be QC Reviewed.
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6. Configure the following additional settings.
e Regulatory Approvers: To add regulatory approvers, follow the steps below
o Click on the Select button.
o On the Regulatory Approvers window, drag & drop users to the
selected members’ section and click on the OK button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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e Start-Up processing time: Adding the processing time enables having a buffer
time required to activate a site after the IRB/EC Approval.

e Site activation email recipients: When the site is activated, recipients will get
an email notification. Recipients could be a CRA, Central Lab, etc.

¢ Complete amendment email recipients: When the amendment is completed,
recipients will get a notification email. Recipients could be a CRA, Central Lab,
etc.

e Site Activation title: This is the subject line of the Site Activation email sent
when a site is activated.
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7. Once the required settings are configured, click on the Save button.
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Regulatory Packet Options

Located within the Sites folder, Administrators configure how Regulatory Packets are sent to
Investigative Sites. Typically, template documents are sent as links to documents stored in
the Tl room or as email attachments. In certain cases, documents may be sent separately, not
as links or attachments, in which case the Administrator selects the ‘None’ option. Generally,

Administrators choose either the 'Links' or 'Attachment’ option.

L » Room Module
i l . Settings
eTMF Internal T... (vTWF ) w Settings v

packet related feids in e forms sotings
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l\ TRIAL

CONFIGURING COUNTRIES

When a study includes investigative sites located in different countries, those countries need
to be added to the room. As a result of this, country-specific folders will be set up in the
room’s folder structure to accept and store country-specific documents and users will be able
to choose the appropriate country when setting up new investigative sites in that country.

Countries Settings
Trial Interactive allows administrators to make changes to Countries Settings.

Follow the steps below to make changes to the country settings:

1. Navigate to the Navigation Grid -> Settings Module
2. Go to the Countries settings from the left menu of the settings page.

W AR o3 eniit o | L Q

il

Selecting countries will display the option in a tab in the next pane. As shown in the
screenshot above, a list of countries where studies are being conducted is shown. These
countries can be added, edited, or deleted using the buttons in the ribbon above the country
listing.

Add Countries

Follow the steps below to add countries:

1. Click Add from the ribbon above the country listing.
o The Create Country window will open.
2. Click the dropdown arrow at the right end of the Country field. An alphabetized list of
countries is populated to select from.
3. Select the name of the country to be added. The name of the selected country
populates the Country field.
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4. |If there is a country-specific Study Contact #, include the associated number in the
field.

5. Click ‘Create.’ The name of the newly added country appears in the alphabetized list.

Create Country

Country: * |Denmark b

Room Contact#: (01

" Creat | Gance |

6. Repeat these steps until you have added all of the countries associated with the study.
Additions and changes made here are saved automatically.

Edit Countries

Once a country has been added to the list, you can add or change the study contact #, and
adjust access to groups or users.

Follow the steps below to edit countries:

1. Select the required country from the grid to be edited. Click ‘Edit’ at the top of the
Countries window.
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2. The Edit Country window will open.
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|Edit Country | %

Country: = Aruba

Room Contact #:
Read Only Members: 0 user(s)
E A T 0 user(s) selected, 2 group(s) selected

selected, 0 group(s) selected

3. Click the Room Contact# field to add the room ID.

4. Click Select next to the ‘Read Only Members’ option.

5. The Read Only Members window is displayed in order to add Users/Groups by
dragging the entries or by selecting them.

6. Click OK.

ot Narr tgf " M Lt naniant Me (B4

w— .

7. Click Select next to the ‘Full Access Members’ option.

8. The Full Access Members window is displayed in order to add Users/Groups by
dragging the entries or by selecting them.

9. Click OK.

10. Click Save on the ‘Edit Countries’ window,
Additions and changes made here are saved automatically.

Delete Countries

Follow the steps below to delete the countries:
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1. Select the country or countries that you need to delete from the list by clicking the
checkbox next to the country’s name(s).

2. Click Delete at the top of the Countries window. The country name(s) will be deleted
automatically, without giving you a warning.
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Note: Once documents are stored in the room’s index folders, countries with
associated documents cannot be deleted. However, the user can continue adding and
editing entries in the Countries list as the study progresses.

Template Folders

In this window, you can Add, Edit, or Delete template folders and subfolders in the root folder
for managing country-specific documents.

o » Room Module )
=2 l ¢ — ; Settings
eTMF Internal T... (eTMF) w Settings ¥
Qll® | m Avout ] @ Countries || @ Countries  * [[ | Template Folders *
» O, General © Add
» 8 Event Manager v & Index Root
& Inbox » W 01 Trial Management
@& Outbox » m 02 Central Trial Documents
» & Documents Distribution » B 03 Regulatory
[ Forms Settings » W 04IRB IEC and Other Approvals
» B Documents » m 05 Site Management
» & Document Types » & 06 IP and Trial Supplies
» B Required Documents » m 07 Safety Reporting
v @ Countries » W 08 Central and Local Testing
& Countries » & 09 Third Parties
» W 10 Data Management
& Common Settings » W 11 Statistics
& Countries Status

Note: The details required to complete this stage of room configuration are provided in the
Configuration Manual. The folder structure is often consistent, but it is always study-specific.

Adding Folders and Subfolders

Follow the steps below to add folders and subfolders:
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1. Click Add to create the folder to the Index Root.
2. Click the '‘Add’ button near the top of the Template Folders window. A new folder
naming field opens, temporarily named ‘New Folder’.

l » *oom Modide
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3. Type the name of the new folder name in the highlighted field.
4. Press Enter.
5. Repeat this process until you have entered all of the new folder names.

Additions and changes made here are saved automatically.

Editing Names of Folders and Subfolders

Follow the steps below to edit the names of folders and subfolders:

1. Select the folder to be edited.

2. Click ‘Edit’ from the menu at the top of the window or right-click the folder name and
select Edit from the available options.

3. Make the necessary changes to the folder name.

4. Press Enter.
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Additions and changes made here are saved automatically.
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Deleting Folders

Follow the steps below to delete folders and subfolders:

Select the folder to be deleted.
2. Click Delete from the menu at the top of the window or right-click the folder name
and select ‘Delete’ from the available options. The folder will disappear from the index

—

structure.
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Note: Folders that contain subfolders or documents cannot be deleted.

Common Settings
In the Common Settings window, the user can:

—

Enable or disable the Template Folders.

2. Edit the Root folder name.

3. Change the Sort Order, the place in the room's index structure where the Country
Management folder appears.

4. The user can adjust the Read-Only and Full Access security settings.

5. Select the users or groups to set access. If the user can make any changes in this

window, click Save.
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Click Select next to the ‘Default read-only members’ option.

The Default read-only members window is displayed in order to add Users/Groups by
dragging the entries or by selecting them.

Click OK.

Click Select next to the ‘Default full access members’ option.

. The Default full access members window is displayed in order to add Users/Groups

by dragging the entries or by selecting them.
Click OK.

Countries Status
In this panel, Administrator users can edit the Display Name of the Country Status.

Locate the status and click the Edit button on the top or double-click on the specific
display name to edit.

Country statuses can be enabled or disabled as well.

Click on the drop-down menu from the top-right corner and select Yes or No entry to
change the value.
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CONFIGURING IRB/EC

The IRB/EC organizations associated with the study will normally be identified and
configured upon room creation.

The IRB/EC displays 2 categories IRB/EC Status and IRB/EC.
IRB/EC

The additional IRB/EC organizations can be added, edited, or deleted as needed from this
menu.
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To add a new entry, follow the steps below:

1. Click the Add button. The IRB/EC window is displayed with the Profile tab by default.

) e i | i g Q

O

2. Fillin all the required fields and click OK within the Profile tab.

3. Click the Committee tab within the IRB/EC window.

4. Click Add. The New Committee field gets added below. Double-click to rename the
Committee.

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

CL: Public Page 27 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0
5. Click OK.
==

6. Select the Committee and click Delete. The created committee is removed.

Committee Nome Pre Submissio. Pre Meeting Date.  Meeting Date Dependency Approval Interval

Adding Existing IRB/EC

1. Click the Add Existing button. The list of organizations stored at a domain level is
displayed.
2. Locate the appropriate organization and press the OK button to add them to the
room list.
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Editing Existing IRB/EC

1. Locate the IRB/EC Name and click the Edit button.
2. The IRB/EC window opens with the existing information with the editable fields.
3. Make the changes and click OK.
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4. Locate the IRB/EC Name and click the Delete button, the selected IRB/EC gets
deleted.
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IRB/EC Status

The IRB/EC Status, the users can see the statuses of the IRB/EC documents. Refer to the
screenshot below:

]

Follow the steps below:

1. Select the Display Name in the IRB/EC Status and click the Edit button.
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2. The user can see that the Disabled column gets editable and the user can see the
drop-down options from where the user can assign the “Yes’ and ‘No’

B About || @ IRBIEC || B IRBIEC Status *
# Edit
Display Name Disabled

Submitted

Conditional Approval Mo
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Email

Email notifications play a crucial role in keeping stakeholders informed about key activities
throughout the study preparation process. These emails are automatically sent to contacts
(e.g., investigators, site staff, regulatory bodies, and sponsors) to alert them about important
updates, actions required, and the progress of the study.

REQUIRED DOCUMENTS

The Required Documents Settings allow Administrators to define and manage the required

documents for a study. Some document types may be mandatory for all investigative sites,

while others may be required only for sites in specific countries. These settings are typically

configured at the start of a study but can be adjusted if needed during the study.

1 . a Q
=T o=

AN ARAEN

Note: It is recommended that administrators contact the Trial Interactive Project
Management Team if any changes or additions are needed.

Setting Up Required Documents for All Sites

To allow users to add essential documents for sites, the document types must be configured
by the administrator. Additionally, the required documents for sites can be set up through the
Settings module.

To add the required documents for All Sites, follow the steps below.

1. From the left section of the panel, the user can select the category (Sites, Country,
IRB/EC, and General) of the Required Documents. By default, the All-Sites category is
selected.

2. Click on the All-Sites tab.
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3. From the right section of the panel, named as Document Types, the user can:

e Add or Delete a Required Document to the category selected from the left
pane.

¢ Locate the document type and click Assign Event types which will help the
users to enable Event Types.

===

W A - it Fomms onaind | o1l = -

o Document Type Profile display All fields shown in the screenshot below.
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{4 i |

o View the activity log of the selected category from the Change Log.

Adding Documents to the List of Documents

1. Click the relevant tab from the left panel of the Required Documents menu.
e For Country and IRB/EC documents, pick the relevant country or IRB/EC.
2. Click Add from the top ribbon bar of the Document Types window on the right.
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3. The Required Documents window is displayed to add Required Documents for All
Sites under specific categories.

4. Click the folder from which you need to select the Required Documents and click the
checkbox next to one or all of the documents to be required.

[ Seve ] Save & Clows [ Cuee |

5. Select whether the document(s) will be required for Site Activation or eTMF by
clicking the checkbox.
6. From the dropdown menus to the right, if necessary, select:
¢ Required For: This is the Study Contact who is responsible for providing the
selected required documents
e Languages: Select the language from the list to be applicable to the Required
Documents.

[ Sow | Siove & Cho [ Cwe |

Note: Document types that need to be submitted by different contact types need to be set
up separately.

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

CL: Public Page 35 of 303



@ INTERACTIVE

l TRIAL Trial Interactive SSU v10.7 - User Guide v1.0

7. Click Save & Close if you have documents from only one category folder to add or
click Save if you need to add more required documents.

Note: If documents are to be provided by different study contacts, click Save, then return to
the documents list. Select the next set of documents, specify whether they are required for
Site Activation or eTMF, choose the contact type from the dropdown, and click Save. Repeat
this process until all required document types for all contacts have been added, then click

Save & Close.

Deleting Documents from the List of Required Documents

To delete a Required Document:

1. Click the All Sites tab from the left panel of the Required Documents Panel.
2. From the list of Required Document Types in the grid, tick the checkboxes to select

the Required Document Types to be deleted.
3. Click Delete from the top ribbon bar of the Document Types window on the right.
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4. The Required Document Types are removed from the list.

Assign Event types

The Assign Event Types will help to enable Event Types.

Click Assign Event Types the Assign Event Types window is displayed.
The user needs to select the Event Types as per the requirement.
Either the user can Reset Changes or Save the changes.

INFAENES

vanl lype Enabled

Document Type Profile

1. The Document Type Profile displays All fields available in the Required Documents.
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2. Click Document Type Profile the Document Type Profile window is displayed.
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3. The Document Type Profile displays the following sections:

Profile

Doc Type Fields
Bulk Fields Update
Default Values

Note: To configure the Country Specific and IRB/EC Specific settings, refer to the standard
steps of All Site settings detailed in the Required Documents.

Amendments

The Amendments refer to modifications or updates made to study documents, protocols,
contracts, or regulatory submissions after the initial setup but before the study begins or
progresses to the next phase. These amendments typically arise due to regulatory
requirements, sponsor requests, site-specific needs, or protocol changes.
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To Create an Amendment, follow the steps below.

1. Click Add, the Create Amendment window is displayed.
2. Fill in all the required fields.

3. Click Add, within the Create Amendment window to add the Required Documents.

4. The Required Documents screen is displayed.

5. Expand the Required For field to view the options. Select the required option from
the list.

o

The list of the Sites is displayed on the left pane.

7. On the right pane select the documents to be submitted by the selected Site and fill in
the required fields.

8. Click Add & Close.

9. The added Required Documents are displayed within the Required Documents

section on the Create Amendment window.
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Requl x
Q
« & All Docws
v & Site
USA 10769 Brad Taylor Bead Taylor % 01 Trial Man:
USA Kyle Doctor hOCIOr L 01.01 Trial Ovarsight
» © [ 01.01.06 Recruitment Plan
% {2 Recruitment Plan
Abolee Bhuse Abolee Bhuse % O Recruitment Progress
USA 123 John Smith » % [0 01.01.08 Monitoring Plan
Frandis Test Required For
USA 1234 1234 =
Event Driven
USA 1001 Mike Seith 1001
Languages:
ITA 1986 Dum Dum 1986 Dum Dum it
quage selected @
USA 1123 Brad Taylor 123 Brad Taylor .
Page Tort O 9

[ Add | Add & Close
Create Amendment x

Required ficlds are marked with an aslerisk ()

Title Regulatory Amendment 1

-
&
[
=3
N
o

Amendment Date 1

I » Required Dncumen!sl

© Add

Required Fo... Entity Name  Category Document T... Languages Contacts ©
| Specific Site Abolee Bhuse Site 01 Trial Man {(Not Set) Laboratory C |

10. Click Create. The create Amendment is displayed in the grid.

> Room Module >
‘ g Settings
eTMF Internal T... (oTMF) w Settings v
h Q| [« | m About [l & Amendments ma *|

~

Description Amendment Date

y Amendment 1

£ Inbox
@& Outbox

» & Documents Distribution

» Protocol Amendment 6

» UAT New Amendment

) » Protocol Amendment
[ Forms S

» ABC

»
» tial Amendment 29 Aug 2024

 » & Document Types
< » Protocol Amendment 2

v B Required Documents =

» Protocol Amandment 1 24 Nov 2023

8 Required Docun

4 Export
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To Edit and Delete the created amendment, follow the below steps:

1. Locate the amendment and click the Edit button.
2. The Edit Amendment window is displayed. Make the required changes and click Save.

l‘. Room Module
4

X Settings
eTMF Intornal T, «TWF ) » Settings v

@
»
48 s1ver 1
' B
' S
v B f ( -
{ Documents
[
© Add
CEEEECN | - ocuioro. EntyMam  Compoy  DocumentT. Lasguapes Contacts ©
* Soe: Sits Aboles Bhuse  Site 1 Trial Man Not Set Laboratory C
Q@
> -

3. Locate the amendment and click the Delete button.
4. The Delete this Amendment dialog box is displayed. Click Yes if the user wants to
delete the amendment.

> Room Module

g5 l s ; Settings
eTMF Internal T... (eTMF) w Settings v
» O
. »
’
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’
°
Delete this Amendment x
P s Sl Do you really want to delete this
Amendment?
[_No |
» B t
» Esse Easss

Email Templates
Generic email templates are preloaded for a room when the room has been cloned. Follow
these instructions to make changes to any of the email templates.
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l\ TRIAL

Insertions: |First Name - ns:l

|Cummnn

Last Name

Site Name
Domain Name
Audit Activity
Audit Query Response Grid
Documents Activity
New Document Notifications Grid
Update Document Notifications Grid
MNew Start-Up Document Notifications Grid
Update Start-Up Document Notifications Grid

The Change Log option, located at the bottom right of the screen, displays a record of the
Email Templates. It includes columns for Iitem Name, Setting, New Value, Old Value,
Updated By, and Updated On (with the timestamp) and Close button.

Ensure to click Save to apply and retain any changes.

Room Legal Hold Notification

The Room Legal Hold Notification needs to be sent only when the number of days before the
legal hold end date arrives.

Settings

l\ Room Module
i

eTMF Internal T TMF) w Settings »

Qfi«l | B About B Emall Template

v @ Ema

& Emall Templates

& Room Legal Hold Notifications

Follow the steps below:

1. Click Select to set up the users who will be notified when a room is put on legal hold.
2. The Notification Recipients window opens with the list of Users/Groups.
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| E About || @ Ema “ [k Email Templates I [ Room Legal Hold Nofifications *

Notification Recipients @»’" user(s) selected, 0 group(s) selected

b e e SR S |‘|‘
z
3
&
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x Wag Me eedres 1 Bs pane

3. Select the users by double-clicking or dragging the entries to the right pane.
4. Click OK. The selected user gets added to the right pane.

e

5. Select the number from the Notification offset (days) dropdown. It will decide the
number of days before the legal hold end date when the notifications should be sent
to those users.

| K About || = Email || K Email Templates | K Room Legal Hold Nofifications |

Notification Recipients: 0 user(s) selected, 0 group(s) selected
Motification Offset
(days):

Number of days before th U
15
30

Note: Super Administrator users from the Tl Service Desk can put a Legal Hold on Rooms
when required.

The Change Log option, located at the bottom right of the screen, displays a record of the
Room Legal Hold Notification. It includes columns for Item Name, New Value, Old Value,
Updated By, and Updated On (with the timestamp) and Close button.

Ensure to click Save to apply and retain any changes.
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Notifications Preferences

The Notifications Preferences section allows users to specify the email notifications they
would like to enable for the study room.
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Follow the steps below:

1. Enter the Mini newsletter Frequency (minutes) with which the Mini newsletters will
be sent to the users.

Refer to the screenshot below:

K About || = Emai || K Email Templates || i Room Legal Hold Metificafions || I Motification Preferences

Mini-Newsletter Frequency [200

(minutes):

2. In the Subscription panel, enable the appropriate notifications that will be available to
the room’s users.

e Using the options grid on the right of the Subscriptions window, you can select
which notifications the user would receive.

Below are the definitions of each notification type and their use:

e Enabled: This enables users to subscribe to related notifications.

o Default: This subscribes all users to the related notification by default but with
the possibility to unsubscribe.

e Mandatory: All users get automatically subscribed without the possibility to
unsubscribe.
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l\ TRIAL

The Change Log option, located at the bottom right of the screen, displays a record of the
Notifications Preferences. It includes columns for Scope, Item Name, New Value, Old Value,
Updated By, Updated On (with the timestamp), and Close button.

Ensure to click Save to apply and retain any changes.

Notification Columns

The Notification Columns are related to the list of fields that will be included in notification
emails for notifications that the user wants to receive.
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The Notification Columns are available for the following categories with sub-sections:
o Workflow
o Workflow Query
e Audit Query

Refer to the screenshot below:
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To filter the columns that would appear in the notification emails:

1. Expand the arrow available beside the Workflow and double-click to add the columns
under the Selected Columns list.

2. Click the Arrow so that the items available in the ‘Selected columns’ will be swapped
in the "All Columns’ section.
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3. Select the option from the "All Columns’ section and click add>. The selected option
gets added to the ‘Selected Columns’ section.

Configure columns

Al columns Sefected columns

4. Select the option from ‘Selected Columns’ and click <remove. The option will be
removed.

Selocted columns
[@Iln olumns . ~

The Change Log option, located at the bottom right of the screen, displays a record of the
Notifications Columns. It includes columns for Setting, New Value, Old Value, Updated By,
and Updated On (with the timestamp) and Close button.

Ensure to click Save to apply and retain any changes.
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Start-Up Contacts

Once site information is entered into the Tl system, the regulatory packet is automatically
sent to the site members for review and action. If users are added to the Site Activation
Member group, they gain the ability to submit Essential/Required Documents to the SSU
module for review by the Start-Up Specialist and Regulatory Reviewer.

As a Site Activation Member, the user can:

e Monitor Document Collection: Track the progress of the Essential/Required
Documents collection process to ensure all necessary documents are
submitted, reviewed, and approved.

e Activate the Site: Once the required documents are collected and reviewed,
the Site Activation Member can proceed with site activation, allowing the site
to begin participant enrollment or other study activities.

The following are the various roles available in the SSU Module.

Role Description

Clinical Research A Clinical Research Associate (CRA) is responsible for conducting
Associate (CRA clinical trials and managing key site-related functions, including site
initiation, protocol compliance, site visits, adherence to good clinical
practices, data integrity, and ensuring the protection and safety of
study participants. During site visits, the CRA adds documents to the
site. To be designated as a CRA at a site, they must have editor
access in the room.

Start-Up Specialist | As part of the Site Activation Member group, the Start-Up Specialist
serves as the initial reviewer of SSU documents. Documents can be
sent to a specific SSU email, imported, or individually attached in Trial
Interactive. The Start-Up Specialist reviews each document,
approving or rejecting it, and forwards it to the Regulatory Reviewer
for final review. After the Regulatory Reviewer approves all
Essential/Required Documents at each site, the Start-Up Specialist
will activate the site. A Start-Up Specialist can hold either Editor or
Admin access in the room.

Regulatory The Regulatory Approver is the final reviewer of SSU documents.
Approver (Email notifications can be configured to alert the Regulatory
Approver when documents are pending review.) The Regulatory
Approver reviews each document in the Regulatory Review section of
the SSU module, approving or rejecting it as necessary.

Other Site Besides the ones mentioned above, various other site contacts can be
Contacts added to a sit. Some of them are mentioned below:

1. Principal Investigator

2. Sub-Investigator

3. Pharmacy Contact

4. Laboratory Contact

5. Contracts Contact

6. Finance/Budget Contacts

7. Co-Investigator

8. Research Specialist

Note:
e A Principal Investigator is the most important contact for a
site, as sites cannot be created without a Principal
Investigator.
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Description
e An SSU specialist cannot be a site contact and an SSU
Specialist at the same time. Except for the CRA, all the
contacts discussed in this section can be viewed from the
Contacts module. You can view sites in the BY CRA view from
the Sites module.

Inviting Contacts and Managing Security

In the world of clinical trials, there are diverse users, each with specific roles and
responsibilities—some handle complex procedures, while others may only be responsible for
reviewing and signing documents for a site. To ensure that each user can perform their duties
efficiently and securely, it's essential to assign the appropriate access levels and privileges to
a site.

Trial Interactive (TI) implements a streamlined process that aligns seamlessly with real-world
clinical trial scenarios. It addresses key questions to define a user's role, such as:

—

What is the size of the organization?

2. Does the organization involve users who handle multiple roles or users who are
assigned specific roles in a site?

3. Does the user need to oversee the complete site activities, or is it enough for the user

to only be a contact point on the site?

By addressing these questions, Tl ensures that the user roles are well-defined and tailored to
the organization’s specific needs, promoting efficient site management and enhancing overall
trial execution.

Trial Interactive (TI) implements the following process to assign a combination of rights and
privileges to site members to enable them to carry out their responsibilities:

—

It allows two security privileges to be assigned to users - Editor and Reader.

2. Areader is allowed read-only access, whereas an editor can perform various other
advanced functionalities like adding documents and sending documents for review to
activating sites.

3. An Admin is a privileged role and is assignhed to users only in specific cases discussed

later in this guide.

To add users at the room level as an admin, follow the steps below.

1. Login to Trial Interactive and enter the room.
2. Click on the waffle menu and select the Users Management module.
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3. Click on the +Invite button and select the +Regular option.

sz Room Module
F l ¢ Users
eTMF Internal T... (eTwF) w Users Management
= -
Viewby By Company ~ [E+3
~ ted)
e o
B Avergers - . .
L] & = lIschrader@tr LaurelSchrat Laurel Schrader
I Chicagoan Hospical
I cironex.com e
[J & = alhussain@tr Alison Hussa  Alison Hussain
& Disney Hospial
B zmail.com 2
(] & = rchialda@tra RoxanaChial Roxana Chialda
B Hogwans

4. In the User Invitation form, the user can see three tabs:
e User tab: Displays the user details information page
e Groups tab: There is a list of groups a user belongs to. You can add a User to
the Existing Group.
e Sites tab: Sites where the user included as a Site Contact
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5. Fill in the required fields under the User Details section:
a. Email
b. Role
c. Company
6. After entering the details, select Study Start-Up in the Actions field under the
Invitation Details section.
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7. Clicking on the + icon available in the Company field allows the user to create a New
Organization.
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8. Click the Groups tab on the User Invitation form.
9. Click the Add to Existing Group option in the menu bar, this page is directed to the
list of groups.

User Invitation x

0 Groups

No records found

e 8 9 &8 & & o o

IR

10. Select the required groups, click Add to Groups, and view the selected groups on the
Groups tab.

11. Locate the groups that need to be removed and click the Remove from Groups
option in the menu bar. The selected group disappears.
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12. Click the Sites tab on the User Invitation form.
13. Click the Add to Site option the list of users is displayed on the Add To Site pop-up
window.

Wser Invitation

- ,_E

T e aw et o 1w Ovtarl

Add To Site "

13 taes

]

14. Select the users and click the Add to Site option at the bottom of the Add to Site
pop-up window.
15. The selected users were added to the sites.

User Invitation x

Sites

2Sites

=z -

16. Locate the user that needs to be removed and click the Remove from Site option in
the menu bar. The selected user disappears.
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User Invitation

Sites

Sites where user included as Site Comtact

& Add to Site © Remove from Site
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m) Site Contact Type
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17. Click Save to save changes or Cancel to discard them.
18. Click on the +Invite button and select the +Quick option.

» Room Module
g Users
eTMF Internal T, (v1MF ) w Users Management
T g s, = -
Viewby By Company ~ BB+
© Regular
~ ted)
bo
= Avengers
o schrader@tr  Laurel Schead  Laurel Schrader|
B Chicagoen Hospizs!
I cronex.com
) alhussain@tr  Alison Hussa  Alison Hussain
Dizney Hospital
h gmall.com -
& - rchialda@tra  Roxana Chial  Roxans Chialda

19. Fill in the required fields such as:
e Email List -the list of users can be added at a time

e Role
20. Click the Add button, the added users will be displayed in the grid.

Quick Invite x

Administrator v
Special Access
(® None
(O Regulatory Agency Inspector i}

d MMM B30 C)
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ACCESSING STUDY START-UP MODULE

Once the basic settings and contacts are configured for Study Start-Up, users can how move
forward to operate the module.

To access the Study Start-Up module, follow the steps below.

1. Navigate back to the waffle menu, and select the Start-Up module.

> Poom Mooule
s Dustibart
*TMF Internad T - Start Up »

ey actie 0B

e
g E
T Communication
CRA
Seconcliation
L
Ly
Management
n
Boerst Mariages Settings
Related Booms

& & & &

2. The Start-Up module displays the relevant dashlets.

SSU User Interface

The SSU Module in Trial Interactive (TI) provides a streamlined platform for creating,
monitoring, and activating clinical trial sites. Users can add, upload, track, and review the
necessary documents for site activation through this interface.

The Start-Up module includes the following sections:

Dashboard

Country

IRB/EC

Sites

Documents
Amendments
Contacts
Communication Log
Regulatory Review
Audit Trail
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Note: The Toolbar options are available per the room settings and user access.

Dashboard

The Overview Dashboard, which consists of a number of different dashlets, can be made
available to users by room Administrators, depending on the needs of the client and the
particular study room.

The dashlets are described here in the subsequent topics. The users can view and access the
following options from the top menu bar.

The left side of the top menu bar displays the below options:

Waffle icon: displays the modules available in the selected room
Trial Interactive logo

Room Name: displays the selected room name

Module name: Selected module name in the room

Path name: Selected path name in the room

» Room Module s
23 ‘ Fi Dashboard
eTMF Intornal T . v StartUp »

The right side of the top menu bar displays the below options:

- > Room Module Tra
=2 l 6 Dashboard
eTMF Internal T... («ThF) w StartUp v L)

e Search icon:
i Click the search icon the Search pop-up window is displayed.
ii. Expand the Documents arrow to search by Documents, Users, Sites, Queries,
and Contacts.
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Note: Some hints to get better search results:

Search Help |

Try these hints to Eet Detter search results

p
Mo case sensitive  document = Document

Any order Test document = document test

» Partial Text doc.. = docu...
Use quotes for exact matches "doc” # document

“test document" # document test

The user can also search the Room by expanding the drop-down arrow shown

in the screenshot below:

‘ [

== . COE—

an

et

Search Mistory

Clicking the Advanced Search button in the Search pop-up redirects the user

iv.
to the Advanced Search page.
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Search

= Advanced Search

V. Users can add unlimited fields as needed with the + Add More Fields button.
The Advanced Search - Add Fields pop-up window is displayed.

Search

LE a

e - fe

-O-M.m—-’.l—‘” R Advanced Search - Add Fields

Vi. Select the fields and click the Save button.
Search
| s o K s
o <

vii.  Click the Remove All option to remove the added fields.
Viii. Click Reset All resets the page with the existing information.
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e Add icon: Users can add the following by accessing this option:
e Documents:
i Click the Documents option, the Import Documents screen is
displayed.

R R )

eTMF Internal Tralning Room 10,5 .

ii. Click Browse File or Browse Folders to import documents, or simply
drag and drop the required file.

| ioget Ghesraris]

| e S|

[ -

==

iii. Fill in the Metadata and click Import All & Apply Metadata.
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iv. The user can also assign the placeholders by clicking on the Assign
Placeholders option.
v.  Apply the filters and click Import All & Apply Metadata.

=

e User: To learn more about User Invitation, follow the steps in Inviting Contacts
and Managing Security.

e Task:
i Click the Task option, the Create Task screen is displayed.
ii. Fill in all the required fields and click the Save button.
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Site:
i Click the Site option, the New Site screen is displayed.
ii. Fill in all the required fields and click the Add button.
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3. Documents Cart icon: All documents added to the cart can be viewed here.
| e Ot ] @
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4. Bell icon and Username: Displays the notifications and users can access the following:
o Language Settings

My Profile

Contact Help

User Guide

Sign Out

O O O O

The Dashboard allows users to customize their workspace by adding, removing, or
rearranging tabs based on user preferences. Administrator-level users can configure default
dashboards for users according to the user access levels. Unless restricted, users can modify
their dashboards to suit the user's needs.

The dashboard includes the following edit options:

e Edit Dashboard
e Configure Dashboard

Room Module

»
HH l § e Dashboard
eTMF Internal T... (eTMF) w StartUp »

eTMF Internal Training Room 10.5

£ Edit Dashboard £ Configure Dashboard ~

Edit Dashboard

The Edit Dashboard allows users to customize the dashboard by adding or removing tabs,
reorganizing layout options, and customizing the dashboard to show the information that is
most important to the user. It ensures a personalized view for better accessibility of required
data.

Steps to Edit the Dashboard:

1. Navigate to the Dashboard section in the SSU module.
2. Click on the Edit Dashboard button located at the top left of the toolbar.
3. The Set Up Your Dashboard window will appear.
4. It includes the relevant options, such as:
e Set Up Dashboards: For selecting or adding widgets.
e Set Up Layout: For customizing the layout.
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Set Up Dashboards

The Set-Up Dashboards allow users to customize their dashboards by adding, removing, or
managing dashlets. Dashlets are individual components that display specific types of data or
functionality on the dashboard, helping users personalize their view to highlight the most
relevant information.

Steps to set up the dashboard.

1. On the Set Up Your Dashboard window, the Set-Up Dashboard option is displayed by
default. Expand the fields using the arrow and select the required checkbox.
2. Click the Save button. The selected widgets are displayed on the dashboard.

» Roem Watide
L ‘. WIS Pt T [ - Tt ip - ese
eTMF Internal Training Room 10.5
. © Configarn Dttt =
Set Up Your Dashboard -

3. Click Add, and a new entry appears in the dashlet list as Collection Name. Enter the
Title and Description in the left-side fields before adding the dashlet.
4. Click the Save button to add the dashlet.
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Set Up Your Dashboard
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5. Click the Remove button to initiate the removal process. A confirmation window will
appear with the message: ‘Are you sure that you want to remove the collection?’.

Note: The user can only remove the newly added fields and not the pre-defined fields.

6. Click Yes to confirm and remove the collection or click No to cancel the action and
keep the collection.

Confirmation x

7. Once all necessary changes are completed. Click the Save button at the bottom of the
popup window to apply the changes.
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Set Up Layout

The Set-Up Layout allows users to customize the visual structure of the dashboard by
choosing a column-based layout. This ensures that the dashboard is organized according to
user preferences. The user has the option to select from - One, Two, or Three Columns.

Steps to set up Layout:

1. From the Set Up Your Dashboard window. Click on the Set-Up Layout.

": P W

SO e £ - iy -

eTMF Internal Training Room 10,5

. ® Lty re Sadbannt

Set Up Youwr Dashboard

2. Select one of the available options for Layout:
e One Column: Arrange all dashlets in a single vertical column.
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e Two Columns: Splits dashlets into two evenly spaced columns.

o

e Three Columns: Divides dashlets across three narrower columns.

©

3. Click the Save button to confirm and apply the selected layout or Use the Cancel
button to discard the changes.

Configure Dashboard
The Configure Dashboard helps the user to arrange the dashboard as required.

This includes two dashboards:
e Configure Dashlets
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» Room Module
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eTMF Internal T... («TMT ) W StartuUp =

eTMF Internal Training Room 10.5

© Edit Dashboard © Configure Dashboard ~

Configure Dashlets

Configure Dashlets

The Configure Dashlets allow administrators to manage the availability and visibility of
dashlets on the dashboard for different user roles. Dashlets are individual components that
display specific data or functionality, such as documents, users, or key metrics, making the
dashboard customizable and role-specific.

Steps to Configure the Dashlets.

1. Click the Configure Dashboard button the user can see the dropdown menu,
Configure Dashlets.
2. Click on the Configure Dashlets, and the Configure Dashlets window will pop up.
3. The Configure Dashlets window will display two tabs on the left:
e Access: To select a Set of Dashlets available for each role.
o Default View: To select the Default list of Dashlets for each role.

Configure Dashlets

=3

4. In the Access tab, the user can select the roles from the dropdown menu within the
Available for column to assign dashlets to specific roles.

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

CL: Public Page 66 of 303



TRIAL Trial Interactive SSU v10.7 - User Guide v1.0

# INTERACTIVE

Configure Dashlets

_ Access

Default View
+ Ao a

v & Site Activation Cycle Time Readers and above E

Editors and above

» & Documents Readers and sbove
Désatiled
» 5 eTMF Readers and above v

5. Click Add, and a new entry appears in the title list as Collection Name. Enter the Title
and Description in the left-side fields before adding the dashlet.
6. Click the Save button to add the dashlet.

Configure Dashlets D x
Access e
Labecis

7. Click the Remove button to initiate the removal process. A confirmation window will
appear with the message: ‘Are you sure that you want to remove the collection?’ Also,
the user can only remove the newly added fields and not the pre-defined fields

Configure Dashlets
N
Oefault View Prners wotnst St 0f Daahowss suabobose fir oals Nosm R
Confirmation x
[:.;, youl sare (Fat youl wand 1o remoye the colle vy*u-‘]
O |

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

CL: Public Page 67 of 303



TRIAL Trial Interactive SSU v10.7 - User Guide v1.0

# INTERACTIVE

8. Click the Yes button to confirm and remove the collection or click the No button to
cancel the action and keep the collection.

9. Switch to the Default View tab, and select the required and appropriate checkboxes
for the roles mentioned - Reader, Editor, Manager, and Administrator.

10. As per the roles, the titles get changed.

Configure Dashlets

Access
Default View

N - |

11. Click on the Save button at the bottom of the popup window, to save the changes, or
click Cancel to discard your changes.

Site Activation Cycle Time

The Site Activation dashlet provides an overview of the available sites with their status in the
SSU module. The tracking of a cycle time is a must for activating sites in clinical trials as this
metric enables researchers and stakeholders to identify potential bottlenecks and streamline
the process, ultimately accelerating the timeline for bringing life-saving treatments to
patients.

e Input filter for start and end points for calculations.
e Heat map to highlight performing and under-performing sites.
e Option to export the data.

(Click here to Niter ) (Enter the term  |[(Click here
.

3w Activwtion Cytle Tems
s as por

specifhic critena

2 Sites

NN

¥ [ L \
ene il T [Click on the Next and

Previous a

Recent Communication Log
This dashlet displays a list of all communications made during the site start-up and activation

stage.

Note: Only those tabs are displayed in this dashlet that were selected after clicking the Edit
Dashboard button.
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| Recent Communication Log |
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21 Communication Logs
Data Type Descripban Cantact Name Communication En...
25 Jan 2024 Regula £-Delivery of Reg, pack to the site Princpal Investigator Dema Sie 105
120ct2023  Regula.. E-Delvery of Reg. pack to the site Pl Placeholder Test Site #2
11Dec20.. Phone na Pl Placeholder Amendment 2024

Clicking the View All Communication Log button redirects the user to the Communication
Log page of the SSU module.

Communication Log

) 74 : ®
eTs=/= -

2 L
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SITES

The Investigative Sites dashboard provides a list of sites involved in clinical trials or studies,
displaying details for Expiring Sites, Site Health (CRA), Recently Updated Sites, Site
Activation Status, E-Feasibility by Country, and Study Monitoring Visits.

Note: Tabs configured within the Edit Dashboard section are visible here.

Expiring Sites

The Expiring Sites tab provides a list of all sites that have an upcoming expiration date. This
tab includes columns displaying details such as Expiration Date, Site, Principal Investigator,
Status, Main Contact, and Main Contact Phone. Users can further customize the view by
clicking Manage Columns to add or remove specific columns as needed. This feature helps
users track sites with approaching expiration dates, ensuring timely actions can be taken.

"l

Investigative Sites 4

[ExEIrquji_&e_g ite Health (CRA) Recently Updated Sites  Site Activat

~
L

] ‘G“-'.TZT.T{FT,
0 - 0 of 0 (0 selected) L5 M Manage Columns o Views ~
Expiration Date Site Principal Inve... Status Main Contact Main Contact ...

Site Health CRA

The Site Health (CRA) tab provides a summary of the completion status for multiple sites,
allowing users to monitor site progress effectively. This tab displays three chart types—
Donut, Bar, and Column—that display the percentage of tasks completed out of the total for
each site. Users can also Export the data for external reporting or analysis. Additionally, the
All-Sites dropdown menu allows for filtering, enabling users to narrow down the view to
specific sites or groups as needed.

Steps to view Site Health (CRA)

—_

Navigate to the Investigative Site dashboard, and click on the Site Health (CRA) tab.

2. The user can view the Site Health (CRA) Chart through the Donut, Bar, and Column
view by selecting it.

This will update the display of each site’s completion status in the chosen format.

3. Use the All-Sites dropdown menu to filter which sites appear in the view. This is helpful
to users if they want to focus on specific site data. It has two options: All Sites and My
Sites.

4. Click on the Export button to download the data currently displayed. This option allows

the user to save the information for further review or to include it in reports.
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Recently Updated Sites

The Recently Updated Sites tab provides a list of sites that have recent updates, allowing
users to monitor site progress and activity status. This tab displays details including Site,
Principal Investigator, Status, and Progress %. Users can customize the display by managing
columns, refreshing the data, and viewing all sites. This tab helps users keep track of site
activity and status updates, which can be essential for ensuring that all sites meet project
requirements.

t’.cccntl_y Updated Sa(n_:J e A

| - 20 of 20 (0 selecred)
Site Prinipal Investgator Stanus Progress W
Site - Admin 102 Admin 103 Selected e J

USA 001 P Placeholder Pl Placehokder Active 100

e Click View All Sites in the top right corner to navigate to the Sites page, displaying
the full list of sites without filters.

E' ' ; |
Sites

[veaw— - :

TT ErE— -

¢ Use the Refresh button to update the information displayed in the list. This ensures
the user is viewing the most current data.

e Click the Manage Columns to customize the information displayed. The user can add
or remove columns that need to focus on specific details relevant to the review on the
Manage Columns pop-up window.
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e Click Views to manage dashboard views. Select Manage Views to customize views
based on options like Created by Me, Shared by Me, Shared with Me, and Default

Views.
B View All Sites
= @ Manage Columns
Progress %
DEFALLT VIE
0 Y Turn OFF Vi
& Turn Off View
100 = Manage Views
0
100
Views x
e Created Sy

No records found

Site Activation Status

The Site Activation Status tab displays a bar chart showing the activation progress of sites
over time. This tab allows users to filter by site groups and activation progress type, making it
easier to track which sites are moving through the activation stages. The chart provides a
representation of site activation on specific dates, helping users quickly assess activation
trends and identify any sites that may require further action.

o Use the All-Sites dropdown menu to filter the chart by specific site groups, allowing
the users to focus on a subset of sites relevant to the review.
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¢ In the Site Activation Progress dropdown menu, choose the desired Site Activation
Progress type to adjust the chart based on specific activation criteria or milestones.

E-Feasibility by Country

The E-Feasibility by Country tab provides an overview of the feasibility assessments sent to
sites in different countries. The data is presented in a chart format that can be viewed as a
Donut, Bar, or Column chart, giving flexibility in how the information is displayed. This tab
also includes an Export option to download the data for external analysis or reporting. The
All-Sites dropdown allows users to filter the sites by specific groups, focusing the view on
particular sets of sites or regions. This feature helps users quickly see the distribution and
count of feasibility assessments across countries.

1. Select the preferred chart format by clicking Donut, Bar, or Column. This will
change how the feasibility data is displayed, allowing the user to choose the
visualization that best suits the analysis.

2. Use the All-Sites dropdown to filter the data by specific site groups or regions,
making it easy to focus on certain countries or subsets of sites.

3. Click on the Export button to download the feasibility data currently displayed in
the chart. This option is useful for creating reports or conducting further analysis
outside of the system.

4. The chart shows the total number of sites with feasibility assessments for each
country. For example, the Donut chart format indicates 1 Total site in India with a
feasibility status of "Sent."”

Investigative Sites

iz | E-Feasibility by Country | =

m Bar Column ¥ Expart All Sites

Semt e

Click here to
customize

Jick here to

4
Export the
dashlet data

dashlet views

1

Total sites
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Study Monitoring Visits

The Study Monitoring Visits tab provides a breakdown of the monitoring visits conducted
over specific periods. Users can view visit data by month and year, with each circular chart
displaying the total number of visits for that time and color-coded segments representing
various document types (e.g., Pl Curriculum Vitae, Protocol Amendment, Administrative
Changes). The tab offers flexibility to change the chart type between Donut, Bar, and
Column views, and an Export button to download the data. The date range can be adjusted
using the date fields to focus on specific periods, helping users track and analyze visit trends
over time.

Steps to manage study monitoring Visits:

1. Navigate to the Investigative Site dashboard, and click on the Study Monitoring
Visits tab.

2. Choose the date range for the data by selecting the start date (on the left) and
end date (on the right). This will update the charts to show visits within the
specified time frame.

3. Select Donut, Bar, or Column to choose the preferred chart format. This will
change the display of the visit data, allowing the user to view the information in a
format that best suits their needs.

4. Use the By Month dropdown to organize the data by monthly intervals. This
option can help in viewing trends over each month within the selected date range.

5. Click on the Export button to download the current view's data. This is useful for
external analysis or reporting needs.

6. Each circular chart shows the Total visits for a specific month or period, with
color-coded segments indicating different document types or actions completed
during those visits. For example, May 2023 shows "2 Total Visits," with each color
representing different documents related to the visit.

10 Ny 2022
A Carmoshum Wae B or T Approws 3 | Daclowere Form N Protoesd
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The users can view and modify the room's Welcome message, which is displayed to all users
upon accessing the room. This message area serves as a space for sharing essential
information about the study, such as updates, reminders, or key details. Only users with
Administrator or Manager access can edit this dashboard by pressing the Edit button with
the Pencil icon at the left side of the dashboard. After making the desired updates, clicking
save will apply the changes, making them instantly visible to all users in the room, ensuring
everyone has access to the latest study-related information.

About this room

The About This Room tab provides a welcome message and important information regarding
the use of the room. This space can be customized to include study details, access
requirements, and relevant support information. It mentions the need for Adobe Acrobat
Reader for viewing certain documents and includes a link to download it. Users with
Administrator or Manager roles can edit this content to ensure that all participants have up-
to-date information and resources.

Steps to use the common section:

—

Navigate to the Common dashboard, and click on the About this Room tab.

2. Review the welcome message and any instructions provided. This message might
contain important details about study access, document requirements, and support
contacts.

3. Click the Click here to get it link to download Adobe Acrobat Reader, as it is
necessary to view some documents in the room.

4. If the user is an Administrator or Manager, click the Edit button with the Pencil icon in
the top right corner to make changes to the welcome message.

5. Update the text with any new information or instructions, as needed.

6. After making edits, click Save to apply the changes. The updated message will be

immediately visible to all users in the room or click on Cancel to discard the changes.

|. . | ~
Common S =

About This Room

Welcome to the This Trial interactive room is & place for sacure eTMF and Study Information, You will be able 1o access the

documents according to the participation privileges assigned to you

You will need Adobe's Acr L0 view many of the documents In Triat Interactive

If you require technical assstance

Bulletin Board

The Bulletin Board tab is set up by administrators to provide important messages and
updates to the team. It can include information related to the room, study-related
announcements, or updates about any issues or actions needed. This section serves as a
central communication hub for keeping all team members informed. Both Administrators and

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

CL: Public Page 75 of 303



TRIAL Trial Interactive SSU v10.7 - User Guide v1.0

@ INTERACTIVE

Managers have permission to edit the content in this area, ensuring that relevant information
can be updated as needed.

Steps to use the Bulletin Board:

Navigate to the Common dashboard, and click on the Bulletin Board tab.

2. The Bulletin Board tab will display messages or updates provided by administrators. If
there are no messages, it may show “No records available.”

3. If the user is an Administrator or Manager and needs to add or update information,

click the Edit button located at the bottom right of the screen.

—

Bulletin Board

Hedllo team! Do good work and procoss tons of documents

Week of 05 june 2023

Site 1001 visit on 09 june at 10 am EST

|l |

4. In Edit mode, enter the message or update the wish to communicate to the team. This
can include announcements, study updates, or any relevant instructions.

5. After entering the message, click Save to apply the changes. The updated message
will then be visible to all team members on the Bulletin Board.

[=

Bulletin Board

Project Links

The Project Links tab displays links to various websites and resources used in the study,
allowing team members quick access to important external content. Users with Editor-level
permissions and above can create new links by clicking the Create button. Each link can be
set as Private (visible only to the user) or Shared (visible to all users). This setup allows users
to organize and manage external resources effectively.

1. Navigate to the Common dashboard, and click on the Project Links tab.
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2. Click the Create button to add a new link to the tab. The Create Project Link pop-up
window is displayed.
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3. During the link creation process, the user can set the visibility of the link by selecting
Private (for personal use) or Shared (for all users to see). This can be done by
checking or unchecking the relevant option.

4. If the user needs to modify or remove an existing link, click Edit or Delete next to the
respective link. Editing allows the user to change details such as the title or URL while
deleting removes the link from the tab.

5. The list of created links will be displayed under the Project Links tab. Each link entry
shows the title and associated details, giving users quick access to frequently used
websites.
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Tasks

The Tasks tab allows users to track and manage their tasks related to various activities. Each
task is associated with specific details such as Subject, Status, Priority, Start and Due dates,
and Completion percentage. This section helps users stay organized by displaying all tasks in
one place and offering options to filter, sort, and update task statuses.

Steps to Manage Tasks:

1. Navigate to the Common dashboard, and click on the Tasks tab

2. Select the Status and the Assignee from their respective dropdown menus to get the
task details, including the subject, status, priority, and due date to stay on top of
your responsibilities.

3. If the user working on a task, update the status to reflect your progress (e.g., from Not
Started to In Progress or Completed).

4. Monitor the Complete % to assess how much of the task has been finished.
5. To manage the view toggle between All Tasks and My Tasks views.
6. Click Export to download a copy of the task information for further review or
reporting.
=]
[S] =y E]m - ]
FAQ

The FAQ tab will display a list of common questions and answers related to the system,
processes, or project-specific information. This section helps users quickly find answers to
frequently asked questions without needing to contact support or ask team members. It can
be used for both operational guidance and addressing common queries about how to use the
platform or navigate through processes.
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Steps to Use the FAQ tab:

—

Navigate to the Common dashboard, and click on the FAQ tab.

2. Click the + sign next to the checkbox to expand and view its answer.

3. Use the Date dropdown to sort the FAQs by their creation date (e.g., newest to
oldest).

4. Use the Category dropdown to filter FAQs by categories like Regulatory Issues, Site
Health, etc.

5. Use the filter option to search for keywords or phrases in the FAQ section.

6. Click Export to save the FAQ data in a suitable format.

7. Click view FAQs and take to the FAQ Module, where the user can filter questions and

answer with more options.

Q&A

The Q&A tab is designed to help users post questions and receive answers related to various
topics. It allows users to interact, resolve doubts, and track questions based on their status
(opened or answered). This section also helps in sharing common queries that might be
helpful for others.

Steps to Use the Q&A tab:

1. Navigate to the Common dashboard, and click on the Q&A tab.

2. Use the filter options on the left to view questions based on their status:
e Opened: To see all open and unanswered questions.
e Answered: To view questions that have been answered.
e All: To view both open and answered questions.

3. Each question will have a title (e.g., "What's the protocol number for this study?")
along with relevant details such as the Subject Matter, Company, User, and Posted
Date.

4. Click the + sign next to the checkbox to expand and view its answer.

5. Click Export Q&A to download the list of questions and answers for further reference
or reporting.

6. Select from the Views dropdown to sort the questions by Date or other available
criteria to prioritize your review of questions.
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Users

This tab displays available users and is added to the SSU module. Additional actions include
Inviting a User, Editing the Dashlet Name, Refreshing, Managing Columns, Creating &
Managing Filters, and Saving Views.

Steps to Use the Q&A tab:

1. Navigate to the Users dashboard.
2. Users can filter by Organizations and Roles using dropdowns.

User
Users
All Organizations * | |AM Roles
All Roles
(‘L !
. SUPERADMIN
All Organizations
ADMIN
l Avengers
MANAGER
( Chicagoan Hospital
EDITOR
cirgnex.com
READER
Disnay Hospital
O_ACCESS
gmall.com
A0NI LWy D ANs partect,com
Hogwarts

3. Click the New tab to view only new users or the All tab to see all users.

4. Click +Invite the User Invitation pop-up window is displayed. Follow the steps from
Inviting Contacts and Managing Security.
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ETMF

The eTMF (Electronic Trial Master File) dashboard provides a visual representation of trial-
related document health and status. The eTMF ensures that clinical trial documents are easily
accessible, properly stored, and secure.

It includes the following tabs:

eTMF health

The eTMF Health tab provides an overview of the overall health and progress of the trial
master file. It helps monitor the completeness and compliance of documents in different
stages of the clinical trial by visualizing key metrics such as the percentage of completed
documents in categories such as Trial, Country, Investigative Site, and overall.

Steps to view eTMF Health:

1. Navigate to the eTMF dashboard, and click on the eTMF Health tab.

2. By default, the eTMF Health tab is selected and the user can view the eTMF Health
Chart through the Donut, Bar, and Column view by selecting it.

3. To export the displayed data, click Export, which allows the user to download the
information for further analysis.

& &
6% 4% 15% 2%

Complets Complete Complete Complete

4. Once clicked on the Export chart window will be a popup and the user can export the
data in - Image, Excel, or Clipboard format.
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Claimed and Unclaimed

In the eTMF dashboard, Claimed & Unclaimed refer to the status of documents, who is
responsible for them, or who has taken action on them.

Steps to view Claimed & Unclaimed Documents:

1. Navigate to the eTMF dashboard and click on the Claimed & Unclaimed tab.

2. The Claimed & Unclaimed tab is selected and the user can view the Claimed &
Unclaimed Chart through the Donut, Bar, and Column view by selecting it.

3. Use the dropdown on the right to filter the documents by their workflow stage, such
as 2-Step Workflow.

4. To export the displayed data, click Export, which allows the user to download the
information for further analysis.

=
&A.

Documents Expiration

The Expired Documents tab, lists documents that are either expiring or already expired,
based on the specified expiration period. The Expired Document tab allows users to track
these documents, monitor their expiration, and take action.

Steps to manage Expired documents by replacing them with updated versions:

1. Navigate to the eTMF dashboard, and select the Expired Document tab.
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2. The user can apply the filter to view Expired or Expiring documents. Select the option
to focus on documents that are already expired or those approaching expiration.

3. Check the checkbox next to the blue arrow and click the +Add New Version button at
the top-right of the dashboard.

(]

4. This will open the new Add New Version window and select the appropriate option.

I Export Documents Wetadtata

Add New Version B

Lab Certification CLIA.POF
Document date: 14 Sep 2021 09;14:10

Flle size : 194.7 KB
Avallable Methods:

Bl

Cancel

5. The options available are configurable by the room administrator in the Settings area.

6. If Replace the Attachment is chosen, click the Browse button and locate the new
version of the file.

7. Set the new expiration date, and give the reason for the replacement in the comment
box.

8. If the "A new version was already submitted. Remove this document from the list.
Nothing else needs to be done. The document will be removed from the list of expiring
documents.

9. Press Save to save the changes or click Cancel to discard the changes.
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Add New Verslon x

Lab Certification CUA.FOF

Documant date. 14 Sep 2021 01410 File size - 194.7 KB

Availbaile Methods

Certificats of Liabihty tnsurance_pdf.r pdf

10. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.

11. Click on the PDF icon will open a new window, The PDF opens in the window, allowing
the user to navigate through the pages using the controls at the top (e.g., Print,
Download, page Navigation arrows, zoom options, Full page, Turn page, Search Icon,
Image processing menu, Show and Hide).

eTMF Health Claimed & Unclaimed Expired Documents

Expired v
1-17 of 17 (1 selected)

(m] Submitted Name

‘ > Lab Certification _CLIA.PDF
(J 9 [9 TestDocjL03
O = Test Doc JL

[ = [ AffiliationForm_jun22_Lorenzo

12. Click on the Export Documents Metadata button, and a new window will pop up with
2 options:
Export option and Select Metadata fields.
13. Select the Export option will give 2 sources:
e Selected records: Choose this option to export metadata only for specific
selected documents.
e All documents in the current grid: Choose this option to export metadata for all
documents currently displayed in the grid.
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Export Options

14. Click Next to proceed to Select Metadata Fields, where the user can choose the
metadata fields to include in the export.
15. The user can use the Sort By dropdown to sort the available metadata fields

alphabetically or logically.
16. Click Export to download the document metadata file in the preferred format. Click

Previous to go back or Cancel to discard changes.

Export Metadata Step2 O @ X

fxport Options Select Metadata Fields

Submitted Name

Select Metadata Flelds 6 =

D¢ Type ©
Exp Date O“ Comments © |
Ul Link ©
[Saﬂ By Alphabet v ]T

~ W] 79 Metadata Fields

j 2.t @

Rejection and Clarification

The Rejected and In-Clarification Documents tab displays documents that have either been
rejected or are currently in a state requiring clarification. These documents may need to be
reviewed, corrected, and resubmitted before they can be approved and processed further in
the workflow. This overview helps identify common reasons for rejection and areas where
clarification is frequently needed.

Steps to Manage Rejected and In-Clarification Documents:

1. Navigate to the eTMF dashboard, and select the Expired Document tab to view the
list of documents associated with a specific rejection or clarification reason.

2. Click on the + sign next to the reason will expand the section, and reveal individual
documents, including details such as the Submitted Name, Created Date, and
Comments.

3. Click on the - sign will minimize the section.

4. Additional options, like Export and Manage Columns, allow the user to export the
data or customize the column view to focus on relevant information.
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Rejoction & Clarification |

1+ 3 of 3 (0 selected)
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+ Duplicate Document 2
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My Queries

My Queries in the eTMF allows the users to view and manage queries related to the
documents they are working on. Queries could be either sent (by the user to someone else)
or received (from others to the user). This helps to track the status of queries and allows the
user to take actions such as responding to or exporting query details.

Steps to use My Queries:

—

Navigate to the eTMF dashboard, and select the My Queries tab.
2. Use the Query Type dropdown to filter the queries:

e Select Any to view all queries.

e Choose Sent to see the queries you have sent.

e Choose Received to view gqueries you have received.

3. Review the list of documents displayed with their details (e.g., Submitted Name)

4. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.

5. Click on the PDF icon will open a new window of the document which has an open

query, The PDF opens in the window, allowing the user to navigate through the pages

using the controls at the top.

6. If needed, click the Export button to download the query data in a suitable format
(e.g., CSV or Excel) for further analysis or reporting.

7. Click on the Respond to Query option next to the relevant document. Follow the on-
screen prompts to provide your response.

8. Click the Manage Columns to adjust the visible information in the table.
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9. Use the navigation controls Previous and Next to switch between pages of
documents.

10. Click on the Views dropdown to select different views or filtering options.

11. Click the refresh icon to update the list with any recent changes.

| & Export =y Re ue ]

|$ @ Manage Columns & VlEws = I

M 4F 1 of2 Nexthk MW

Open Queries By Age

The Open Queries by Age tab displays documents that are older than 30 days or more and
provides a document count for easy tracking. The user can select a query type from the
dropdown menu located at the top left, including Any, Workflow, or Audit options.

Steps to open queries by age:

1. Navigate to the eTMF dashboard, and select the Open Queries by Age tab.
2. Use the Query Type dropdown to filter the queries:
e Select Any to view all queries.
¢ Choose Workflow to see the action related to a specific workflow process.
e Choose Audit to show only those that are related to audit activities.
3. Review the list of documents displayed with their details (e.g., Submitted Name)
4. Click on the + sign next to the reason will expand the section, and reveal individual
documents, including details such as the Submitted Name, Created Date, and
Comments.
5. Click on the - sign will minimize the section.
6. Additional options, like Export and Manage Columns, allow the user to export the
data or customize the column view to focus on relevant information.
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DOCUMENTS

The Documents section in the dashboard provides users with quick access to document-
related actions and information.

Note: Only those tabs are displayed in this dashlet that were configured within the Edit
Dashboard section.

My Submissions

The My Submission dashlet will allow users to view the files that have been uploaded right
from the document index.

Steps to view and manage my submissions:

1. Navigate to the Dashboard section in the eTMF module, located at the top left of the
Toolbar.

2. Once clicked on Dashboard, the user can see the Document section in the
dashboard.

3. By default, My Submissions is selected and it is a mandatory dashlet. In this, the user
can view the Submitted Documents Chart through the Donut, Bar, and Column view
by selecting it.

— wme=lo=

4. Next to Charts, the user can see the blue arrow Export button. The user can export
this data by clicking the Export button. The Export chart window will be a popup and
the user can export the data in - Image, Excel, or Clipboard format.
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5. Click on Cancel to discard the changes to Export Charts.

By Workflow Status

This dashlet displays the total number of documents by the workflow status. Select the
appropriate option from the dropdown menu to view the summary of the documents in
Donut/Bar/Column format. By default, the Room Summary option is selected in the
dropdown menu.

Decuments P 7 o

By Workflow Status Y '
ok havs Lo rwewndt )

Room Summary

Submissions by Month

In the Documents section, select Submissions by Month from the menu at the top. This view
displays a bar chart representing the number of document submissions per month,
categorized by submission status.

Each bar in the chart is color-coded to indicate the status of the documents:

¢ Blue represents documents that have been submitted.
e Green represents the final documents.
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o Red represents rejected documents.
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Documents to be signed

In the Documents section, select Documents to be Signed from the options at the top. This
view will display a list of documents awaiting signatures, along with details like the
document’s submitted name and current signer status.

Steps to view and manage Documents to be signed:

—

Click on Documents to be Signhed, next to My Submissions.

2. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.

Documents

Documents to be Signed

1-20f 2(1 selected)

= Submitted Nome

> Data Privacy Agreement_Czech

] = FDA-Part-11-Certification_S5-2-2012_Redacted

Popular Documents

In the Documents Dashboard, select Popular Documents from the menu at the top. This view
lists documents that are frequently accessed or marked as popular, along with details such as
the Submitted Name and Category or Country. This is similar to My Submissions.

Steps to view and manage popular Documents:
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1

Click the Popular Documents, next to Submissions by month.

2. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.

pe—— l

‘e

3. Toremove a selected document from the Popular document list, click on the “Remove
from Popular” button on the top right side of the Document dashboard.

@ Rermove from Popular

5 M Manage Columns & Views -

4. To customize the columns displayed in the document list, click Manage Columns (for
detailed steps please refer to My Submission (manage columns).

5. Once the changes are applied, the user can click the Refresh icon to refresh the
Columns.

5 @ Manage Columns @ Views

6. Use the Views option for saving views, managing, and turning off customized views.
7. Click on the Views Dropdown menu, next to the Manage columns. The user can see
options Save View, Share View, Turn off View, Recent View, and Manage Views.

= M Manage Columns 9 Views =

B Save View

DEFAULT VIEWS

@ Turn Off View

= Manage Views

8. Click Save View from the dropdown menu, The Save Views window will pop up.
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10.
11
12.

13.

14.

15.

16.

17.
18.

In the Save View window, enter a Name for view.

Make Default for Me: Toggle the switch to make this view the default for the user.
Make Default for All: Toggle the switch to make this view the default for all users.
To save the current view as a new view, ensure the Save As New option is enabled.

Save View x

ALl @

Click the Save button to save the current view, If the user decides not to save the
view, click the Cancel button to discard changes.

Click Turn Off View from the dropdown menu. If the user wants to revert to the
default view or disable the current saved view.

& Views =

2 Save View

DEFAULT VIEWS

@ Turn Off View

i= Manage Views

Click on Manage Views from the dropdown menu, Manage Views window will pop up.

& Views =
E Save View

DEFAULT VIEWS

@ Turn Off View

3= Manage Views

In the Manage Views window, the user can see all available view options under tabs
such as All, Created by Me, Shared by Me, Shared with Me, and Default Views. The
users can browse through the views by selecting the appropriate tab.

Check the box next to the view to manage.

After selecting a view, the user can delete it by clicking the Delete button.
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19. Once finished managing views, click the Cancel button to discard any changes, or
click Select to apply the changes to the selected view.

Views »
- Tite Created By
|
] Popular Documents i Reader 102
Popular Docs 2 Reager 102
Docs View Reader 102
I Cantel I I et |

Documents View

This tab displays the documents in a grid column with a selection tab for - Unread,
Unclaimed, and Pending.

Steps to review documents view:

—

Click the Documents Views, next to popular Documents.

2. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.

3. To view the Document, click on the PDF icon (for detailed steps, refer Document to
be Signed tab above)

4. To customize the columns displayed in the document list, click Manage Columns and

select or deselect columns as required to view.

5. By clicking on the Word icon, the Word file window will open with the document,
where the user can perform various actions, such as (Print, download, Page navigation
arrows, Zoom options, Full page, Turn page, Search Icon, Image processing menu,
Show and Hide).
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1-100 of 2,000 (1 selected)

(m] Submitted Name Document Date
OJ = InformedConsentsample1

] =+ Investigator Financial Disclosure Form 28 Nov 2023
O |

=»  SiteSignatureSheet

(J 9 9  permittoimport 20 Dec 2021

1234_1112_Magnificent_FinanDoc_28Nov2023

Cla

(=1

6. On the right side of the Word file, where the user can find the document Metadata,
Info, related, version, queries, and history section, after updating metadata or making

any necessary changes, click Save to apply the changes. (For detailed steps refer to
Documents to be signed 4% step)

Refer to the below screenshot:
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22

1234_1112_Magnificent_FinanDoc_28Nov2023

1 N
Investygator Finandcial Disclosure Farm

m Metadata
Wesadama

« Document Metadata

i

Site
% GBR 1112 Ashley Magnificent -
D ; ‘ % Select
Financial Documentation Q-

Investigator Financial Disclosure form

My Favorite Documents

The My Favorite Documents tab displays the list of documents that have been marked
favorite from the Document Index and allows quick access to frequently used documents.

Steps to view and add documents to my favorite:

1. Click on the My Favorite Documents tab from the Documents dashboard.

2. Review the list of documents marked as favorites from the document index,
displayed with their details (e.g., Submitted Name, Index, Last Updated By).

3. Click on Export to Download the document to the local system.

4. Click the star icon or the Remove from Favorites button to unmark the document as
a favorite.

5. Use the pencil icon or Edit Comments option to add or update comments.

6. Delete any existing comments using the Remove Comments button.

7. Click Manage Columns to adjust the visible information in the table.

8. Use the navigation controls Previous and Next to switch between pages of
documents.

9. Click the Refresh icon to update the list with any recent changes.
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My Favorite Documems] pload

0 -0 of 0 (0 selected)

Submitted Name Index Tk sy Comment , 1k boor I

Upload

The Upload dashlet allows users to drop files from their desktop into the room with assistance
so that documents can be quickly uploaded and indexed. The function of the dashlet is
impacted by the user’s specific role in the system, and it will assist in directing the user’s

document to the correct folder as appropriate.

Steps to upload the document:

1. Navigate to the Documents dashboard and select the Upload tab.

Upload |

o

Upload
Drag and Drop Flles Here

1. In the upload section, the user can drag and drop files directly into the designated
Upload box or click on drop file and folder to Browse File or Browse Folders to
locate files from the system.

2. After selecting the files, the user can set them as Restricted Document Content by
checking the box if necessary.

3. Once files are ready, click Import All & Apply Metadata to complete the upload
process or click Cancel to discard the changes.
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Import Documents x

Submitted Documents

The My Submitted Documents dashboard represents a user interface component that lists
documents that have been uploaded or submitted by the user. This view displays a list of
submitted documents, showing details such as the Submitted Name and Index.

Steps to view my submitted documents:

—

In the Documents Dashboard, select the My Submitted Documents tab.

2. Review the list of documents displayed with their details (e.g., Submitted Name, Index,
Last Updated BYy).

3. Select the required and appropriate checkboxes from the Submitted name option to

select the document, next to the checkboxes, the user can click on the blue arrow (Go

to the document), which will navigate to the document index.

Use the pencil icon to edit the Dashboard name at the top right corner.

Click Manage Columns to adjust the visible information in the table.

Use the navigation controls Previous and Next to switch between pages of

documents.

7. Click the Refresh icon to update the list with any recent changes.

o g s

Redacted Documents

The Redacted Documents dashboard shows a set of documents that have undergone or are
undergoing redaction, a process where sensitive or confidential information is removed from
documents before they are shared or published.

Steps to Managing Redacted Document:

1. In the Documents Dashboard, select the Redacted Document tab, where documents
undergoing redaction are listed.
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2. The user can use the status filters at the top right to sort documents by redaction
stage:
e Not Yet Started Redaction for documents pending redaction.
e In Progress for documents currently being redacted.
e Completed for documents where redaction is finalized.
3. Select the required and appropriate checkboxes from the Submitted name option to
select the document, next to the checkboxes, the user can click on the blue arrow (Go
to the document), which will navigate to the document index.
The blue icon shows the document is waiting for redaction.
Use the pencil icon to edit the Dashboard name at the top right corner.
Click Manage Columns to adjust the visible information in the table.
Use the navigation controls Previous and Next to switch between pages of
documents.
8. Click the refresh icon to update the list with any recent changes.

NoOGOA

" "l“""""""" ! @ [F] Manage CEI:.JH‘HE] [-7 Views » ]

{Chek e Lo
Submitted Name Document Date Index L| o 1 Document Cor ments

0 -0 of 0 (0 selected)

disiol oo
ek e 10 customize
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COUNTRY

Clinical trials are conducted globally, requiring the administrator to specify the countries
where the trial is conducted and the locations of investigative sites during the initial setup
and configuration.

The Start-Up Countries tab, accessible from the left toggling menu, allows document setup
for countries linked to sites. The Countries Dashboard displays country statuses at the top,
with a central Grid Pane for detailed viewing.

Favorites - Shows countries marked as “Favorites.”

Active - Displays countries with the status set to “Active.”
Canceled - Lists countries with the status set to “Canceled.”
Closed - Displays countries with the status set to “Closed.”

On Hold - Shows countries currently marked as “On Hold.”
Planned - Displays countries with the status set to “Planned.”

e Rejected - Lists countries with the status set to “Rejected.”

e Submitted - Displays countries with the status set to “Submitted.”
e All Countries - Shows all countries in the grid, regardless of status.

Croee Wesan

>
W l,
Ll O Countries
v

( 1 1 L
. =
° B Conmmviwy

o

. - 9 por .
@ D ° e .
I ° - .
o - -
-]
L

Manage Filters

To manage the filters, follow the steps below.

1. Click on the Filters button.
2. From the Advanced dropdown on the right side, select Manage Filters.
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@ Countries

es2 Actived Canceled 1

All Countries 8

Module
StartUp v

Countries

German, Frenc
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3. The Filters pop-up window is displayed. However, the below tabs are visible:
o Al

Created by Me
Shared by Me
Shared with Me

4. By default, the All tab is displayed.

5. On the Filters window, click on the +Add button. The user is directed to the filter page

* A

und

where the user can Add a Filter or Group.

Filters

“ [ Created by Me ] [ Shared by Me ] [ Shared with Me

+ Add

(3

Filter

Only one filter may be selected
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Filters X

6. Click the +Add Filter option. The empty field populates on the page.
7. Select a filter option by accessing the dropdown.

Filters =

Lrpmaiod Ap¢rovil Date (Lapecieigyr

8. Select an operator from the available dropdown list. Based on the selected operator,
other fields such as "Equal” and "Not Set" will be populated accordingly.

Filters x

Status equal

Status (Status) v equal - Not Set
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Filters

9. Configure the filter criteria and click the Save button on the top right side of the
Filters pop-up window.
10. Click the Select or Select And Save buttons to apply the filters on the Countries.

Filters

Expected Approval Date equal 19 Feb 2025

[Expected Approval pate (Expecte.. + T equal v | 19Feb2025 Go|m

Note: The other two dropdown menu options i.e., logical operator and criteria change as per
the option selected in the first dropdown menu.

Create New Filter

To create a new filter, follow the steps below.

1. Click on the Filters button.
2. From the Advanced dropdown on the right side, select Create New Filter.
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> Room Module 0 Trair
l ¢ Countries
eTMF Internal T... (1) » StartUp v “

@ Countries

All Countries 8

7 Edit = Columns © Export

8 Countries ' seected < W Views v

© Create New Filter

Status Requireme, Pre Agency Su. Sites 1st. Language

vivivin i CEIEON

= Manage Filters

3. The Create Filter pop-up window is displayed.
4. Click the +Add Filter option. The empty field populates on the page.
5. Select a filter option by accessing the dropdown.

Create Filter *

Include records that match () (Gny) (none) of the foliowing filters

v a

— o

6. Select an operator from the available dropdown list. Based on the selected operator,
other fields such as "Equal” and "Not Set" will be populated accordingly.

Filters x
Status oqual
o +
Status (Seatun) v equal
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Filters =
donce [
iy —— P
Lrpected Approval Oate (Lygecte v e . aele
7. Click the Create button.
Create Filter x

Expected Approval Date equal 19 Feb 2025

Includs records that match (P (Goy

Expected Approval Date (Expecte.., ¥ equal v 19 Feb 2025 Go @

Note: The other two dropdown menu options i.e., logical operator and criteria change as per
the option selected in the first dropdown menu.

8. The created filter is displayed in the Grid Pane.

- x' Room Madule A Py @
CTMF Intornal 1. . A StartUp =
Countries
2 4 1 0 1 1 0 1

< o 3
# Countries  sveco e ” -
od v Expected Approval Dute equal 19 Fob 2025 « l
4

Country Status fAoqureme Progress Agency Su Sites

- QA AcTE o A e

9. Click on the filter dropdown to Select, Edit, or Delete the filter.
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» Room Module :
" — Countries
eTMF Internal T oTMF) » StartUp +
@ Countries
rites 2 Active 4 canceled 1 Closed 0 On Hold 1 lanned 1
All Countries 8
ZEdt  EcColumns @ Export
8 Countries | ceecied
‘ 7 Advanced v Expected Approval Date equal 19 Feb 2025 ’I
k Se
s Country Status Requirent is % Agency Su...
# £dit
- w ACTIVE 0 8 D« N/A

e Select - displays the countries added based on the created filter.
o Edit - displays the Update Filter pop-up window to edit the created filter.
Additionally, the Cancel, Run, Save & Run, and Save As New buttons are

displayed at the bottom of the Update Filter pop-up window.
Run - This filter will be replaced in the current view without saving. The

user must save the view separately by clicking on save view.
o Save & Run - These filter changes will be saved and then updated in the

current view.
o Save As New - These filter changes will be saved as the new view and

the original filter will be replaced by what’s in the current view.

Update Filter X

Expected Approval Date equal 19 Feb 2025

o

e records that match @) (Gry e ) of the following fiters + .

Expected Approval Date (Expecte v equal

o Delete - The created filter disappears from the grid view.

Editing Country

To edit the country, follow the steps below.

1. Locate the country for editing and click the Edit button.

2. The metadata panel is displayed on the right side of the screen.

3. Edit the information as per the requirement and click Save to save the edited
information. However, the Save & Next button directs the user to the next country.
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Columns
The user can manage the columns to be displayed in the grid pane by utilizing the Columns
button. Follow the steps below to manage columns:

1. Click the Columns button displayed in the top left corner of the screen. This opens the
Manage Columns popup window.

o » Room Module .
222 ‘ d Countries
eTMF Internal T, (oTWr) w StartUp
@ Countries
f 2 \ctive 4 ( £ d1 0 n id1
8 Countries ' teecies
| 7 Advanced v L [ Expected Approval Date equal 19 Feb 2025

2. On the Manage Columns window, the "Available Columns" section lists the column
titles, while the "Selected Columns" section shows the chosen columns.
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| Manage Columens I .

(LRI " Cosmwn

3. Select the required checkbox(es) and click the Plus icon next to the chosen title in the
"Available Columns" section.

Manage Columns x

Available Columns Selected Columns

13 Columng | e nce: 10 Cobumns | sweced

B Approved Duts AporovedOute 100

$35teshuTOeSs

Click on the ‘Move Up’ and ‘Move Down’ arrow to rearrange the order.
Select the ‘Order by’ option and select either ‘Ascending’ or ‘Descending’
Click an appropriate option from the following - Cancel, Set View, or Save
Changes as required.

o a s
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Manage Columns

Available Columns Selected Columns

13 Coburmns 15 Colomns | wwecse

B Aopeeed Duw NOrsm Voo

Export

Follow the steps below to export the countries in the Country module.

1. Click the Export button. The Export Countries pop-up window is displayed.
2. The Export Countries display the ‘Export Options’ tab and the ‘Select Metadata Fields’

tab.

Export Countries Step1 @ x

Export Options

3. The Export Options displays the below options. The user can choose the option as per
the requirement.
e Selected Record (s)
e All contacts in the current grid
e All contacts in the room
4. Choose the option for export and click the Next button.
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Export Countries Step1 @ O X

Select Metadata Fields

Export Options

Source

Cancel

5. The Select Metadata Fields page is displayed, with 10 Metadata Fields available by
default.

6. Tick the checkbox for the required metadata. The selected metadata fields will appear
in the "Select Metadata Fields™ box.

7. Click Export to export the data, Previous to return to the previous page, or Cancel to
discard the changes.

Export Countries Step2 O © X

Export Options Select Metadata Fields

| Agency Suber
Seloct Metadata Felds 3 [Country Corr

© | Approved Date 8 |

SortBy Logic v |t

« [m] 10 Metadata Fields

v

[EURCUREN

Cancel Previous |
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Country Details

The Country Details page displays a progress bar for - the Documents and the Agency
Submission. Below the progress bar, the page displays the tabs/links for Agency Submission,

Documents, Amendments, Sites, IRB/EC, Security, and Communication log. Refer to the
screenshot below.

Moty ; Gy Cwtats 3 o
| Country Detalls

’

Edit details

The user can view the following edit options on the Country Details page.
e Edit - Edit fields in General Information and Additional Information for the Country.

e Edit History - The user can only view the details of the history and cannot make any
changes.

Steps to Edit Country details:

1. Click on the Edit button at the top of the grid. It will enable all fields as shown in the
below image.

2. Edit the options as per the requirement and click on the Save button.

D3 » Room Module Country Courttry Datalls
b33 = J
l : OoTMF Internal T «TWF ) w StartUp = indla = d4
: i ntr i
A s Country Details
W e
Dicumekic 3006 General Information
A y Sut [
w0
PLANNED (i) ‘ Change Status
lm\m 3 D Status History
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Mackds 24 Country Detaits 0 Q
Savp v  inss v
L i Country Details
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m
General Information
]
L
o
@ &
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Additional Information
°©
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) 6
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i Country Details

Guneral Infarmation

v Lazrry e~

Zdit Mistory .

WO A Sberieet ot 8

'Y ) M ) P PRETe LTy

Change Status
The user can change the status of a country by following the steps below:

1. Click the Change Status button displayed on the Country Details page. This opens the
Change Status popup window.

2. Select the appropriate status from the dropdown menu of the Status field.

3. Select the Status Date by clicking the Calendar icon. Mention comments if required in
the box below.

4. Click the Save button at the bottom of the popup window.
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i Country Details
O e 2 vl . Cmimgre M
Ganeral Information
i Isteey ¢

1 [V

- o [ ] o

D St Mstury  Sgency S

Ayt

Change Status -
PLAANID . e
o
Vi ]

anay

o oA

ANCELLS

Status History

A Status History button is displayed below the Change Status button. Click the button to
view the name of the user who made the changes on the Country Details page.

Note: The user can only view the history and cannot edit any information in the table
displayed.

General Information

Status History x

06 Nov 2023 PUANNED o [ changesatus |

e

Close
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Agency Submissions

The Agency Submission module streamlines the approval process for activating clinical study
sites. Users can create submission profiles, specifying agency details, submission status,
required documents, and submission dates. Packages can include documents from various
sources (eTMF, SSU, Site, Country, IRB, or disk). Admins and editors manage profiles, perform
QC reviews, and track multiple submissions per country. If a package is rejected, new
submissions can be made. Approved documents remain in the submission package but are
not transferred to the eTMF.

Defining Health Agencies

Health agencies must be defined at the domain level before adding submission profiles and
downloading packages. These agencies are then associated with sites.

Note: Contact the help desk to create Health Agencies if they are not already created.

> Room Module Country o T
l 4 Agency Submission
CTMF Internal T, (stis) w Sartup India v

i Agency Submission

India

3

Cada~ / o -

3 Packages T refresh Y Fitt ¥ \ews -
Package Name Seatus Status Diate Documents Country Agency

M Ascent oo emo $23.45 Central Drug

-l pack SUBMTIID 03 Ocx 2024 T 6001 Central Drug

o |ty t OERCHNOES FOUND 10 Oct 2024 AHA Export ' Certral Drug.

5 & > B © B

(c]

Add Agency Submission

Follow the below steps to add the agency:

1. Click the Agency Submission option on the Country Details page. This opens the
Agency submission Page.

2. Click the drop-down arrow next to the Add button. The Create New and Create from
Existing options are displayed.
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- i Leaflet packapy WOWTTLO
- -1 T DERTINOLS FOUND

3. Click the Create New option. The Create Package pop-up window is displayed.
4. In the Package Details tab, fill in the required fields - Package Name, and Agency.
5. Click the Next button at the bottom of the popup window.

Create Package Step1 @ x
_ Pa(ksge Detaits
Add Countries 1
Crescent Package
Select Decuments o

PANDNG

Central Drugs Standard Control Organization x  «

o m

6. This opens the Add Countries tab, click on the +Add button to add a country.
7. The Add Countries pop-up window is displayed.
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Create Package

Pickage Oetslby Countries

Padie ME2 e W M T R W
AV (e :

Sebect Decamry ° Mie

Add Countries

0 Countries

==

8. Click Add Countries, and the added country is displayed within the Add Countries tab.
9. Click on the Next button once the required countries within the package have been

added.
Create Package Step2 0 @ O X
Package Details Countries
Add Countries 1
© Add
Select Documents 0
1 Country
Name Status t Lang
@n ]
PLANNED % Engiish, Hind
Current

10. This opens the Select Documents tab. Select an appropriate option - Browse Files OR
Search Documents.

Click on the Browse Files option, select a document from the system, and click on
Open.

11
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___________________________________________________ :
T
!
€ Open x
» Desk » eFeasibility 2... S eatch efe ¢ -}
Organce v New folder =~ 13 0

Ul Desktop -~
v
& Downloads ’
i Documents B
N Pictures .
6 Music »
File game: || | Al Fles

12. The selected document is added to the Select Documents tab.

Create Package
Package Dotaits
Add Countrien 1

Sadact Docusrents 1

Step 3 * x

Select Documents

& Browse File Q Search Dot ’
1 Document
)

Trial Interactive SSU v10.7 - User Guide v1.0

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

CL: Public

Page 117 of 303



» TRIAL

# INTERACTIVE

Trial Interactive SSU v10.7 - User Guide v1.0

13. The notification message is displayed on the top right side of the screen.

eTMF bntarnal T, (o

Mocule
StartUp v

) v

Create Package

Package Detaids

Add Countrins 1 S

India

Select Documents

Country

= :
e ﬂ‘:f,mm

E
o

Agency Submission

@ 1 8eis) Uplosded

Saprchy

Uploaded succassfully | s ©vVem~

Agency
Centrat Drugs Stan

Central Drugs Stan.

Cantrad Drugs Stan..,

14. Once the document is uploaded, select the document click on the Edit Doc Name,
make the required changes, and click the Tick mark beside the document.

Create Package

Package Details

i Comries y L BrowseFile  Q Search Documents & Delete
Select Documents 1 1 Document
[#] Name Source
[#) @ |TPTER-534% % |[v]| ® Fromcomputer

Select Documents

15. Select the document and click Delete the button to discard the action.

Create Package

Package Detads

Add Countrien

Select Documents

TOTEF5347 I

I \

16. Click the Search Documents tab the Search pop-up window is displayed.
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Craate Package

Search

Here will be Search Results

17. Expand the All-Libraries arrow to search from SSU Library or eTMF Library.

Search

(1)

& 55U Library

o~ ¢TWF Library

Note: Some hints to get better search results:

Search Help |

_’_'r' tnese NINtS 0 get Deter Searcn results

* Mo case sensitive document = Document

s Any order Test document = document test
* Partial Text doc... = docu...

» lse quotes for exact matches

"doc" # document  “test document” # document test

18. Clicking the Advanced Search button in the search pop-up window redirects the user

to the Advanced Search page.

Search

= Advanced Search
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19. Users can add unlimited fields as needed with the + Add More Fields button. The
Advanced Search - Add Fields pop-up window is displayed.

et
[POST I S— R —— m [beds o O]

Advanced Search - Add Fields

20. Select the fields and click the Save button.

Search

21. Click the Remove All option to remove the added fields.
22. Click Reset All resets the page with the existing information.

Search

23. The Search pop-up window displays the below three tabs by default.
e Metadata and Document
e Document Content Only
e Metadata Only
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Note: The Metadata and Document tab is pre-selected by default. Choose Document
Content Only or Metadata Only if you want to filter the results accordingly.

Search x

Here will be Search Results

Please enter your Request o use Advanced Search to find the documents) you need

24. Enter the document name in the Search field and click Search. The searched
document is displayed with the Metadata on the left side.

Search *

I Demo 123 o |

Metadats and Docurment

25. Click the Document Content Only tab it will display the document based on the
content only.
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26. Click the Metadata Only tab it will display the document having metadata.

Search
« | pemo 123 < O
- | 801800 0 =
il
27. The users can view the views in two ways:
e Grid View
Search

Demo 123 <0
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e Card View

Search

Demo 123 0 m

SortBy Submited Name « t K= ow

Demo 123

2 Demo 123

28. Click the Manage Columns to customize the information displayed. The user can add
or remove columns that need to focus on specific details relevant to the review on the

Manage Columns pop-up window.
29. Save View to save the current selection as a new view, or click Save Changes to apply

the modifications to the existing view.

| Manage Columns

Avalabile Columny Selwctad Colermm

= o=

30. Use the Move Up and Move Down arrows to adjust the position of the columns.
31l. Use the Order By option to sort the selected columns in Ascending or Descending

order.
32. Save View to save the current selection as a new view, or click Save Changes to apply

the modifications to the existing view.

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

CL: Public Page 123 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

Manage Columns .

Available Cotumns Siected Catumm

31 bhamers

== ==

33. Click Views to manage the search views. Select Manage Views to customize views
based on options like Created by Me, Shared by Me, Shared with Me, and Default

Views.
Search x .
& - | DEMO 123 <o B
' -
= ’/
Advanced R 1-8 of 8 (0 selected) (=) @ Manage Column B Views ~
Search -
Submitted Name =TS
s . Demo 123 & Turn Off
Filters A =
Demo 123 v
v Site Name (] < Deme123
Demo 123
B Demo 123
) 2
O 2 O Test demo - 123
v Document Typr L DataPrivacyAgreement
Cancel
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Views

I“ Crescha by Me Shared by Me
Tie

No records found

34. Click Add Documents & Continue will display the notification message at the top
right of the screen and will continue on the same page to add the documents.

x
35. Click Add Documents & Close will close the Search pop-up window.
36. Click Create on the Create package pop-up screen.
Create Package Step 3 . x
s Select Documents
Add Coandries 1 L rwaeite Q Yearch Cecument 7 £t Doc Nam
=

37. The Package Created notification message is displayed at the top right of the screen.

h10.5 (a1

OAdd~

’

Module
StartUp » India w

I Agency Submission

Agency Submission Q
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Creating Package from Existing

Follow the below steps to add the existing agency:

1. Click the drop-down arrow next to the Add button. The Create New and Create from
Existing options are displayed.

2. Click the Create from Existing option. The Create Package pop-up window is
displayed.

Mochse
Aoy Subimen i
# antaerad Provmeng Byem 103 - - Sty = il -

W Agency Submission

. °
P
HE
{
i .

8 0 § R ®» P B © >

. CENCENORY P

3. In the Select Existing Package, the list of existing packages is displayed.
4. Select the package based on which a new package will be created and click Next.

Create Package Stepl @ x

Select Existing Package

Select Existing Package

10 Package(s)

Follow the steps in the Add Agency Submission section to update the Package Details, Add
Countries, and Select Documents sections for the existing package.
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Documents

The Documents tab on the Country Details page assists the user in Importing, Adding Docs,
Email, Exporting, Manage Columns, Search, Views, and creating Filters.

> Room Module
l' ©TMF Intornal Training Room 10.5 (v ) w StartUp v U. w

_\": . United Kingdom L DOCUmentS
-4 "- L) Favorites 1 B ed 0 M 0 Non-Required 1 All Uplo 1

Documents

? (4]
@
-4 I %
o (I

8B 0§ 8 ®w B B © 8

=

Add Required Doc

Follow the steps below to add a required document to the country.

1. Click the Add Doc button displayed in the top menu bar, this opens the Add
Document popup window.

2. Drag & Drop the required files or click the Browse File option.

3. Select the file from the Windows Explorer and click Open. The selected files get
uploaded.

4. Fill in the metadata and click ADD. The document is added to the country.
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Add Document x
S—
Attachment

~ Document Profile
B Remove Attachment

[T T [ -

—
= @ Canad, x
v W Select
O Audit Certificate L
ABC
Issue Date v X
25 Feb 2025 =0

‘* ' Canada

O kD Faveditis 0 equired0 M 0 NonR i1 All Uploads 1

Agency Sobmivians No Faciagrs

5. Locate the document and click the Document drop-down to edit the document.
6. Click the Edit option, the metadata panel is opened on the right side of the screen.
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B Documents

7. Edit the fields and click the Save button on the metadata panel the edited fields get

updated.
8. Locate the document and click the Document drop-down arrow.

9. Click the Delete option, and the Delete Document(s) pop-up window is displayed
with the Reason box.

Oocuments

Delete Document (S)

£ 13 Swete 1 Selected Docament (4]

390 longes Newded

10. Locate the document and click the Document drop-down arrow.
11. Click the Copy Link option, the notification message is displayed on the top right of

the screen.
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12. Locate the document and click the Document drop-down arrow.
13. Click the Replace Attachment option. The Replace Attachment pop-up window is
displayed with the existing attachment.

Replace Artachment =

Bepiatement tntarmanion

Artachment

14. To remove the attachment, the user needs to provide a reason in the Reason box and
click Remove Attachment.

15. The Remove Attachment pop-up window is displayed with the Cancel and Remove
Attachment buttons.

16. Now the user can attach the new document attachment as per the requirement and
then click the Save button.
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:’!l
|
il

:;llll. T

Wi

UL T

i

Remove Attachment "

=

17. Locate the document and click the Document drop-down arrow.
18. Click the Add to Cart option. The selected document gets added to the cart.

e - *]- @

& Documents

19. Locate the document and click the Document drop-down arrow.

20. Click the Move To eTMF option. The Move To eTMF pop-up window is displayed with
the list of the available folders in eTMF.

21. Select the appropriate folder from the list and click the OK button.

B Documents

s v
Move To ETMF N -
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22. The Success Move to eTMF notification message is displayed on the top right of the

screen.
Wivite 30 Documents 0 Q
bt Gy || eiope | ol
% x
B Documents V] .
0 o R 10 [}
° ° = o &«
Decumant o T
F = = |

Import Documents
To Import Documents, follow the steps below.
1. Click the Import button displayed on the top menu bar. This opens the Import

Documents popup window.
2. Drag & Drop the required files or click the Browse File/ Browse Folders option.

Import Documents x

.........................................................

Drop Files And Folders Here

Or ; Q

B Browse File & Briwsa Folders

No Matching Placeholders

1M »
Ilia».-«)au.‘smrM.n-.-Mm m

3. Apply the relevant filters within the Assign Placeholders tab.
4. Drag & Drop the necessary placeholder in the designated area.
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Import Documents

Fill metadata or Assign Placeholders Fill Metadata

Apply filters to see the list of Placeholders
B Browse File 2, Browse Foldars Category Investigative Site  »
1 Documents e B "
Document mport Status  placeholder 14 Placeholders
Test CoreDocListpdl 59.5KB : PI Medical License
© Al Sites % P Medical License

Subl Medical License

® All Sites 1, ® Subl Medical Lic.
‘

¥ e 0 v i )

Cance Import All & Apply Metadata

5. Click on the Fill Metadata tab where the Country, Category, and Document Type
fields are by default selected.

6. Click on the Import All & Apply Metadata button at the bottom of the popup window.

Import Documents =
Fill metadata or Assign Placeholders Asgn Pacebolder
Uetadata O Qear A
8 Prrmove | TRl & Browae (obden 0
2 Documenty . -
Do
(] T4 e 2473 Coumtry v
O . x
9 -
O ndemnific ation L
o o
rport 1 & Agply Metadsts

Email

Follow the steps below to send an email to the recipient(s)

1. Click the Email button displayed in the top menu bar. This opens the Email popup

window.
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*

Open Sans - 12« 66 BI US % @ R

Cancel m

2. Enter the details in the mandatory fields - Recipients, Subject.

3. Click the Add button beside the Recipient(s) and the Choose Email Recipients pop-
up window is displayed with the Users, Groups, and Contacts list.

4. Double-click on the Users, Groups, and Contacts from the list. The selected users
were added to the right pane (Selected members) of the Choose Email Recipients
screen.

5. Click the Save button.

Choose Email Recipients

17 Columns 2 selecte

6. Write the mail in the body text box provided below.
7. Click the Send button at the bottom of the popup window.
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L1
4
il
4

Open Sans v 12« & BIUS % @ K«

Cancel

8. Click the appropriate option - Yes, Yes, And Publish to Investigative Sites,
No displayed in the Save Conversation popup window.

Email
Recpents’ x I <
Subiect®  SSU user guide
Open Sans v 14w 8 BIUS % @ By Ev =V
Hello Team, ‘
x

Thed) Save Conversation

Export
Follow the steps below to export the documents in the Country module.

Exporting Documents

Click the Export button displayed on the top menu bar and select the Documents

L
option.
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Room Module Country
Documents
STMF Internal Training Room 105 («1w | w StartUp = Canada =
B Documents
Canada
ON HOLD 0 'd 0 Missing 0 Non-Required 1 All Uploads 1
] (¢ = e © Export * = R
.
— e
ssions No Packages B Metadat
Submitted Name ntisl Document . Reguiatory Appro
X

2. The Export Documents pop-up screen is displayed with the ‘Export Options’ and
‘Select Metadata Fields’ tab.

3. On the Export Options window, select Source and Additional Options.

4. Click on the Next button.

Export Documents Step1 @ x

j Export Options Export Options

Select Metadata Flelds

C"”"—(’i ﬁ

5. On the Select Metadata Fields screen, select the required metadata fields by clicking
on the checkboxes.

6. Click on the Export button and the notification message is displayed on the top right
side of the screen.
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Export Documents Step2 0 @ X

Export Options Select Metadata Fields

Favorite © | Submitted Name © || Ess

jal Documen

55 0
[ Received Date © |

atory Approval Status © || Documy

ry Approval

SortBy Alphabet v

«~ | [®) 88 Metadata Fields

Cancel Previous |

[T
) - il » Catrein »

& Documents

Exporting Metadata

1. Click the Export button displayed on the top menu bar and select the Metadata

option.
» Room Module Country
8 l. il Documents
€TMF Internal Training Room 10,5 («'wif ) w StartUp = Canada »
g men
— B Documents
‘ ' '
Lol Favorites0 Required0 M 0 Non.Required1 All Uploads 1
© Add Dok Oimport  EEma
Documents 100%
10
Agency Saibemiisions No Packages »
R Submitted Name ertial Docurment .. Regulatory Appro
O A x
Country Deta

2. The Export Documents pop-up screen is displayed with the ‘Export Options’ and
‘Select Metadata Fields’ tab.

3. On the Export Options window, select Source.

4. Click on the Next button.
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Export Metadata Step1 @ x

Export Options

Select Metadata Fields

Cancel

5. On the Select Metadata Fields screen, select the required metadata fields by clicking
on the checkboxes.

6. Click on the Export button and the notification message is displayed on the top right
side of the screen.

Export Metadata Stp2 @ X

Expurt Optier Select Metadata Flelds

Submtind fimme © || Esseial Document st
tans O Dacuime

L 'lVQ Fssmnnia Docy
e

Clo @

Module Country
Docurnents
108 (37w} » StartUp w Canada w

o Exporting Metadata

B Documents

Succesal Tosk o compleze,

[ Get Resuts |

Columns
The user can manage the columns to be displayed in the grid pane by utilizing the Columns
button. Follow the steps below to manage columns:

1. Click the Columns button displayed in the top left corner of the screen. This opens the
Manage Columns popup window.
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Conadis B Documents
o 9 0 0 ! All Uploadh 1

2. On the Manage Columns window, the "Available Columns" section lists the column
titles, while the "Selected Columns" section shows the chosen columns.

| Manage Columns I .

N e " Coimwn

"

Farner |l Smowen |

3. Select the required checkbox(es) and click the Plus icon next to the chosen title in the
"Available Columns" section.

Manage Columns x
Available Columns Selected Columns.
Mo Ly
13 Columns | Jeincte 10 Cobumna | wecied
B Approved Duts ApprovedOute 100

- s

4. Click on the ‘Move Up’ and ‘Move Down’ arrow to rearrange the order.
5. Select the 'Order by’ option and select either ‘Ascending’ or ‘Descending’
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6. Click an appropriate option from the following - Cancel, Set View, or Save
Changes as required.

Manage Columns »

Available Columns Selected Columns

13 Coburmme 15 Colomns | swecon

B Avpeeed Duw Norom s 10

Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Amendments

Once a clinical trial begins, protocol amendments often require sites to submit additional
essential documents. These documents can only be specified through Amendments, which
can be created for Investigative Sites, Country Amendments, and IRB/EC.

Amendments

‘ Canada

]
v worites 0 f i 1 tod O Al Amendments 1

Ul Now TNV

Columns

To know more detailed information about columns please refer to this link - Columns.
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Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Sites

The Sites tab in the Country module displays all sites associated with the selected country.
From this page, users can:
e Add and Import site lists
e Export metadata
Manage Columns to customize the view
Search for specific sites
Manage and Create New Filters for better organization

This tab provides a centralized interface for viewing and managing sites linked to a country.

Canade

a
N
=
-]
L
@
L]
o]
]

Adding Sites

Follow the steps below to add the site:

1. Click the drop-down arrow beside the Add button.
2. Click the Add button. The Create Site pop-up window is displayed.
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oTMF Internal Training Room 105 («1\0 ) w StartUp = Canada =
‘ | Canada " Sltes
» ’ ON HOLOD Favorites0 Pending 1 All Sites 1

Documents 100% [o—'l
O Import S
-

Agency Submissions No Packages

@ Activate Country X Re

Country Detalls

3. Fillin all the required fields within the Site Information tab and click the Next button.

epl @ "
e nat
Priptrctnicyoe «  RAeroids
30 a
Atz Phene numbers
-
-
Tmad

4. The Contact’s tab is displayed on the Create Site pop-up window.
5. Click the Add Existing button. The Add Existing Contacts pop-up window is
displayed with the list of the contacts.
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Create Site Step2 OO DO OO X
Site Information
Contacts
oumme s arone

IRB/EC [} Name Email Phone Contact Type
Required Documents O & amoids Itsnctatumerarmie. Principal Investi..  ©

Add Existing Contacts x
Review & Confirm

Q Enter ke
39 Contacts 0 selected
Emal First Name Last Name

abelisare@transperfect.com

B & abhijitwayal@transperfect.com
abhuse@ti.com Abolee Bhuse
& 3230t.com Abolee Bhuse
B &  afernandes@transperfectcom Afonso Fernandes
Cancel

6. Select the contacts and click Add Contacts button at the bottom of the Add Existing

Contacts pop-up window.
7. The selected contacts get added to the Contacts tab.

Create Site Step2 © @ x

Contacts

© Add Existing © Create s

RB/EC [0 nName Ema Phone Contact Type
ired Doct (] & Amold S itsnotatumor@amie Principal Investi (]
inds & Afonso Fernandes afernandes@transpe Laborator... ~ [3)
& ainamdar@transper  alnamdarBtransper! Regulato.. v
T
0 sjagdale@transperts  3jagdale@transperfe StudyCo... ~
B | of 1 » »

Cancel Previous

8. Click the Create button on the Create Site pop-up window.
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Create Site Step2 O @ %
Contacts
© Add Existing
" Name Ema Fhone Contact Type
¢ ) nent & Arnolds LEAOLMLTTOC Darue 1 Principal invest o

9. The Create Contact pop-up window is displayed with the Cancel, Save And Create
Another, and Add buttons.

10. Fill in all required fields in the General Information, Contact Information, and
Additional Information sections.

11. Click Add to save the contact, or click Save and Create Another to save the current
contact and add a new one, and Cancel to discard the changes.

12. The newly added contact will appear on the Contacts page.

Create Contact x

General Information ~
:‘;u;m:r‘\)‘r@ti.com
' dummx
VCéJn(Farct
Regulato& Contact X ACTIVE

Set as Main Contact

Contact is responsible for provid ng cocuments
Contact Information A

Address

Use Site Address

Cancel Save And Create Another ﬁ
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Create Site Step2 O @ O C x

Contacts

O AddExisting O Create 2 Edit @ Remove

1RBE _— O - -

(w  Name Ema Phone Contace Type
oy " & Anoid S REnctatumcrSarnie. Principal twvestl o
Y & Afonzo Fernandes sfernancesStranspe Laboratory v o
: & adramdar@ransoet - anamdarBtranspernt Regulatory v 0

Re 1
& 3agdalafranspert  aagdaledtransperfe Study Coor v o
& | A dummy Contact ‘ dumemy@ei.oom | o
n < » L

13. Locate the contact and click the Edit button.

Create Site Step2 0 @ O C x

Contacts

O Add Existing © Create P 0 Remove

RE/EC §  Same Ema Phone Contact Type
eauls : & Armoid 5 tsnotatumonParmie Principal invest
il & Afonso Fernandes ermandesStrargps Laboratory... ¥
Amen
0 & anamdarStranipe  anamdar@tranzpert Regulatory. v
ow & rr
& Jagdalefrranspen aagddedtransperte Study Coor... *

dummyoncom |

14. The Edit Contact pop-up window is displayed. Edit the required fields and click the
Save button.

15. Locate the contact and click the Remove button. The selected contact disappears
from the page and click the Next button.
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Create Site Step2 O ® 0 0 O x
orn f
Contacts
© Add Existing © Create # Edit
IRB/EC ] Name Emall Phone Contact Type
uired Document A & Amold S tsnotatumor@amie Principal Invest (1]
P m & Afonso Fernandes  afernandes@transpe Laboratory... ¥ o

[0 & ainamdar@rranspe  ainamdar@transpen Regulatory.. * ©

Cancel Previous [ Next ]

16. The IRB/EC tab is displayed on the Create Site pop-up window.
17. Click the Add Existing button. The Add Existing IRB/EC pop-up window is displayed
with the list of the IRB/ECs.

Create Site P39 Add Existing IRB/EC x

Site Information
IRS/EC

Contaces O Add Eahting | © Creste O et o Cantzal SIRBIECS 0 swiected

masee T Name RS Type o
entral 1RS Centra

APPRTVED
Required Documents

3 APPRCVED
Amendmants
R Loca AFTEONED
Arview & Confirm t
T Loca PENDMNG
No IRB/EC has been Added to the

18. Select the IRB/EC from the list and click the Add IRB/EC button at the bottom of the
Add Existing IRB/EC pop-up window.
19. The selected IRB/EC displays on the Create Site page.
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- IRB/EC
nt © Add Existing © Create < Set QF
Reatlred Dociments I (J M LocalIRB-Spain Loca APPROVED @ Spain
Amendments
Confirr
[ I | P N
Cancel Previous (LTSN

20. Click the Create button on the Create Site pop-up window.

Create Site Step3 O O @ 0O O =

IRB/EC

= grmbie

Name Type Status Country

"] IR Loca!IRB-Spain Loca APPROVED Q@ Spain

M« ) of Y L

Cancel Previous m

21. The Create IRB/EC pop-up window is displayed with the Cancel, Save And Create
Another, and Create IRB/EC buttons.

22. Fill in all required fields in the General Information, IRB/EC Contact Information,
Additional Information, Meeting Frequency, and Submission Deadline sections.

23. Click Create IRB/EC if the user wants to create it, or click Save and Create Another
to save the current IRB/EC and add a new one, and Cancel to discard the changes.

24. Click Create IRB/EC the notification message ‘IRB/EC Created’ is displayed on the top
right side of the screen.
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25. Locate the IRB/EC with the type as Local and click the Set as Central button. The
type of the selected IRB/EC changes to the Central.

Create Site

Contacts

Step3 ©

© Add Existing © Create B Remove

(m] ame Type Status Country
Beculriad Dorents ] IR Greel Centra PENDING @ Algeria
e \ B Local IRB - Spain I Local EEEE) | O spain

Create Site Step3 0 O ® x
te Information
IRB/EC
Contac © Add Existing © Create 4 Set as Local B Remove
m 10 Name Type Status Country

R red Documents ‘ x Local IRS - Spain ’ Central | m ° Spaln

. [J =M Greek Loca PENDING Q Algeria

Aamenaments

26. Locate the contact and click the Remove button. The selected IRB/EC disappears

from the page.

Create Site

Required Documents

Amendments

Review & Confirm

IRB/EC

© Add Existing © Create 4 Set as Central

Cancel

Step3 O ¢

Status

M ¢ 1 |of

STEWOiS m

| e | @ e

Country

27. Click the Next button.
pop-up window.

The Required Documents page is displayed on the Create Site
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28. Click the Add button. The Add Required Document Types screen is displayed.

Create Site Stepd O O O @ x

Site Information

Required Documents

i

LS
eview & Confirm .

No Documents has been Added to the Site yet

Cancel Previous m

29. Select the necessary document from the list determine whether it is required for Site
Activation or inclusion in the eTMF and click the Save button.

Add Required Document Types x
earch Q
v [ site 9
= — - 2 To be submitted by
’ 02 Central Trial Documents 3
» [ % 03 Regulatory 1 )
» 04 IRB IEC and Other Approvals 4 3
~ [ 05 Site Management 5 Languages
- 05.01 Site Selection 4
v [ 7 050101 Site Contact Details 1

te Contact Details

4 Confidentiality Agreement 1

» Feasibility Documentation 4

’ 04 Pre Trial Monitoring Report 5

» 17

¥ L tiation 3

» [ % 05.04 Site Management 13

» [ % 0505 Genera 4

» [0 % 061Pand Trial Supplies 7

’ 07 Safety Reporting 2

» [] % 08 Central and Local Testing 3
. 10 Nata Manasement 3 >

Cancel

30. The added document is displayed on the Create Site page.
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31l. Locate the contact and click the Remove button. The selected Document Type
disappears from the page.

Create Site Stepd OO O @O0 X

Required Documents

b OAdd

IRB/EC @ Document Type Required For

e o o], (TR

Amendments

Review & Confirm

4 of1 ' M

Cancel Previous m

32. Click the Next button. The Amendments page is displayed on the Create Site pop-up
window.

Create Site StepS COC OO0 X

Amendments
-~ - A
o o Q e
| Show only Applicable
d D € -
] Name Documents  Due Creation Date Description

g gaiealio-

Cancel Previous

33. Locate the Amendment and click Set Applicable, the Applicable word is displayed
right below the selected Amendment.
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Create Site

Amendments

he site.

© Set Applicable @ Set not Applicable

| show only Applicable

& Name Documents

Step s

0
v

[

\

!

Creation Date

20240903 01112:278

sription

Cancel Previous
Create Site StepS 0000 @O X
Inforn )
Amendments
Cont ac
© Set Applicable © Set not Applicable Q Enter keywo
IRB/EC
| Show only Applicable 1
Required Documents =
ocuments  Due Creation Date
T N
eview & Confirm
Cancel Previous m

34. Locate the amendment and click Set not Applicable, the selected amendment is set

to not applicable and the word Applicable disappears.
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Create Site StepS O O o0 x

Site Information

Amendments

o
T

[ show only Applicable

Creation Date Description

’ 2024-09-03 01:12:27.8

Cancel Previous

35. Click the Next button. The Review & Confirm page is displayed on the Create Site
pop-up window.

36. Ensure by reviewing the information that is added while creating the site and clicking
the Create button.

37. The notification message ‘Site has been successfully created’ is displayed on the top
right side of the screen.

Module Country iy
Sites
105 (evwt) w StartUp v Canada v -

»: Sites O S2¢ a3 DOE™ JUTLETShLly SreRed

Import Site List
1. Click the drop-down arrow beside the Add button and click the Import Site List

button.
> Room Module Country
m wtes
‘ ’ TP Internal Trainieg Room 105 (v w StartUp v Canada v
® "
—— .. Sites
a ‘ ‘- foe
OHMRD es0 Pendingl Al Sites 1
' O rdd = 1+
e el © 2
O —
« SRe S
LY O A x "
- A £3 Deshpande rre—,
¥4
B
0]
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2. The Sites Import pop-up window is displayed.

Sites Import Step1 @ O 0 00O x
Upload File
This wiZarg supports the import of many sites at oNce using a spreacsneet
The spreadsheet should contain two separate worksheets
Worksheet one should contain the list of institution names and addresses
Worksheet two should contain the list of contacts including the Principal Investigator

See the sample worksheet template

Cancel

3. Click the Select button and select the document from Windows Explorer which should
be a .xIsx file and click the Next button.

Sites Import Step1 @

Upload File

wizard supports the import of many sites at once using a spreadsheet
ont

s
@ spreadshest should contain two separate worksheets:

Fia {f v oonar C\fakepath\SitesimportTemplate (3).xdsx

See the sample worksheet template

Cancel

4. The Sites Import pop-up window is displayed with two columns Spreadsheet Column
and Metadata Field.
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Sites Import

Set up metadata fields mapping

Step 2 o C

Spreadsnee: Column

Metadate Neld

Unique id fields

Date format *

Site number should be unique, Site can stll be imported without
the site number.

MM/dd/lyyyy v

5. Click the Next button and the Contacts Import page is displayed with the contacts
information and click the Next button.
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Contacts Import Step3 0 O @ x

Set up metadata fields mapping

Spreagsneet Coiumn Metacata fieid

Cancel

6. Click the Next button and the Sites Import page is displayed with the contact information
and click the Next button.
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Sites Import

Confirm site metadata fields mapping

Step 4 o

For sites, institution name and site number should be unigque.
Site can be imported without the site number
MAVadlyyyy

Concel m ﬁ
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7. Confirm that the Contact metadata fields are mapping and click the Next button.
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Sites Import Step s . x

Confirm Corttact metadata fields mapperyg

restirer: Coum Narrdsis Pe

== N

8. The Information pop-up window is displayed with the message and OK button.
9. Click the OK button and the Sites Import pop-up window displays the Finished bar
click the Complete button.

Sites Import Steps OO O OO @ x

Review import progress and results

Finished

Metadata has been successfuily imported
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Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

IRB/EC

The IRB/EC tab in the Country module lists all IRBs/ECs associated with a specific country.
Users can edit, manage columns, search, manage, and create filters on this page. The grid
pane displays key details, including IRB/EC Name, Status, Progress, and Address. Refer to the
screenshot below for reference.

e
1l
I Canada e lRB/EC
‘ ! ’
Favorites0  Approved 0  ( al0
Documents 100%
1IRB/EC
Agoncy Submissions 33%
e IRB/EC Name
B’ New example

Country Details

Agency Submission

Dacuments

Amendments

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.
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Views

To know more detailed information about views please refer to this link - Popular
Documents.
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Security

The Security page in the Country module allows users to configure access permissions,
granting either full access or country-specific access to selected users and groups. Users can
only edit the fields displayed on the page.

Follow these steps to set security for users and groups:

1. Click on the Security tab of the Country module. This opens the Security page in the
center of the screen.

2. Click the Edit button displayed in the top left corner. This enables the four fields to
apply security for users and groups.

- > Room Module Country
332 l' Security

eTMF Internal Training Room 10.5 («1w¢) » StartUp w Canada v

& Security

()

e 0o § ¥ ® B B © B

B

3. On the Country View Only Users field, click on the three-dot menu. This opens the
Select Users popup window.

4. Select the checkbox(s) of the users whom you want to add to view only the country.
Click the Plus sign next to the name. OR Drag and drop the name to the right-side
pane. The selected names are reflected in the right-side pane. Also, the selected
names in the left pane are greyed out.

5. Click the Add button at the bottom of the popup window. The selected names are
reflected in the Country View Only Users field.
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| Select Users l x

— 1 Columns 1 selected
Q Zsa

19 Columns 1 selected

- Full Name B & | Aonso rermandes ’

- abhijit. wayal@transperfect.com

L] & Abolee Bhute

M Anamdar@transperfect.com

& AagdaleBtransperfectcom

4  akohale@transperfect.com [+
&  Alison Hussain
L | ( ahr M
Cancel Add

6. Click the three-dot menu displayed next to the Country View Only Groups field. This
opens the Select Groups popup window.

7. Select the checkbox(s) of the users whom you want to add to only view the country.

Click the Plus sign next to the name. OR Drag and drop the name to the right-side
pane.

8. Click the Add button at the bottom of the popup window.

I Select Groups I x

Q 1 Columnag 1 3e'cte0

16 Columns ! seacted

4 cala
¥ Auditer
¥  AlSaes Readers TO restrict Roaders we tr
¥ CRARecGrowp usars afl nave CRA Rec ¢
¥ S0 1001 Group & umecs wall ooy have ac

¥ 1ol Level Minus Zone 1 thes group neecs *ull 3o

¥ Security restrictions for 3¢ This group sees any user:
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9. On the Country Full Access Users field, click on the three-dot menu. This opens the
Select Users popup window.

10. Select the checkbox(s) of the users whom you want to add to view only the country.
Click the Plus sign next to the name. OR Drag and drop the name to the right-side
pane. The selected names are reflected in the right-side pane. Also, the selected
names in the left pane are greyed out.

11. Click the Add button at the bottom of the popup window. The selected names are
reflected in the Country Full Access Users field.

Select Users x

19 Columins ! selected
0 Full Name

[J & abhjrwayai@transperfectcom
Abolee Bhuse

& l ‘ v
ainamdar@rransperfect.com

&  3sjagcale@rransperfect.com

4 akohale@uansperfectoom
Alson Hussam

N4 ofs Naxth MW

12. Click the three-dot menu displayed next to the Country Full Access Groups field. This
opens the Select Groups popup window.

13. Select the checkbox(s) of the users whom you want to add to only view the country.
Click the Plus sign next to the name. OR Drag and drop the name to the right-side
pane.

14. Click the Add button at the bottom of the popup window.
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Select Groups x

2 Columns 2 selected

16 Columns 2 zalected

o Escalations

¥ Auditor

¥ AlLStes Readers To restrict Readers we
) ¥ CRARecGroup usérs 3 Rave CRA Re
¥ e 1001 Group

allusers will only haw

¥ Communicatons / Events.

(] W TralLevel Minus Zone 1 this group needs full §
¥  Secunty restrictions for 3r...  Thes group sets any u
Mo g o th M
Cancel Add

15. Click the Save button displayed at the top left of the screen.

o » Room Module Country
b33 l ¢ " Security
©TMF Internal Training Room 108 (T ) w StartUp = Canada «
& Securi
| Canada ty
‘ ' ’ -
ON MOLD
Documents 100% X B
Agency Submiyssons No Packages B
® Activate Country X Reject
Country Full Access Users
& Aboiee Bt ©) < 8
Country Detail
= s Country Full Access Groups
QC 1 2 | ¢
Agenc mi Qc19jecz20) X B

16. A notification is displayed on the right side of the screen, mentioning changes have
been made to the Country.

R I o S Q

& Security V]

Communication Log

The Communication Log displays a record of communications over time to track document
collection from the appropriate personnel. Users can Add, Edit, Delete, Manage Columns,
Search, Manage, and Create Filters on this page.
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hoom Module
Communication Log
WTME Internal Traiming Room 103 (s - Start Up w Canada v

© Communication Log

®
Canada
° O WD [O - 5 s = ]
ologs

m ¥ o e e m
1 x
rg
&5
0]

Commumication Log Will Be Mere

Add Log

1

Click the Add button displayed on the top menu bar. The Add Communication Log
pop-up window is displayed.

2 < Sy, Communication Log

M 10.5 (eTMF) w StartUp w Canada »

© Communication Log
0 Logs Add Communication Log b

0 Contact Date ntact Date 0 unication Type 1

£SO | NotSet v

t © @

=0

2. Fillin all the required fields such as the Contact Date by clicking the Calendar Icon
and Communication Type by clicking its dropdown menu.
3. Enter the details in the Description field.
4. Click the Add button at the bottom of the popup window.
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Add Communication Log x
BRSO | Not Set v
s February 2025 Toda ontract
o Te we ™ W Email
De | Essential Documents
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S 2 3 4 5 & 8 IRB/EC
3 0 12 4 Phone
7 g Protocol Deviation
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23 24 26 27|28 =0

e

Edit Log

1. Select the checkbox of the communication log to edit.
2. Click the Edit button displayed on the top menu bar. This opens a metadata panel on
the right side of the screen.

> Room Module Country
113 l M Communication Log
CTMF Internal Training Room 10.5 («1wr ) » Stantup - Canada =
@ ~ PP
Caada 2 Communication Log
[+ ] ‘ ;i ' L2 8 o
Of »OL0
1log
Contact Date Communscation Type Created By
Do 10
a 8 = | 28reb202% Grnad Training Admen 1
Agenty Subere 3 N Packages
] oA x
rs .
( Dety
o)
te
YEC
© Commurication Log |
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3. Make the changes in the required fields and click the Save button at the bottom of the

metadata panel.
4. The saved changes are reflected in the grid pane.

© Communication Log

© Add / ot 8 Delets

1L0g 1 seeces T Y Filte ® Views « Email /.
. 255602025
7 ntace .. Commu. J Descr Commu.. Next Co... Ceatact
%2 - | £ 7 : tact
|

Email should be valid

v @

Delete Log

1. Select the checkbox of the log to delete. This enables the Delete button to be
displayed on the top menu bar.

> Room Module Quntry
e ‘ M Communication Log
TN Internal Traindng Room 105 («iwr) w» Statlp » Canada »
~ " s
© Communication Log
| Canada
‘ | ' O s B Dvietn
ON WD
1tog
Comalt Dete Commumacaton Type Created By
- 100%
B = | wmreb2025 Emadl Training Adroin 1
s arve Packag i
o2 x

2. Click the Delete button. The Delete Communication Log (s) dialog box is displayed
with the Cancel and Delete buttons.
3. Click Delete in the Delete Record popup window.
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Delete Communication Log (S) x

Are you sure you want to Delete 1 Selected Communication Log () 7

(:a sz

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.
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IRB/EC

Clinical trial sites must follow IRB/EC protocols to ensure efficient and effective operations.
While organizations are encouraged to use central IRBs over multiple local IRBs, the choice
depends on the research enterprise, particularly for multi-site trials.

Trial Interactive accommodates both central and local IRBs, offering flexibility for multi-site
trials. While a single central IRB is recommended, multiple IRBs/ECs may be necessary. Trial
Interactive enables users to add and specify IRB/ECs as needed.

} Boom Meowse IRB/EC ;
l v €TME internal Training Room 10.5 (i) w Startup v
@ Dashboard
Q Country
ed3 - t Approval 0 Pending 2 Rejected 0 ymitted 0 All IRB/ECs 5
M| maec
B sites T YR vvewse  [o
Name Status RBEC Type Requirements Sies
B Oocuments a
) ArrRonio Centra S0 w &
(@ Amendments T, aca S0 2o
@5 contacts ol 1RS - Spu APPROVED LocH! %0
©® Communicatio.. APPRONEO Loca S0
PINOING Loca 0 do
Regulatory Rev...

Lo

Audit Trail

Clicking the IRB/EC tab from the toggling menu bar on the left lists the IRB/ECs available to
the room. The IRB/EC dashboard consists of the Grid pane in the center with the following
columns to view and edit:

e |RB/EC Name
Status - Displays if the IRB/EC is Approved, Submitted, Pending, or Conditional
Approval.

¢ |IRB/EC Type - Displays if the IRB/EC is Central or Local.
e Progress - Displays the percentage of required documents collected for each IRB.
e Sites - Displays the number of sites linked to the IRB/EC.
e Address - Displays the address of the IRB/EC.
Edit Log

1. Select the checkbox of the IRB/EC to edit.
2. Click the Edit button displayed on the top menu bar. This opens a metadata panel on
the right side of the screen.

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

CL: Public Page 168 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0
I I R, e ()
o N IR8/EC
v
.' o

3. Click the Edit icon available on the top right in the metadata panel then only the fields
get editable. Make the changes in the required fields and click the Save button at the
bottom of the metadata panel.

4. The saved changes are reflected in the grid pane.

Central IRB

AFFROVED

General Information A
RB/EC Name
i Central IRB

RE/EC Type

Centra

Status Status Date
APPROVED o 30 Oct

D Status History

RB/EC Submit Date IRB/EC Approval Date
i MMM vy i hd !

Approval Cycle
3

Buffer Time

RB/EC Contact Information ~

Address

Agdress

This Is an address

E—
[ —
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Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

IRB/EC Details

The IRB/EC Details page displays a progress bar for - the Documents. Below the progress
bar, the page displays the tabs/links for IRB/EC Submission, Documents, Amendments, Sites,
and Communication log. Refer to the screenshot below.

.‘"".., serrd Teaiming Same 104 v umt X "' WRAC Dt o
Comral AR i IRB/EC Details

arvenmin ’

2 0 60 f 8§ ®» B B © B

Edit details

The user can view the following edit options on the Country Details page.
o Edit - Edit fields in General Information, IRB/EC Contact Information, Meeting
Frequency, and Submission Deadline for the IRB/EC.
o Expand All - Expands the sections for General Information, IRB/EC Contact
Information, Meeting Frequency, and Submission Deadline.
e Edit History - The user can only view the details of the history and cannot make any
changes.

Steps to Edit Country details:

1. Click on the Edit button at the top of the grid. It will enable all fields as shown in the
below image.
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2. Edit the options as per the requirement and click on the Save button to save the
changes and Cancel to discard.

- > Rooe Module REVEC sl oa
. ‘ ’ STMF Internal Training Room 105 [« - Start Up w Central I8 v - sy
R i IRB/EC Details
-~
i
e o
J al inform
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| RR/EC Details
3 Stasus O Aoproval Cyce
t o
2 0 3ter Time
Viees
Module IRB/EC Training Admin 1 =
IRB/EC Details -
[10.5 (eTMr) w StartUp v Central IRB w A
i |IRB/EC Details
©sz 2 A 9 Ed
General Information ~
IRB/EC Name RB/EC Type IRB/EC Submit Date IRB/EC Approval Date
Central IRB Central - i MMM yyy g =0
Status Status Date Approval Cycle
APPROVED (1] 30 Oct 2023 3 v sax m Month |
D Status History Buffer Time
a 3 MMarth

3. On the top right side of the page, click the Edit History button to view past edits.

» Room Module ~ Training Admin { =
= IR Details © d A -
= l' [l €TMF Internal Training Room 105 (sTi) v StartUp » e B * o ®a
e, i |IRB/EC Details
M e
arreOVED O Shve D Cancel ¥ Collapze All D Edit Histary
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Change Status
The user can change the status of a country by following the steps below:

1. Click the Change Status button displayed on the IRB/EC Details page. This opens the
Change Status popup window.

2. Select the appropriate status from the dropdown menu of the Status field.

3. Select the Status Date by clicking the Calendar icon. Mention comments if required in
the box below.

4. Click the Save button at the bottom of the popup window.

i |IRB/EC Details

O save D Cancel ¥ CollapseAlt

General Information
IRB/EC Name *
Groek Local -

Status
roNomo L]

D Status History

Change Status x
IRB/EC Contact Information

Address

Adcress *
Aundh

Address Une 2

PENDING

SUBMITTID

CONDITIONAL APPROVAL

Address Line 3
City *

5. The notification message is displayed as ‘IRB/EC Change Status is successful’.

Module IRBAEC )
IRB/EC Detadls
105 (o) w StartUp v Groek v

i IRB/EC Details [

6. Click the Save button on the top of the menu bar on the IRB/EC Details page.

Status History

A Status History button is displayed below the Change Status button. Click the button to
view the name of the user who made the changes on the IRB/EC Details page.

Note: The user can only view the history and cannot edit any information in the table
displayed.
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i IRB/EC Details

© e D Cancel ¥ Coliapse AN

General Information

Status History x

28 Feb 2025 SUBMTTIO

Change Status

27 Feb 2025 PENDING D Status History

The notification message is displayed as ‘Current IRB/EC was successfully updated!.

Mastise [
AWEC Datai
- WartUp - Grevk »

i IRB/EC Details (V)

IRB/EC Submission

An IRB/EC Submission refers to the process of submitting a research study for ethical review
and approval before conducting research. This is required to ensure the protection of
participants’ rights, safety, and well-being.

Add Additional IRB/EC

Users can specify more than one IRB/EC for a site from within the Sites module of SSU.
Proceed to the section Add Additional IRB/ECs for more details on this.

1. Click the IRB/EC Submission option on the IRB/EC Details page. This opens the
IRB/EC Submission Page.

2. Click the drop-down arrow next to the Add button. The Create New and Create from
Existing options are displayed.
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o » Room Module IRB/EC ‘
e l s ) IRB/EC Submissio)
eTMF Internal Training Room 10.5 (eTMF) » StartUp = Greek v

@ IRB/EC Submission

Greek

-
an p Delete & = Columns

SUBMITTED

Status

Documents 100%

@ Approve IRB/EC | X Reject

IRB/EC Detalls
| |.. IRB/EC Submission

Documents

3. Click the Create New option. The Create Package pop-up window is displayed.
4. In the Package Details tab, fill in the required fields - IRB/EC, and Package Name
5. Click the Next button at the bottom of the popup window.

Create Package Step1 @ © x
_ PaCkage De(al]s
Associate Sites o

IRB/EC

Greek
Select Documents o

Package Name
Test Demo123

Status

Comments

SN m

6. This opens the Associate Sites tab, click on the + Associate Sites button.
7. The Associate Sites pop-up window is displayed.

This section will cover the following features:

e Status: Allows users to filter sites based on their selected status.

e Country: Enables users to specify a country as needed.

e Show Selected Only: A toggle button that displays only sites filtered by Status
and Country.
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Create Package

Paciage Dotails

°ms‘m B
Seloct Documents L - e

Associate Sites

IMB/EC Approw  Country  CEA

Step2 O @ 0 X

HartUp Spec

Associate Sites

Status AL v

Country All | | Show Selected Only

PINDING

8. Click Associate Sites, and the associated site is displayed within the Associate Sites

tab.
9. Click on the Next button.

Create Package
Package Detalls
Associate Sites 1

Select Documents o

Associate Sites

© Associate Sites

Site RO/LC Apprew  Countr

& Polytecnnique PENDING

Step 2 < x

Uert-Up Spect

10. Locate the Site and click the Remove button. The associated site is removed from the

Create Package.
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Create Package Step2 O @ x
Packago Cotalls Associate Sites
“ o‘“m."h‘ e
Select Documents 1 1Site
Sne IRS/EC Approvad Let  Country cua Stert-Up Speciaist
7
B - | Brohechngue

cancel [rrevious | [

11. This opens the Select Documents tab. Select an appropriate option - Browse Files OR
Search Documents.

12. Click on the Browse Files option, select a document from the system, and click on
Open.

Create Package Step 3 o x

Package Details
Select Documents

Associate Sites 1

Salect Documents 0

Drag & Drop

or

2 Browse fle Q Search Documents

Cancel Previous m
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» Desk » eFeasibility 2.... S eatch efe 1 L

Organce v New folder

]
d
S}

@ OneDrive - Personal Name e moddied

Wl Desktop »
& Downloads ’
¥ TPTEF-5347
o Documents »
N Pictures ’

© Music -

File game || | AlFles

13. The selected document is added to the Select Documents tab.

Create Package Step 3 * x

Package Details
Select Documents

ite
AIS0CITN Siths \ & Browse File Q Search Documents ’

Solect Documents 1 1 Document

14. Once the document is uploaded, select the document click on the Edit Doc Name,
make the required changes, and click the Tick mark beside the document.

Create Package Step 3 * x

Package Detads
Select Documents

Associate Sites 1 2 Beowsa File  Q Sexrch Docurments
I Swboct Docisvarts 1 1 Document
Nara Source
l- TPTEFS$347 xllv I % From Computer

15. Select the document and click Delete the button to discard the action.
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Create Package

Package Details
Select Documents

ASIOCKIE Siins k & Browse File Q search Documents # Edit Doc Name

Select Documents 1 1 Document

¥ Name

1 [] & TPTEF-5347

16. Click the Search Documents tab the Search pop-up window is displayed.

Create Package

Package Details
Select Documents

pEDCIse WS B & Browse file | Q Search Documents | 7 §|
m ‘ Dmm Lot

£ Name

oA ] 9 TprERse7

Search x

Metadata and Docurment

%= Advanced Search

Here will be Search Results

Please enter your Request or use Advanced Search 1o find the document(s) you need

Cancel

17. Expand the All Libraries arrow to search from SSU Library or eTMF Library.

Search x

@ all Ubraries v | Search (3

M All Uibraries m ISARCE AN e e |

& SSU Library

Vietadata Oniy

& eTMF Library

Note: Some hints to get better search results:
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Search Help |

_’_-r' tnese NINtS 0 get Deter Searcn results
* Mo case sensitive  document = Document
s Any order Test document = document test

* Partial Text doc... = docu...
» lse quotes for exact matches "doc” # document

“test document" # document test

18. Clicking the Advanced Search button in the search pop-up window redirects the user
to the Advanced Search page.

)
Search x

o

%= Advanced Search

19. Users can add unlimited fields as needed with the + Add More Fields button. The
Advanced Search - Add Fields pop-up window is displayed.

Advanced Search - Add Fields

20. Select the fields and click the Save button. The selected fields added to the Search
page.
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Search x
e v | Searct (i)
Metadata and Docurnent

X Close Advanced Search
[+ B Re o

Cancel

21. Click the Remove All option to remove the added fields.
22. Click Reset All resets the page with the existing information.

Search

23. The Search pop-up window displays the below three tabs by default.
e Metadata and Document
e Document Content Only
e Metadata Only

Note: The Metadata and Document tab is pre-selected by default. Choose Document
Content Only or Metadata Only if you want to filter the results accordingly.
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Search x

& All Libe » | Search o

3= Advanced Search

Here will be Search Results

Please enter your Request or use Advanced Searchto find the document(s) you need

Cancel

24. Enter the document name in the Search field and click Search. The searched
document is displayed with the Metadata on the left side.

Search x

. | Demo 123 o |

Metadats and Docurment

- 15 of 15 (0 selected) =) Mg ¥ ews
Submitted Name

D, ment

25. Click the Document Content Only tab it will display the document based on the
content only.
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26. Click the Metadata Only tab it will display the document having metadata.

Search
« | Demo 123 <0
- | = o
i
27. The users can view the views in two ways:
e Grid View
Search
Demo 123 o
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e Card View
Search x
* | Demo 123 o E3
od) Sort By “ted Narm LR = I *
°
Demo 123
2
2 Demo 123
- Do
)
)

28. Select the document and click Add Documents & Continue or Add Documents &
Close button as per the requirement.

Search

wtm ="

Masbemn] o (ot of Deiatee

14 e 3

29. Click Add Documents & Close will close the Search pop-up window.
30. Click the Create button. The notification message is displayed on the top right side of

the screen.
i it IRB/EC Submission Q Training Ad
0.5 (enr) w StartUp « Greek v
x
# IRB/EC Submission 0 vockgeCrennd

© ’ c KA
1 Package c Y fiite y

Package Name Status ¥ D Associated Sites Sites Processed Documents

 Test Demo?2 oG 0% =
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Columns

To know more detailed information about columns please refer to this link - Columns.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Creating IRB/EC from Existing

Follow the below steps to add the existing agency:

1. Click the drop-down arrow next to the Add button. The Create New and Create from
Existing options are displayed.

2. Click the Create from Existing option. The Create Package pop-up window is
displayed.

Room Module IRB/EC

IRB/EC Submission
oTMF Internal Training Room 10.5 («thi ) w StartUp w Grook v

# IRB/EC Submission

Greek
REE

OAdd~ 4 c &
SWOMITTIO

© Create from Existing

—— At
00
- i Test Dam PINDING

3. In the Select Existing Package, the list of existing packages is displayed.
4. Select the package based on which a new package will be created and click Next.

Create Package Step1 @ x
oo o Select Existing Package
Package Details Pleate solect the package based on which a new package will be created
v
1 Package(s)
Package Name Decuments Coenment MAsEC
B Test Demo123 TPTERS244.doc R Greek

5. In the Package Details tab, fill in the required fields - IRB/EC, and Package Name.
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6. Click the Next button at the bottom of the popup window.

Create Package Step2 O @ OO X

Select Existing Package Package Details

Package Details
IRB/EC

X Local IRB - Spain
Associate Sites 0

Package Name
Select Documents 1 Ascent
Status

PENDING

Comments

Cancel ‘ Previous ‘ m

31. This opens the Associate Sites tab, click on the + Associate Sites button.
32. The Associate Sites pop-up window is displayed.

This section will cover the following features:

e Status: Allows users to filter sites based on their selected status.

e Country: Enables users to specify a country as needed.

e Show Selected Only: A toggle button that displays only sites filtered by Status
and Country.
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Create Package Step3 DO @0 X
Salact Bxisting Package Associate Sites
Package Details 8 e
m o i sztalegaant oot A0 e ik s
Select Documents 1
Associate Sites x
Q Enter ke 5 hra ‘é{.\;us v Cro\mnry N v 75’how S;lec;:.:d 0;\1;' 0
6 Sites
Status Country CRA Start-Up Specialis
- 2 Alr Fiber PENDING
- = Beth Davis ACTIVE & Amy Staton
= 2 Brad Taylor ACTIVE Unted Stal & Traning Reade & Eva Matheu
H Pl ) Franos Colina Site ACTIVE United Stat & Francis Colna |
M4 ot » M
Cancel I |

33. Click Associate Sites, and the associated site is displayed within the Associate Sites
tab.

34. Click on the Next button.

Create Package Step 3 ° x

Select Existing Package Associate Sites

Package Dotails © Associate Sites

Anodate Sites 1 15ite

Select Documents 1 Site MBVEC Approval L Country CRA Start-Up Specialest
% Alr Fiber PENDNG

35. Locate the Site and click the Remove button. The associated site is removed from the
Create Package.
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Create Package
Select Existing Package

Package Details

Associate Sites 1 15ite
|
Select Documents 1 IRAMEC Approval U Country CRA Start-Up Specsalist
- [ 8 i s

Step3 0 0 @ x

Assaciate Sites

preous E

Cancel

36. This opens the Select Documents tab. As the user is adding the existing package the

Site is already associated with the package.

Create Package Step d * x
Select Existing Package
Select Documents
Package Detalls & Browse File Q Search Documents
Assoclate Sites 1 1 Document
Select Documents 1 Name Source
I 1 - TPTEF-5244 I ¥ From Computer

37. If user want to associate another Site, then click the Browse Files on the top menu
bar.
38. Select a document from the system, and click on Open.

@ Open X
™ » Desk.. » efeasibility 2.... y earch eFeasibility 2.7 d L
Organize v New folder =~ O 0
@ OneDrive - Personal Name Date modified
&l Desktop -
L Downloads s |[BTeTERs3 | 2/12/2025 1200 PM
| Documents &
PR Pictures »
@ Music »

Fite pame: | TPTEF-5331 All Files
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39. The selected file is uploaded in the Select Documents section and the notification
message is displayed on the screen.

- .. -
p A e & w
e LR Honiy = [T —
x
© o pinnse
Lebws: Cocermemm > p— Dhewr YOwn  wewmr
4 [PV, - —
N
T vrmres
|
1 ot boewmonte .

38. Once the document is uploaded, select the document click on the Edit Doc Name,
make the required changes, and click the Tick mark beside the document.

Create Package e 4 . x
Loisting Packege
Select Documents
Package Owiad "
Avccime Sam 1 2 Documents
l.m -
I 1 TPTEF-5244 X v N Frem Compuner

39. Select the document and click Delete the button to discard the action.

Create Package Step 4 . x

Select talating Fachage

Select Documents

Puckags Details g s s Bacimirts 11 7 e a4

Assnciave Lty A 2 Documents
e seurte
3 rEreEAIn " Curgnie

40.Click the Search Documents tab the Search pop-up window is displayed.
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Create Package

Select Existing Package

Select Documents
Package Details & Browse File | Q Search Documents | # Edit Doc Name
Associate Sites 1 2 Documents | seected

Select Documents 2 (W] Name

T i TPTEF-5284

Search x

3= Advanced Search

Here will be Search Results

Please enter your Request or use Advanced Search to find the documents) you need

Cancel

41. Expand the All-Libraries arrow to search from SSU Library or eTMF Library.

Search ®

£ Al Libraries v Search o

M Al Libraries m = 72 = " -
Document Content Only Metadata On

& SSU Library

& eTMF Library

Here will be Search Results

Please enter your Request or use Advanced Search te find the document(s) you need

Cancel

Note: Some hints to get better search results:

Try these hints to get better search results Search Help -
« Mo case sensitive  document = Document

* Anyorder Test document = document test

* Partial Text doc... = docu...

s Use quotes for exact matches "doc” # document  “test document” # document test

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

CL: Public Page 189 of 303



Trial Interactive SSU v10.7 - User Guide v1.0

» TRIAL
# INTERACTIVE

42. Clicking the Advanced Search button in the search pop-up window redirects the user

to the Advanced Search page.

Search

o|

Search

Metadata and Document Document Content Only
3= Advanced Search

43. Users can add unlimited fields as needed with the + Add More Fields button. The
Advanced Search - Add Fields pop-up window is displayed.

Metadata Only

Search
o E |

ch
Advanced Search - Add

Flelds

Bebect D eatans by i FEEER
Sarrme e yoe ssarth oo
Lovenct Sore

44, Select the fields and click the Save button on the Advanced Search - Add Fields.

Search
(1]

Metadata and Document

% Close Advanced Search

Artfact
start typing

Piease s

Cancel
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45. Click the Remove All option to remove the added fields.
46. Click Reset All resets the page with the existing information.

Search

47. The Search pop-up window displays the below three tabs by default.
¢ Metadata and Document
¢ Document Content Only
¢ Metadata Only

Note: The Metadata and Document tab is pre-selected by default. Choose Document
Content Only or Metadata Only if you want to filter the results accordingly.

Search x

Here will be Search Results

Pleate enter your Request o use Advanced Search to find the document!s) you need

48. Enter the document name in the Search field and click Search. The searched
document is displayed with the Metadata on the left side.

Search *

[ oemo 123 o 2 |

Metadats and Docurment
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49. Click the Document Content Only tab it will display the document based on the
content only.

Search

@ v | Demo123 N sex

Advanced Search ™ 1-40f 4 (0 selected) =

B Submitted Name

Daily Update-2023
Filters &

Test David 3

w Site Name

Ti Assessment

) [Placeholder] - IP Certificate of Destruction

» Document Type ‘”

Cancel

50. Click the Metadata Only tab it will display the document having metadata.

Search x
Demo 123 < O
ech ::D s v
°
o Nar
2
2 "
Test
-D v
age:

'
'
'

51. The users can view the views in two ways:

e Grid View
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Search
Demo 123 o
158 (0 selextes =E @ Manage '
- ve
°
Oem 3
e Card View
Search
& *  Demo 123 L m
slected) SortBy Submited Name R = LI v
° X
Demo 123
2 Demo 123
- Dox
'
'

52. Click Add Documents & Continue will display the notification message at the top
right of the screen and will continue on the same page to add the documents.

[T ——

53. Click Add Documents & Close will close the Search pop-up window.

54. Click Create on the Create package pop-up screen.

Create Package
Select Existing Package
Package Details

Associate Sites 1

Salect Documents 2

Stepd * x
Select Documents
& Browse Flle Q Search Documents
2 Documents.
ame ource
- TPTERS244 #rom Computer
emo 123 A 55U Ubrary
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The Package Created notification message is displayed at the top right of the screen.
ety v lodasg o | ARl (™)
# IRB/EC Submission v "

]

* Pcnage a v

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and

Create

New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Editing a Package

1. Click on the package name the Package Details page is displayed.
I IRB/EC Submission
(+] - ’ o] &
2 Packages
- i Ascent I PENDING
- - PENDING
2. Click on the Edit button displayed on the top menu bar. The Package Name field get
editable on the General Information page with the Save and Cancel buttons.
s i Package Details
1 1] NOALE
=3 S
3. Make the changes in the required fields and click the Save button displayed on the top
menu bar.
4. Click Cancel button to discard the changes.
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Ascent i Package Details

e 2

General Information

Change Status

The user can change the status of a country by following the steps below:

1. Click the Change Status button displayed on the Package Details page. This opens the
Change Status popup window.

2. Select the appropriate status from the dropdown menu of the Status field.

3. Select the Status Date by clicking the Calendar icon. Mention comments if required in
the box below.

4,

Click the Save button at the bottom of the popup window.

i Package Detalls

Q . 2 Lenw

D it vy
Coneral Intar matien
g - et
Lo . e e
ackagy et D i ey
(ar=—arry

Change Status

merns

E3

5. The notification message is displayed as ‘Status Changed’.

» Aavons Wadule
i | A

Packige Dutain
STME ternal Trainine Room 0.8 « - Start Up =

SussETTEn 7’
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Status History

A Status History button is displayed below the Change Status button. Click the button to
view the name of the user who made the changes on the IRB/EC Details page.

Note: The user can only view the history and cannot edit any information in the table

displayed.
i Package Details
7 Edie D Edit History
General Information
IRBJEC * Status
Local IR8 - Spain SUBMITTEO Change Status
Package Name * [ @ Status Hiseooy |
Ascent Status History x
04 Mar 2025 SUBMITTED
04 Mar 2025 PENDING
Clo
Documents

1. Select the document that is added to the selected package and click the Download
Package button.

2. The package is downloaded notification message is displayed on the top right of the
screen.

» Room Module IRB/EC IREVEC Submi
‘ M Docurments
TMF Internal Training Room 10.5 (+14F ) » Start Up w Local IRB-S.. v Ascent v .

Downloading Package x
(] 8

Ascent Ih Ddg

2. Srowse Fie Sea
SUBTTED L Browse F Q Searc

2 Documents 1 s ected

3. Click on the Get Results button on the notification message. The zip file of the
selected package is downloaded.
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Module IRBSEC IRB/EC Subery PP ¥
Documents Ascent.zip
N10S («0ws ) w StartUp = Local IRB-S5.. + Ascent w @ Oore
- o aha list_features 25030406202 1.xdsx
B Documents iz
& Browse Flie Q Search Documents & Dovmload Package Z Edit Doc Name 8 Delete

2 Documents 1 ceeced
(@] Name Source
1 TPTEF-5244 % From Computer
2 - Demo 123 & SSU Ubrary

1. Select the associated site of the selected package and click the Approval Received
button on the top menu bar.

» Room Module IRB/EC IRB/EC Submi
‘ d eTMF Internal Training Room 10.5 («Tir ) w StartUp » Local IRB - Spain = Ascent w
] Sites
Ascent .
|.| SUBMISRION PACKAGE
SONITEO Pending 1 Approval Received 0 Rejected 0 All 1
© Associate Sites X Reject 8 Remove
Sites 0%
1 Site selecred
% Site IRS/EC Approval Letter
Package Detalls .
9 -
Documents ’ m
Change Log

2. The Approval Received for Site (s) pop-up window is displayed with the Cancel and
Confirm Received Approval buttons.
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% Sites

Pending1  Approval Received 00  Rejected0  All1

s e

1Site 1 swiected

“ Site IRB/EC Approval Lette]

Cancel Confirm Received Approval

3. Click the Confirm Received Approval button to confirm the approval. The IRB/EC
Approval Letter column displays the Approval Received status for the selected site.
4. Click the Cancel button to discard the changes.

£ Sites
ding0 Approval Received 1 Rejected 0 All1
© Assoclate Sites
1 Site
v Ste IRB/EC Approval Letter Status Date

a- A Abolee Bhuse 05 Mar 2025

5. Locate the Site and click the Reject button on the top menu bar. The Reject Sites (s)
pop-up window is displayed with the Cancel and Reject buttons.
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21 Sites

Punding2  Approvil Recsivad 0. Himjeczad 0 AN Z

O rosuname Bimt o Aggeonst aowinntl | = nsject | @ hmree

M e
- pATY IRRC dggrmsel Lather
Reject Site (s) n e

6. Click the Reject button once the user enters the Rejection Reason in the box.
7. Click the Cancel button to discard the changes.

Reject Site (s) x

% Christine Morris Site

05 Mar 2025 o

No longer needed

Cancel [ Reject ]

8. Locate the site and click the Remove button on the top menu bar. The Remove Site
(s) pop-up window is displayed with the No and Remove buttons.
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Sites

Pending2 Approval Received 0  Rejected 0 All 2

© Associate Sites v Approval Received X Reject
2Sites 1 smecte

(=) Site IRB/EC Approval Letter

Remove Site (S)

Are you sure you want to Remove 1 Selected Site (s)?

9. Click the Remove button the selected site gets removed from the grid.

Change Log

A Change Log is a file that records all notable changes made to a package. It helps users
understand what has changed in different versions of the package.

Room Module REC WIEC Subsry
Change Log
©TMF Internal Training Room 10.5 (sl » StartUp ¥ Greok v Test Domo123

i= Change Log

Test Demo123

rocme Jogs

Documents

To know more detailed information about views please refer to this link - Documents
Amendments

To know more detailed information about views please refer to this link - Amendments
Sites

To know more detailed information about views please refer to this link - Sites

Communication Log
To know more detailed information about views please refer to this link - Communication

Log
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SITE

The Sites Module in the Study Start-Up (SSU) process refers to the set of activities involved in
identifying, evaluating, selecting, and activating clinical trial sites.

Clicking the Sites tab from the vertical menu bar leads you to the Sites section. This is where
the Start-up Specialists will perform their functions, and the users of the sites are allowed to
submit and approve documents specific to the sites.

Views:

Users can customize views as needed, and the grid view adjusts accordingly to display
relevant information.

1. On the left side of the Sites screen in the index panel click the View By drop-down
arrow.
2. The View pop-up window is displayed with the views.

» Rnom
" 7 TMF Internal Training Room 103 («iei | w

I Favothze O

5> 9 =

w

View options

St Detaust [T Se¢ Default for 28 Rooms

3. Select the By Country view, optionally check the desired ‘View Options’ at the bottom
of the View pop-up, and click the Select button.
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I Favorites 0

View £ D x

BT

By Start Up Specialist

By IRB/EC
o
By CRA
g
E
[[) My CRA/SAS Sites [ My Favorite Sites ]
[ Set Default [} Set Default for all Rooms E

i

4. The Index panel displays the Country list and the associated sites on the right side.

@ Cenade 1

W indis 1 * - ’ £ IND 1323 Abolee Bhuse
@ kaly 3

@ Norwey 2

(-]
Q
s0 AllSites0
‘ [+) - Fas [+ ¢ 4
a @ *Not Specified & 33 Sites &
@ Argentna 1
- Site
4

& United Stazes 17

&) .

(c)

5. Select the By Start Up Specialist view, optionally check the desired View Options’ at
the bottom of the View pop-up, and click the Select button.
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2 Sites
e | oo
View 79 =

~
By Start Up Specialist
By IREE

4
i
)
|

gvorite Ste

6. The Index panel displays the Start Up Specialist Users list and sites on the right side.

Sites

*Not Specfies 13 33 Sites

ee Bhuse 2

o
& Ameuts Deshpande 2 A
& Astiay Admin 2 B & =~ | AiND 1323 Abokeo B

& Kazy Haberman

& Xennon Azkeson 1

& Krister Bernett 1

7. Select the By IRB/EC view, optionally check the desired 'View Options’ at the bottom
of the View pop-up, and click the Select button.

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

CL: Public Page 203 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

Sites
View By Start Up Spec...v £+3 I Favorites 0
View £ D x
-
|
By Country L
By Start Up Specialist I
bl
By CRA
B
H
() My CRassas Sites  [] My Favorite Sites §
[[] set Default [] Set Default for all Rooms E

e =

8. The Index panel displays the IRB/ECs list and sites on the right side.

Sites

View By IRB/EC | = Favorites0  Active19  Closec
o

M *Not Specified 17 33 Sites  seiecres

Ml CertealIRB 3

0 Greek 1 .| Site

Ml Loce! IRB-Spain & A IND 1323 Abolee Bhuse

M Local IRB-UK 5

I UATMY 1 =] = @ Abolee Bhuse

[ ] « [ USA 10769 Brad Taytor

9. Select the By CRA view, optionally check the desired ‘View Options’ at the bottom of
the View pop-up, and click the Select button.
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Sites
o | Favorites 0
‘ View S D x
4]
-
(
B8y Country #
By Start Up Speciaiist I
By IRB/EC
b
b=
5
[() My CRA/SAS Sites (] My Favorite Sites 7
(] set Default (] Set Default for all Rooms <
13|

10. The Index panel displays the CRA Users list and sites on the right side.

% Sites

& *Not Specified 15 33 Sites ' selecten
abhljicwaysi@transperfectcom 2

2
e

z (= Site
& Afonso Fernandes 3

sinamdar@iransperfectcom 3 % =~ | #IND 1323 Abolee Bhuse
sjagdaleDransperfect.com 2
akohale@rransperfect.com 2 M 3 Abolee Bhuse
Amruta Deshpande 2
Amruta Paul 3 J (2} 12345678 Brave Ha
Amy Staten 2
anagrawsl@ransperfectcom 2 J - £ USA 10769 Brad Taylo
ankiza.ish@transperfectcom 2

anupama.payaniBcransperfect.... 2 L Ll VoA Ryle

L- O TR VT

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

CL: Public Page 205 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

Buttons on the Current view

The data room supports hundreds of sites, allowing users to toggle between sites where they
are a CRA, a Start-Up Specialist, or view all sites. Users can refresh the current view with the
Refresh Current View button. Room administrators can configure the grid layout using the
Configure Grid button to set default columns and sorting options. While all users can show or
hide columns, only administrators can make additional columns available for viewing.

» Settings: Check the relevant option from the list and click Save and Reload.

» Room Mod
l eTMF Internal Training Room 105 (e1wF) w Star

Sites

~
~

@ *Not Specified 8

@ Argentina 1

& Carada 1

@ indis 1

@ kaly 3

» Pin View button: The Pin View feature allows users to save and quickly access a

specific grid configuration, ensuring a consistent display of selected columns and
sorting preferences across sessions.

- » Room
l eTMF Internal Training R

1 Sites
Pin View
40

@ *Not Specified 8
@ Argentina 1
W Canada 1

@ India 1

» Refresh Button: The Refresh Current View button updates the displayed data,

ensuring users see the latest site information without changing their current filters or
settings.
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o l‘: Room

eTMF Internal Training R

M Sites

@ *Not Specified 8

) Argentina 1
@ Canada 1
@ India 1

Q kaly 3

On the Sites page, users have the following options:

o View Sites - Browse available sites.

e Add Sites - Add new sites to the data room.

¢ Import - Upload site data in bulk.

o Edit - Modify site details.

e Delete - Remove selected sites.

¢ Sending Reg. Packet - Send regulatory packets to sites.
e Reminder for Missing Docs - Notify sites about missing documents.
¢ Managing Security - Configure site access permissions.
¢ Export Metadata - Download site metadata.

¢ Columns - Customize column visibility in the grid.

e Mass Coding - Apply bulk updates to multiple sites.

< » Room Module "
5 l. Sites
oTMF Internal Training Room 105 (<) » startUp w
Sites
View By Country A O Favorites 0 1 19 I d1 Pe 11 elected 1 Terminated 1 All Sites 33

B WO 1223 Abolee Bhuse

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

CL: Public Page 207 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

Add Sites

Sites can be newly created or imported from existing sites linked to the same sponsor across
different rooms within a domain, which is particularly useful for managing sites across
multiple locations.

To know more detailed information about Add Sites please refer to this link - Adding Sites.

Import Site List

To know more detailed information about Import Site List please refer to this link - Import
Site List.

» Room Moduld
l eTMF Internal Training Room 10.5 (e ) w Start Y

% Sites

@ *Not Specified 8 O Add

@ Argentina 1 © import Site List

@ Canada 1

@ India 1 M

@ haly 3

@ Norwey 2 * - ’ A Abolee Bhuse
\# United States 17
Edit Site

To edit site profiles, follow the steps below.

1. Access the View By dropdown, select ‘By Start-Up Specialist’ and click on the Select
button.
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&1 Sites

[~ o [ [
View 79 .

g i

I -

l By Start Up Specialist |

By IRB/EC

By CRA

in

View options:

n

i

2. Select a site profile and click the Edit button in the menu bar to open the Site Profile
in the metadata panel on the right side of the screen.
3. Make edits to the site details and click on the Save button. The changes get saved.

% Sites

~
=

~ More ¥ Q Search

NOR Olive Parik
ACTIVE

* Al 33
& *Not Specified 13
& Abolee Bhuse 2
& Amruta Deshpande 2

2 2 A = General Information ~
& Avani Amin

& chriseditor@u.com 1

& Christine Morris 1
Summer Hospital
& Demo Admin 1

& Elizabeth Davis 1

ACTIVE (i)

& EvaMatheu 1
& Franciz Coline 1
& Katy Haberman 1

& Kennon Atkeson 1

& Kristen Bennett 1

& Lucrezia Casserti 3

M« 1 o L 4 Next b

A Mickay Maiics 3

Delete Site

To delete a site, follow the steps below

1. Select a site from the list by clicking on the checkbox and click the Delete button from
the top menu ribbon.
2. The Delete Site(S) popup window is displayed with deletion reason box.
3. Optionally enable or disable the following by selecting or deselecting the checkboxes
1. Delete Reconciliation Data
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2. Remove Site from Audit Configuration
4. Click on the Delete button.

& Sites b
View 8y Country i & Favorites0  Active19  Closed1  Pending11  Selected1  Terminate|
°
=M x Qhcdy 4 Em o SandReg Packer  @MistngDocsReminder "= Mor|
O *NotSpecfied 8 S5 Shae Vedverad =
O Argendna 1
@ Caneds 1 ] ste SteSwtus  Progress®
@ India 1
O kaly 3
@ Nerway 2 ] -
@ United Staces 17 Delete Site(S) ~
- - |
Are you sure you want to Delete 1 Selected Site(s)? This action is irreversibie
m etion r }
No longer needed
g i |
D - [/
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Send Reg. Packet

To send a regulatory packet, follow the steps below.

1. Select a site by clicking on the checkbox and click on the Send Reg. Packet button on
the top menu bar.

2. The Sent Regulatory Packet? Popup window is displayed with the checkbox ‘Exclude
already sent’ and Cancel and Yes, Send buttons.

3. Click on the Yes, Send button to send the regulatory packet and Cancel button to
discard the changes.

i1 Sites
= Favorites0  Active19  Closed1  Pending 11 Selected1 T
<
- CEN | 7~ 4o o g o i
@ *NotSpecfied & 33 Sites | seiectes
@ Argentina 1
@ Canada 1 ® Ste Site Status
Q Inidia 1
Qrhaly 3
@ Norway 2
@ Unised Scates 17
£l sent Regulatory Packet? x
C
ou will send the packet 10 1 Selected Site (s). Send Regulatory Packet?
o
g
m O Regulatory Packet was already sent to the sites
L
C
C
Cancel
C

4. The Send Reg. Packet email screen, click on the Send button.

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

CL: Public Page 211 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

Send Reg. Packet x

##RoomName## : Reg. Pack

[}
L]
m
4

Open Sans v 12« 8 BIUS % @ Ev
Re: ##RoomName## Study
Dear Investigator and Site Staff,

Your response to questionnaires and additional communication indicate your site meets the requirements
necessary for this study, We are pleased to extend the offer of participation in the ##RoomName## study to
you. Included you will find necessary documents required for start-up.

Before opening your site to participation, we will need to collect the following essential documents:
##RegpackDocumentsGrids#
You can submit the documents listed above by replying to this emall or by submitting to [Insert SSU emall

address]. Please only reply to this email or use the secondary email address when submitting
documents. All other correspondence will not be retained by the system.

if you have any questions or concerns, please do not hesitate to contact your study team. Thank you for your
time and consideration. We welcome you to the study and look forward to working with you!

Thank you.
#ActivstionSpecialistNames#

=2
#2ActivationSpecialistEmallAddresss#
##ActivationSpecialistPhone##

Cancel

5. The Send Regulatory Packet notification message is displayed on the top right side of
the screen with the Get Results button.

» Room Module T
l ‘ Sites
&TMF Internal Training Room 105 (st ) StartUp v

® Send Regulatory Packet

Sites

0 tive 19 1 P 1 ted 1 Term 1 All Sites 33

6. Click the Get Results button. The Job Result pop-up message is displayed on the
screen.
7. Click the Close button to close the job result window.
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# INTERACTIVE

Favorites0 Active19 Closed 1 Pendin

QAddv & Edit @ Delete A Send Reg, Packet

33 Sites 1 ssiecy|

=) Sit|

D oo & Success! Task is complete.

Job Result x

Missing Docs Reminder
To send a reminder for missing documents, follow the steps below.

1. Select a site by clicking on the checkbox and click on the Missing Docs Reminder
button on the top menu bar.

» Room Module
=2 l I3 Sites
eTMF Internal Training Room 10.5 («TF ) w StartUp =

Sites

N QY SORREY i © |-::,..-:wo Active 19  Closed1 Pending11  Selected 1

@ *NotSpecfied & 33 Sites ' seeaed
@ Argentine 1
Site Status Pro

@ Canada 1

CLO%ED

@ India 1 0 = @ IND 1323 Abolee Bhuse
@ kaly 3
@ Norway 2

# United States 17

2. The Missing Docs Reminder email pop-up window is displayed, enter the required
details and click on the Send button.
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Missing Docs Reminder x

##RoomNamess - #¥investigativeSitess: Site Activation - Missing Expected Documents

Open Sans v 14« & BIUS % 2 E

1}
«
fii
4

Hello =aReciplentFirstNamens saRecipienty

This is 2 system generated email. Below Is the list of required documents that are missing or rejected for:
Study Name: ##RoomNames#

Investigative Site: #7|nestgat esSless

Missing:
#EMessingDocumentsGrigs#
Rejected:
saRelectedDOCymMentsGriges

Please submit the documents listed above to ##55UInbo

concemns, please do not hesitate 10 contact the undersign

Thank you for your time and consideration

Bestregards

ssACtivationSpecalistPhoness

Cancel

3. The Missing Docs Reminder notification message is displayed on the top right side of
the screen with the Get Results button.

» Room Module
Sites
l ¢ ©TMF internal Training Room 10.5 (i) w StartUp w
© Missing Docs Reminder "
Sites Firvabed: Seadiog messng 40cs remunder | of § completed
r—— l — , ==

4. Click the Get Results button. The Job Result pop-up message is displayed on the
screen.
5. Click the Close button to close the job result window.
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Favorites0  Active19 Closed1 Pending11  Se

Oaddv #Edi 8 Dolete A Send Rog. Packet = Missin|

33Sites | seeczed
(=) Site

(| = (BIND 1323 Aboles Success! T

Job Result x

] ~ 12345678 Brave H

More

The More drop-down provides access to the below options:

¢ Manage Security
¢ Export Metadata
Columns

e Mass Coding

Managing Security
To manage security, follow the steps below.

1. Select a site by clicking on the checkbox and click the More dropdown button and
select Manage Security option.

Favorites 0 Active 19 Closed 1 Pending 11 Selected 1 Terminated 1 All Sites

O Add ~ # Edit

33 Sites 1 seiected

L Site Site Status Progress % = Columns

L - % viass LoQ g
L 5 IND 1323 Abolee Bhuse CLOSED 100 % 24

2. The Manage Security option displays two options - Editors and Readers.
3. Select Editors from the two options displayed.
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# INTERACTIVE

orites 0 Active 19 Closed 1 Pending 11 Selected 1 Terminated 1 All Sites 33
© Add * # Edit 8 Delete 4 Send Reg. Packet & Missing Docs Reminder ** More ¥ Q Search d

& Readers
Reg Pack ...

33 Sites 1 selected

[w) Site Site Status Progress %

0 «  ©IND 1323 Abolee Bhuse cLosen HI0 % 324 29Aug20..

4. The Security - Editors screen is displayed with the Groups and Users tab, hover the
mouse over the names to highlight in blue and view the Plus icon next to each
username.

5. Click the Plus icon to view the name on the right side - Selected Members pane on
the right side. The user can also drag and drop the name if required.

6. Click the OK button displayed at the bottom of the popup window

Security - Editors x
bocte:
Users
1 Columm
> ma
16 Columns
| : 0 "
Last Name First Name Ema Phane Mobile Company
nlees@ua
001 Test User rimayxsoe.. cironex.com ﬂ|
Demo LorenzoAd
Admin Ashley aominap@t t.com
™ Tra a om
Disreg. 2 t t.com
2amintr »
v [T

7. A Security Update Options popup window is displayed with Cancel and Append
buttons.

8. Select the appropriate radio buttons for - Source and Options.

9. Click the Append button displayed at the bottom of the popup window.
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Security Update Options x
Source
@) selecte e
O All Sites In The Ci Gr
Options
~I§ Append Ne e fember
() Rep Cur it Securit emb
Cancel

10. Select a site by clicking on the checkbox and click the More dropdown button and
select Manage Security option.

Favorites 0 Active 19 Closed 1 Pending 11

cted 1 Terminated 1 All Sites

O Add # Edit 8 Delete 44 Send Reg. Packet Missing Docs Reminder = More v
33 Sites ! selecred 8 Ma
Q Exg
(w) Site Site Status =
= Jme
a = [2IND 1323 Abolea Bhuse CLOSED & Mass Coding

11. The Manage Security option displays two options - Editors and Readers.
12. Select Readers from the two options displayed.

Selected 1 Terminated 1 All Sites 33
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l\ TRIAL

13. The Security - Reader’s screen is displayed with the Groups and Users tab, hover the
mouse over the names to highlight in blue and view the Plus icon next to each
username.

14. Click the Plus icon to view the name on the right side - Selected Members pane on
the right side. The user can also drag and drop the name if required.

15. Click the OK button displayed at the bottom of the popup window.

Secunty - Readers

mraelTa T nl

= ]

=

16. A Security Update Options popup window is displayed with Cancel and Append
buttons.

17. Select the appropriate radio buttons for - Source and Options.
18. Click the Append button displayed at the bottom of the popup window.

Security Update Options x

Source

Options

Cancel

Export Metadata

1. Select a site by clicking on the checkbox and click the More dropdown button and
select Export Metadata option.
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2. Select the Export option will give 3 sources:
e Selected records: Choose this option to export metadata only for specific
selected sites.
e All Sites in the current grid: Choose this option to export metadata for all sites
currently displayed in the grid.
e All Sites in the room: Choose this option to export metadata for all sites
displayed in the room.

Export Sites Step1 @ O X%
Export Options Export Options
Select Metadata Fields Coplee
@ S
Cancel

3. Click Next to proceed to Select Metadata Fields, where the user can choose the
metadata fields to include in the export.

4. The user can use the Sort By dropdown to sort the available metadata fields
alphabetically or logically.

5. Click Export to download the document metadata file in the preferred format. Click
Previous to go back or Cancel to discard changes.

Export Sites Step2 0@ X

Export Options Select Metadata Fields

|
| Select Metadata Flelds 22

; Reg Pack Sent L).\t-;a“ Ac

( Country @ J[ EmailAddress © [ First Name
Mobile Number © |[ Phane Nx_nn\ber (%) | Prefix© i“ iteN

User Name ©)] Zipcode © '

Site Flelds Contact Fields Additional Contact Fields SortBy Alphabet vl

~ [m] 44 Metadata Fields
~ [m] 9Site Fields

Cancel | Previous |
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6. The Exporting Sites notification message is displayed on the top right side of the
screen with the Get Results button.

» Room Module T
s shes ,
@TMF Intornal Training Room 10.5 (+741 ) v StartUp w
(V] Exporting Sites
Sites Sutcess! Task s compiete
| 0 19 1 Pending 11 i1 1 AllS 33

7. Click the Get Results button and the Exported metadata file gets downloaded.

Columns
To know more detailed information about columns please refer to this link - Columns.

Mass Coding
Mass coding for metadata fields of Investigative sites is enabled after room administrators
configure the relevant fields in the room’s Form Settings during the initial setup.

To mass code sites, follow the steps below.

1. Select a site by clicking on the checkbox and click the More dropdown button and
select Mass Coding.

Favorites 0 Active 19 Closed 1 Pending 11 Selected 1 ferminated 1 All Sites 33
O Add ~ # Edit 8 Delete A Send Reg. Packet & Missing Docs Reminder = More *
33 Sites 1 seiected

(w) Site Site Status

O “  [&IND 1323 Abolee Bhuse CLOSED

2. The Mass Coding pop-up window is displayed with the Cancel, Reset, and Save
buttons.
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Mass Coding x

The selected site will be processed

O cra

[ start-Up Specialist

[ Reg Pack Sent Date
dd MMM yyyy HH:mm:ss

: 3 0
o

[[] Expected Submission Date

dd MMM yyyy He
[ IRB/EC Submit Date

dd MMM yyyy He
[ IrB/EC Approval Date

dd MMM yyyy Ho

(] Country Approval Date
dd MMM yyyy Ho

Cancel Reset E

3. Select the three-dot menu for the CRA and Start-Up Specialist fields. This opens the
Select Users window.
e Hover the mouse to view the user in blue color and click the Plus icon next to
the name.
e The selected names are reflected on the right side of the Select Users window.
e Click the Add button displayed at the bottom of the Select Users window.
e The selected users are reflected in the required fields.
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Mass Coding

The selected site will be processed

O cea

Start-Up Speciafist

Select Users

Q caarch 1 Columns

Q Searc

19 Columns 0 Eull Name

0O Full Name (0 & ainamdar@rransperfect.com

(0 & abhijitwayal@transperfect.com

[0 & Afonso Fernandes

[ & 3jagdale@transperfect.com [ +]

(] & akohale@transperfect.com

a Amruta Deshpande

M 4o 1 of6Nexth M

Sance

4. If required, select the checkbox(s) for the below date fields and click the Calendar icon
next to those fields, select an appropriate Date and Time, and click on the Set button
on the Calendar view.

e Reg Pack Sent Date

e Expected Submission Date
e IRB/EC Submit Date

¢ IRB/EC Approval Date

e Country Approval Date
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Mass Coding %

The selected site will be processed

CRA

[ ainamdar@transperfet Q] .
>

Start-Up Specialist

Amy Staton €3 ® a
Reg Pack Sent Date
dd MMM yyyy HH:mm:ss Ho
| Date Time |
March 2025 Today
Su Mo Tu We Th Fr Sa
1
2 3 4 5 ] 7 8
2 10 ‘ M112 13 14 15

@ 17 18 19 20 21

[
|1

23 24 35 % 7 2B

[
]

ee Bhu PENDING

5. Click the Save button displayed at the bottom of the popup window to save the
changes.

6. Click Reset button, if user wants to reset the previously added information and Cancel
button to discard the changes.

7. The Confirmation Mass Coding pop-up window is displayed with No and Yes buttons.

8. Click Yes, in the Confirmation window displayed on the screen.
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Mass Coding x

The salected site will be processed
M oA

(ERewTame)

4 sartupspeciaiist

9 RegPacksentDate
11 Mar2025 01:01:01 f&o

D Expected Submission D Confirm Mass Coding
G MM Yiyy &o

A OuU Sure you want to proceed with Mass Update?
(] "‘:‘:;mb""‘ Oate = 5 g fields will be updated:
wyy CR
Start-Up Specialist
=) 'WCN’P’W" Date X Reg Pack Sent Date
12 Mar 2025 go IRB/EC Approval Date
[ Country Approval Dste
d MMM yyyy BHoe

e - |

9. The coding changes will be added to the site profiles.

Note: If the requested coding additions or changes conflict with existing Investigative site
profile data, the system displays a Warning message to the user. In such cases, the coding will
not be completed, and the previously existing metadata will remain as a part of the site
profile. To make such changes to the site profile, the user must use the Edit function
mentioned earlier in this guide.

Sites Search

To search for sites from the grid pane, enter a search pattern in the Search textbox in the top
ribbon bar and click the magnifying lens icon or press Enter. The system will display sites
matching the pattern from both the Grid Pane columns and site profiles, including related

contacts.
Favorites 0 Active 19 Closed 1 Pending 11 Selected 1 Terminated 1 All Sites 33
Oadd>  © export Metadata = Columns G glizabeth X| & Layout
2Sites b Y Filters ¥ Views »
& Site Site Status Progress ¥ Site Activatl... Reg Pack Se...
) =~ BUSA 123 john Smith ACTVE 1005% 29 Mar 2024
) 0%
J b ) Elizabeth Davis SELECTED
Layout

The Layout provides users with different data viewing options. The choice of layout can help
enhance user experience by making the data easier to navigate or manage.
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To apply a layout view, follow these steps:

1. At the top-right click on the Layout button. This will open a menu displaying available
layout options.

2. From the layout options displayed, select the one that best suits the user's needs:
Browse: this is the default view for browsing data.
Browse with Metadata: this option displays data along with associated metadata,
which may be useful for understanding the context of the data.
Review: it is likely a review or approval view, useful for reviewing data before

finalizing it.
‘
S Y rilters % Views E Select Layout x

= | 3

Next Contact .., Camact Name < | ; =

8 Tree
Abolee Bhuse - 4

Browww Browsw with Metatlats Feview

Filters
To know more detailed information about filters please refer to this link - Manage Filters and

Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Site Details

The Site Details page, displays a progress bar for the Site, Country, and IRB/EC, along with
an activation notice based on the percentages shown.

Contacts

Documents

Requirements

Amendments

IRB/EC

Security

Communication Log

Budgets and Contracts of the site

O O 0O O O O O O

Follow the below steps:

1. To open the Site Details page, click on the name of the site from the grid to open its
Site Details window and click on the Edit button.
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» Room Meodule 2 2
l Site Datails

§ eTMF Internal Training Room 10.5 (eTMF) w StartUp v

| i Site Details |

NOR Olive Parik

ACTIVE ¥ Collapse Al D Edit History

CRA Ashiey Manage

General Information

Site 100%

IRB/EC 100% Site Contact Information

Country |ACTIVE
15 100% Additional Information

on No Packeges

Contacts

Documents
Requirements
Amendments
IRB/EC

Security
Communication Log

Budgets and Contracts

2. Fill in all the required fields within the General Information, Site Contact Information,
and Additional Information section on the Site Details page.

» Room Module Site
l ’ Site Detaits
eTMF Internal Training Room 105 («7v5 ' v StartUp = IND 1323 Abolee Bhuse v

IND 1323 Abolee Bhuse . Slte Deta”S

CLOSED # Eot

General Information

St 100

Country PLANNID Site Contact Information

o Additional Information

3. Click the Edit History icon displayed at the top menu bar on the right side. The ‘Edit
History’ pop-up window is displayed.
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Note: The information here cannot be edited.

g Modul ining A 1.
‘} a ini — X SiteDetails O 4 W A Training Adminy
. eTMF Internal Training Room 10.5 («1WF) v StartUp ®

IND 1323 Abolee Bhuse i Site Details

g

cLosED # ot ¥ Cofiapse All D Edit History

CRA suxe@transperfoct com

i ae o
General Information Edit History -

Site 100%

Country ~ PLANNED Site Contact Information & Abolee Bhuse )

Documents 100%

Agency Sumission 0% Additional Information ’ Y

i Site Detalls

4 Contacts
& Documents

% Requirements

B IRB/EC

Steps to Site Activation

A site can be activated once all essential documents are submitted, approved, and the
Essential Documents Progress Bar reaches 100%. Only Site Activation Members can activate
the site, triggering automatic naming, routing, and filing of documents in the finalized eTMF.
Administrators can configure these automation settings in Study Start-Up. The
Activate/Reject button appears on the Site Profile Dashboard upon final approval by the
Start-Up Specialist and Regulatory Reviewer.

To activate a site in the Trial Interactive Study Start-Up module, a series of steps must be
followed.

—

Select a site that displays the Pending status. This opens the Site Details page.

2. Click the Activate Site button displayed on the left side below the Country name. This
opens the Activate Site popup window.

3. Select the Site Activation Date by clicking the Calendar icon.

4. Select the appropriate required radio button for the documents to publish to eTMF.

5. Enter the details in all the fields marked with an asterisk * in the right-side panel - Site
Activation Fields.

6. Click the Next button.

7. Review and confirm the details in the popup window and click the Activate Site

button.
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i Site Details
lil un
NG p 2210} » (okagpsa Al

CEA Praceey Yo

Activate Site x
Site YO%

Activation info
— Review and confirm

S 100N

Agre s Sutimes o Na Pachnges

Activation Info

lo Astivate SH= ] [ ® Bejecy |

NO comments peovided
Daocuments to be Published to e TMF

 Contaos

No Site Country Documnents will be Published to eTMF

& Documnernts
% ReguireTents
¢ Amendmants
N IRE/EC

& Secunty

* Communication Log Cance Previous | m

PRIV ES SO ST SOV O

Note: The site information and users specific to the SSU site can be imported by TI if the
information is provided in a formatted Excel. In addition, sites and users can be added to the
site grid.

Steps to Site Rejection

To activate a site in the Trial Interactive Study Start-Up module, a series of steps must be
followed:

Select a site that displays the Pending status. This opens the Site Details page.
Click the Reject button displayed on the left side below the Country name.

On the Rejection Info screen, enter a rejection reason and click on the Next button.
On the Review and Confirm step, click on the Reject Site button.

NN
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i Site Details
FONTANG. # » Coflapan Al

CRA, racimy Tamtlld

Reject Site 3
San 100N
Rejectian Info H
Review and confirm
Cory T i g | |
Cumusrmmens $P% '
Rejection Info
Agey Stananue e Rechages

Noy 2124

© actnte3ite | | X iegece |

No comments peowded 1

1 Saw Dutally
Documents to be Published to eTMF
1 Contacts No Documents will be Published to aTME
& Documents
% Requirements
¢ Amendments
0 RE/EC
~ Seourity

Commurseation Lag

5 Budgets and Contracts Cance Previou

Important:

e If during site activation system cannot move the documents to eTMF for some reason,
such documents will not be moved, and the user will be warned about it. In that case
site will not be activated. The reasons why docs cannot be moved to eTMF are
duplications found and cannot determine Index position.

e The site is activated, and the documents are published to the eTMF or workflow as per
your settings. You receive a confirmation about the same. You can also specify the
users and contacts who will receive email confirmation on-site activation from Study
Start-Up settings.

e The Activate/Reject button has now disappeared, and the site name appears under
the Active folder in the Current window. Refer to the screenshot below.
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Contacts

Contacts for sites typically include key individuals responsible for site operations,
communication, and compliance. These may include Principal Investigators, Site Coordinators,
Regulatory Contacts, and Administrative. Each contact is assigned specific roles, ensuring
smooth site management, regulatory adherence, and efficient communication.

Add Contacts
1. Click Contacts on the left side of the screen in the index panel. The contacts page is

displayed.

» Room Module Sit
l e€TMF Internal Training Room 10.5 («1w5} w StartUp = IND 1323 Abolee Bhuse

45 Contacts

IND 1323 Abolee Bhuse

O add © Add Existing 7 a
CLosEo
1 Contact

Full Name

ite 100% & Abolee Bhuse

Country PLANNED

s 100%

Site Details

‘: “
—‘

2. Click the Add button on the top menu bar. The Create New pop-up window is
displayed with Cancel, Save And Create Another, and Add buttons on the bottom
Create New pop-up window.
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Contacts

© Add Bxisting # Edit & Convert to Userts) & Mass Coding @ Delote v ACTY

1 Contact = Y Filters
(]
Create New x
D -
General Information ~

Not Set v ACTIVE

Set as Main Contact

Contact Is responsible for providing documents

Contact information

Address

Use Site Address

[ Cancel save And Create Another m

3. Fillin all the required fields in the General Information, Contact Information, and
Additional Information sections.

4. Click Add to save the contact, or click Save and Create Another to save the current
contact and add a new one, and Cancel to discard the changes.

5. The Contact Added notification message is displayed on the top right side of the
screen and the added contact will appear on the Contacts page.

Module 11
Contacts
10.5 (stwi) w StartUp » IND 1323 Abolee Bhyse v
P
i5 Contacts V)
[+] (4] X / & e v = 2
2 Contacts 1 Y r -
- S ACTVE PrinCpy estgator 3
| B a ) Conta Active Regulatory Contact I

6. Click on the name of the newly created contact the Contact Details page is displayed

with the existing information.
7. Click Edit to edit the information as per the requirement and click Save to save the

changes and Cancel to discard the changes.
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» Room Module Training Admin 1 =
l 8 Contact Details
eTMF Internal Training Room 10.5 (vTMF) w StartUp v :

| i Contact Details

*
DMDM Contact

e IND 1323 Abolee Bhuse

1 dummy@ti.com General Information P
Contact Information pe
Additional Information v

8. Click on the Sites on the left side in the index panel. The Sites page is displayed with
the Site associated with that particular user.

» Room Module Contact Sites Tr
i
l ’ ©TMF Internal Training Room 10.5 (s7wi) w StartUp w DMDM Contact v 2
o . Sites
DMDM Contact
rites 0 sed 1 Pending2  AllSites 3
© IND 1323 Abolee Bhuse © Export Meta
dummyti.com -
3 Sites < Y Filters O Views v
Site Site Status Progress % Site Activa, Reg Pack ..
o CLOSED 100 9 06 Fed 2024 29 Aug 202.
5 - PENDING 26N 16 Sep 202.,
- PENDING 509% 30 Aug 202..

Add Existing Contacts
1. Click the Add Existing button. The Add Existing Contacts pop-up window is
displayed with the list of the contacts.
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&5 Contacts

Oulw & oot Vst B s Oy @ Owien N Deacthets N Ol

2 Cantany e o Y e -
» B vame itats Corcacs Tyom
O = & Avoeefhum et PreCge’ IneaTngnor

Add Existing Contacts x -

40 Comzacty

2. Expand the drop-down arrow of the Contact Type and select the type.

Add Existing Contacts x

Former Prncpal Mvestigator

Laboratory Comact
Pharmacy Contact

Regulatory Contact i Last Nam
Study Coordnator

Subdnvestigator

& achytwayaidrransperfect.com

3. Select the User’s Email ID from the list within the Add Existing Contacts pop-up
window and click the Add Contacts button.
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Add Existing Contacts

Study Coordinator

Q Enter

40 Contacts 1 selacted

(] Emai First Name Last Name

ame
J
& ‘ J
J S Abolee Bhuse
) & Abolee Bhuse
] a Afonso Femandes

Cancel

9. The Contact Added notification message is displayed on the top right side of the
screen and the added contact will appear on the Contacts page.

Modul Site
2 Contacts
105 (w1 ) v StartUp = IND 1323 Aboles Bhuse v
x
S ontacts
© raa © Add Exist ’ & -4 v o) p
3 Contacts ol T y
NS 2 Contac -
ACTVE > esUgH
- o ACTVE Laboratory Contact
o ACTVE Study Cosrdinator

10. Click on the name of the newly created contact the Contact Details page is displayed
with the existing information.

11. Click Edit to edit the information as per the requirement and click Save to save the
changes and Cancel to discard the changes.
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» Room Module .
l 4 Coltact Disails :
eTMF Internal Training Room 10.5 («Twf ) w StartUp v L
= i i
* | abhijit.wayal@transperfect.co ContaCt Deta”S
3 m
e Abolee Bhuse

abhijit. wayal@transperfect.com General Information v

Contact Information

i Contact Detaits

Additional Information

12. Click the Edit History icon displayed at the top menu bar on the right side. The ‘Edit
History’ pop-up window is displayed.

Note: The information here cannot be edited.

* abhijit.wayal@transperfect.co i Contact Deta'ls
™
CONTACT © save O Canceol v Collapse Al D Edit History
“tr Abolee Bhuse
L7 abhijit.wayal@transperfect.com o EditHistory x s of
Phone thil =
rel
Geng v
o Sites Metadats upd
& Lorenzo zett
Cony} v
Meto
B 8 torso Ve v
&L
Close

13. Click on the Sites on the left side in the index panel. The Sites page is displayed with
the Site associated with that particular user.

* abhijit.wayal@transperfect.co = SlteS
a4 m
rites0  Active2  Pending 1 All Sites 3
ie Abolee Bhuse © Export Metadata %= Columns Q Search
T abhljit.wayal@transperfect.com
; 3Sites Z  Yrilte % Views v
J Site Site Status Progress % Site Act., Reg Pa...
Contact Details - 9
e 0 = @ Abolee Bhuse PENOING 38 % 65ep2
) - A ¢ AcTivE 00 % 18 Apr 2...
5 AcTivE 100% 8Apr2
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14. Click on the Export Metadata button, and Export Sites window will pop up with 2
options:
Export option and Select Metadata Fields.

‘\ Room Module Contact

Sites
’ CTNEF heermal Traicing Roem 109 (&) » Start Up abhijitwayal. v
* abhijit. wayal@transperfect.co .| Sites
[& m
tes 0 tive 2 ng1 Al Sites 3
v =
ABNIIT WAy A DT anperfecTCom

3 Sites

Ste SHe Status Progress w

o g o¢ BN PINONG

15. Select the Export option will give 3 sources:
e Selected records: Choose this option to export metadata only for specific
selected sites.
e All Sites in the current grid: Choose this option to export metadata for all sites
currently displayed in the grid.
e All Sites in the room: Choose this option to export metadata for all sites
displayed in the room.

Export Sites Step1 @ O X

Select Metadata Fields

Cancel

16. Click Next to proceed to Select Metadata Fields, where the user can choose the
metadata fields to include in the export.

17. The user can use the Sort By dropdown to sort the available metadata fields
alphabetically or logically.

18. Click Export to download the document metadata file in the preferred format. Click
Previous to go back or Cancel to discard changes.
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Export Sites

Select Metadata Fields

Export Options

|
| Select Metadata Fields 22

i Status @ || Progr t
[ Reg ate © )| Acti Q)
('G\mhjv'av,‘} EmailAddress © )| First Name @ |
Mobile Number @ |[ Phone Number @ || Prefix @ |[ Site!
(User Name @) ZipCode @ '

Site Flelds Contact Fields Additional Contact Fields

tiv. on I{Ilrd.‘i
City @ || Contact Type |

Step2 O ® X

J( Last Name © ]
state © )[ Suffix @

1

SortBy Alphabet v (1

~ [m] 44 Metadata Fields
~ [m) 9 Site Fields

I Cancel | Previous |

8. The Exporting Sites notification message is displayed on the top right side of the
screen with the Get Results button.

» Room Module v
l‘ T Sites
OTMF Intornal Training Room 10.5 (+74i ) v StartUp w
o Exporting Sites
Sites Suscess! Task s compiete

9. Click the Get Results button and the Exported metadata file gets downloaded.

Edit Contact

1. Select a contact and click the Edit button in the menu bar to open the Contact Profile

in the metadata panel on the right side of the screen.
2. Make edits to the contact details and click on the Save button. The changes get saved.
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L Contacts

o

Ry

Convert to User(s)

The Convert User(s) function updates an existing user's role to the selected role in the Site
User Role field within the Convert Users pop-up window.

—

Select a contact and click the Convert to User(s) option on the top menu bar.

The Convert to User(s) pop-up window is displayed with the Cancel and Convert
buttons.

3. Fillin all the required fields and click the Convert button.
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# INTERACTIVE

[&5 Contacts
Ordd  Oaddexisting £ Edt B MassCoding @ Delete xD
3 Contacts | seinced <

1C1} Full Name Status Co
ACTIVE priy

[0 = & AbciesBhuse

) #| Convert To User(S)

DMDM

Contact

]

dummy@ti.com

4. The selected contact user gets converted to the selected user.

Mass Coding
The Mass coding functionality allows users to apply metadata updates in bulk to all or

selected contacts.
To apply mass coding to all or selected contacts, follow the steps below.

1. Select a single or multiple contacts by clicking on their respective checkboxes.
2. Click on the Mass Coding button from the top menu bar.

=] Contacts

# Edit & Convert t 8 Mass Coding o te R

© Add © Add Existing
3 Contacts 1 seiected o
O Full Name Status
e —
-
ACTIVE

3. On the Mass Coding window, select the following option by clicking on its radio

button.
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e All Records in set: The metadata updates will apply to all contact records.
o Selected records: The metadata updates will apply to selected contacts.
4. Check or Uncheck the Main Contact checkbox and enable or disable the toggle switch
to designate the contact as the main contact.
5. Check or Uncheck the Provide Documents checkbox and enable or disable the toggle
switch.
6. Click on the Save button.

Mass Coding x
QO All records in set (@ Selected records

() Main Contact

(v] Provide Documents

Cancel Reset

7. On the Confirm Mass Coding popup, click on the Yes button.

Confirm Mass Coding ®

Are you sure you want to proceed with Mass Update?
Following fields will be updated:

Main Contact

Provide Documents

o -

8. On the success message popup, click on the Get Results button.

Module Site Tra
Contacts
5 (arair) v StartUp v Abolee Bhuse v

® Mass Coding L
L5 ContaCtS Success! Task is complete.

PP s

9. Once the task is complete, the Job Result pop-up window is displayed and the
contacts screen displays the updated metadata fields and columns.
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&5 Contacts

© Add © Add Existing # Edit & Convertt

3 Contacts | selg|
Job Result x
Full Nan
Success! Task is complete, I
nee & DM
Close
e & abh

Delete Contact
To delete a contact, follow the steps below:

1. Select a contact from the list by clicking on the checkbox and click the Delete button
from the top menu ribbon.

2. The Delete Site(S) popup window is displayed with the message including Cancel and
Delete buttons.

3. Click on the Delete button. The notification message is displayed on the top right of

the screen.
Module site Q Training Ad
Contacts
105 (viwr) w StartUp w Abolee Bhuse v
x
2 Contacts Q Contact oeleted

Activate Contact
To activate a contact, follow the steps below:

1. Select the contact that is in the Inactive status, the metadata panel is displayed on the
right side of the screen.

2. Click the Activate button on the top menu bar.
Note: The user can click the Activate button available in the metadata panel.

4=] Contacts

© Add © Add Existing # Edit - 8 Ma @ De! v Ac
2 Contacts 1 selected = Y Filters ¥ Views v
(w Full Name Status Contact Type
(] o ACTIVE Principal Investigator

= | & abhijitwayal@transperfect.com Study Coordinator
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3. The Activate Contact pop-up window is displayed with Cancel and Activate buttons.
4. Fill in the required fields and click the Activate button.

Activate Contact x

Please specify Actrvation Date for abhijit.wayal@transperfect.com

11 Mar 2025 &

S
(anc'}!

5. The selected contact gets activated and the notification message is displayed on the
top right side of the screen and the status column displays the Active status.

Module Site Q "
Contacts
m 105 (atvr) w Statlp > ____Aholee Bhuse
x
9 Conta| @
o] (4] ’, B = -] v o) ©

2 Contacts

Full Name

9]
=
A
p
N oo O S

Status Contact Type
(] o & Aboles Bhuse ACTIVE Principal Investigator
o & abhijitwayaStransperfect.com ACTIVE Study Coordinator

Deactivate Contact
To deactivate a contact, follow the steps below:

1. Select the contact that is in the Active status, the metadata panel is displayed on the
right side of the screen.

2. Click the Deactivate button on the top menu bar.
Note: The user can click the Deactivate button available in the metadata panel.

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

CL: Public Page 242 of 303



‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

l\ TRIAL

»

4| Contacts

2 Contacts elecied

(w Full Name

Status Contact
] = & Al © Shuse ACTIVE Principi
= & abhijtwayal@transperfoct.com ‘ [ ACTIVE | Study

3. The Deactivate Contact pop-up window is displayed with Cancel and Deactivate
buttons.

4. Fill in the required fields and click the Deactivate button.

Deactivate Contact X

Please specify Deactivation Date for abhijit.wayal@transperfect.com

Deactivation Date

12 Mar 2025 i

Comments

5. The selected contact gets deactivated and the notification message is displayed on

the top right side of the screen and the status column displays the Inactive status.

Module Site Training Adn
Contacts
N 105 (aTWF) w StartUp w Abolee Bhuse A

s Conta o Contact deactvated

O Add O Add Existing / &

= v = D 4]
2 Contacts » c TE v v
()
Full Name Status Contact Type
=
- ACTIVE Principal Investigator £
Lwayal@transperfect.cor INACTIVE Study Coordinatar g

Columns
To know more detailed information about columns please refer to this link - Columns.
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Show Filters
To know more detailed information about filters please refer to this link - Manage Filters and

Create New Filter.

Views
To know more detailed information about views please refer to this link - Popular
Documents.
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Documents
To know more detailed information about documents please refer to this link - Documents

Requirements
Follow the steps mentioned below to add required document:

1. Select the checkbox of the contact and click Add Required Document on the top
menu bar.

2. The Add Required Document Types pop-up window is displayed with the Sites,
check the checkbox from the list and mark the site is required for: Site Activation or
eTMF.

% Requirements

T e e

3 Required Documents 1 seecen

(=] Document Type Category Required For To be submitted by

Add Required Document Types x

Required For

v [Esite 9

To be submitted by

0% Recrultment Proere Languages

Cancel

3. The notification is message is displayed on the top right side of the screen.

Module Site "
Requirements
M 105 (eThF) w StartUp +» Abolee Bhuse v A
Required document was created successfully x
% Requirements Q) sssimprsiiommrpes
0. 2o i Do n ~ . [ W PPN

Remove

1. Select the site and click the Remove button above on the top menu bar.
2. The Remove Required Document(s) with the Cancel and Remove buttons.

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

CL: Public Page 245 of 303



l\ TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

% Requirements

© Add Required Doc © Event Driven 0B Change Log
4 Required Documents 1 seeced

(w) Document Type Category Required For To be submitted by

[J =~ contro| -

Remove Required Document (S) x
CJ -~ 1 Verf

Are you sure you want to Remove 1 Selected Required Document (s)?
[} = Recrun

3. Click the Remove button, the Delete Requirements pop-up window with the No and
Yes buttons.

Delete Requirements x

There are essential documents associated to the document type «DEA 223w, Please confirm if you want to remave this

cocument type from the Required Documents list

4. Click Yes button the notification is message is displayed on the top right side of the

screen.
Module Site Q 7
Requirements
Ih10.5 (i) w StartUp » Abolee Bhuse v A
Requl nts were successfully deleted x
% Requirements Q sinicns
© Add Required Dox o e 8 Changs
3 Required Documents P ¥

Event Driven
1. Select the site and click the Event Driven button above on the top menu bar.
2. The notification is message is displayed on the top right side of the screen and the
Green tick is displayed within the Event Driven column.
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dit cument Typ x
% Requirements o -
© Add Required Do o o & Change Lo
3 Required Documents < o Views v
Document Type Category Required For To be submitted by Languages Event Driven
e Controlled iP Stor. Site S2e Acthvation o
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Change Log

1. Click the Change Log button on the top menu bar.
2. The Change Log History pop-up window is displayed with the list of changes and
details.

Mocube Viw

—— Satpirwmenty Q ' |
foom 105 (e v S lp v Abcior e v

% Requirements

© A fesres Soc 8 reon & i rvw

3 Baquired Documents
C Document Tppe Catogory Boguned Ry Te oa mabenenmc by LangLazes
[ = Codinled ™. S Lte Actiaation
M Change Log History x
Lt of Changes Doty
e raeng <
" o - - va . >l
100 e Traeng Ad Conteoiled 7. | Updee aauy oy fvera

aming £A v »
amng Recrutment s

- aming Recnatmer e
3 a : DEA X2 T
& Gt 2 A U oie [

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Amendments

To know more detailed information about Amendments please refer to this link -
Amendments
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IRB/EC

Add Existing
Follow the steps below to add an existing IRB/EC to the list of institutions:

1. Click the Add Existing button displayed on the top menu bar. This opens the Select
IRB/EC popup window.

2. Select the checkbox of the required IRB/EC and click the Select button displayed at
the bottom of the popup window. The selected IRB/EC is added in the grid.

5| -
me fomnaws 0 Approee® ) Cundittonal Apgruval @ Pending®  Sejeriod @ Mikmarty]
e -
Adkd Existing IRBVEC
- Temace
—_—
— — J et navd
- e 0 u B s
] 8 s -
e Ceean - Py
Lirmartsy
s e
B Qe
B W o) o=
S Sasteneen
MTeTIET—
e
Larvrers e oy
Wy b Cartrwe

Create IRB/ECs

In the Site profile, you will be able to specify only one IRB/EC of any type. In case you need to
provide additional IRB/ECs, proceed with the steps below:

1. Click Create a Create IRB/EC window opens. Enter the details in all the fields marked
with an asterisk and the other details if required. The fields marked with an asterisk in
their respective sections.

IRB/EC Name

IRB/EC Type

Address

City

State

6. Country

2. Click the Create IRB/EC button displayed at the bottom of the popup window.

3. If the user wants to create another IRB/EC at the same time, click Save and Create
Another button.

NI
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il IRB/EC
Favorites0 Approved2  Conditional Approval 0  Pending1  Rejected 0 Submitted0  All
© Add Existing < Setas Local B Deletz = Columns
3IRB/ECS
m] IRE/EC Name Create IRB/EC x
0 = W Central IR8 General Information v
=) = gk Local IRB- Spal
IRB/EC Contact Information v
0O & = mMuaTmy
Meeting Frequency Activate v
Submission Deadline Activate v
Set as Local
Follow the steps below to set IRB/EC as local:
1. Select the IRB/EC that have the IRB Type different than Local.
1 IRB/EC
0 pp 32 pproval 0 1 ted 0 10
ormocun o 2o
3 IRB/ECs T
w REVEC Name RB Type Status
B - ‘ B Central 78 Central =3
B’ L 3 Odir Local APPROVED
B UAT My Local PENDING
2. Click the Set as Local option on the top menu bar.
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x
brrrs RE/EC Contral IRB 2ot 82 Loca
M IRB/EC Q e mnise
0 2 0 1 =d 0 bmitted 0 All IRB/ECs 3
0 A sting © Create -}
3 IRB/ECs < Y ® Views v
IRB/EC Name RB8 Type Status Requirements
I B Central IRE Loca APPROVED %0 F 3
= I Local IRB - Spa Loca APPROVED S0

Delete
Follow the steps below to set IRB/EC as local:

1. Select the IRB/EC and click the Delete button on the top menu bar.
2. The Delete IRB/EC (s) pop-up window is displayed with Cancel and Delete buttons.

I IRB/EC

Favorites0  Approved 2  Conditional Approval0  Pending1  Rejected 0. Submitt

QO AddExisung O Create © Set as Contral 8 Dolete = Columns

3IRB/ECS | seiected

® IRB/EC Name RE Type e
(8] =~ M Cortral RE Local )
(8] =~ I Local [R8-Spain Local )

Delete IRB/EC (S) x

ou sure you want to Delete 1 Selected IRB/EC (s) from this Site?

3. The notification is message is displayed on the top right side of the screen.

Module site T
IRB/EC

P 105 (o1 ) w StartUp = Abolee Bhuse

m IRB/EC @ reecrasence

ed 2 Conditional Approval 0 ending 0 Rejected 0 submitted 0 All IRB/ECs 2

Columns
To know more detailed information about columns please refer to this link - Columns.

Show Filters
To know more detailed information about filters please refer to this link - Manage Filters and

Create New Filter.
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Views
To know more detailed information about views please refer to this link - Popular
Documents.
Security

To know more detailed information about security for sites please refer to this link - Security

Communication Log

To know more detailed information about communication log please refer to this link -
Communication Log

Budgets and Contracts

Budgets and Contracts manage financial agreements and legal terms between the site and
sponsor. This includes site budget negotiations, contract execution, and amendments. The
process ensures compliance, transparency, and alignment on costs, payment terms, and
responsibilities before site activation.

Add Budget

Follow the steps below:

1. Click the Add Budget option, the Add Budget pop-up window is displayed on the
screen with Cancel and Add buttons.

Click the Browse File option and add the attachment and fill in all the required fields.
3. Click the Add button, the attached document is displayed in the grid.

N

PRI S Budgets and Contracts
[ v
e Budgets Contracts

4 srerm Prrpew s = B ¥ St
Mis 11N 0 Dsoument
prappe— cl Document Facsiny Soatus Sent Dace s
e e Add Budget =

o Attachment TPTEP-5244 d0¢

Crmtacty o £

ApC

& Dotumens

Dassy
S Bedguwemenrs

¢ Amenidrments
L
o Sy

) Chmmmanscation Lag

$ Ducge: et Crrrmts
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Budget
Follow the steps below to Edit the Budget and Contract:

1. Select the document and expand the Budget drop-down and click the Edit option.

$ Budgets and Contracts

= Columns

Facility St
E
TPY d ABC 04

2. The metadata panel gets opened on the right side of the screen make the edits and
click Save at the bottom in the metadata panel.

Budgets and Contracts

Follow the steps below to Edit Attachment the Budget and Contract:

1. Select the document and expand the Budget drop-down and click the Edit
Attachment option.
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S Budgets and Contracts

Budgets Contract

£ YFikers

Facility Status Sent Date Finalized... Expiratio...
L= ABC DRAST 12 Mar 20.,

2. The Edit Attachment pop-up window is displayed.
3. Click Remove Attachment to remove the existing attachment.

Edit Attachment x
Document
Attachment TPTEF-5244.doc
@ Remove Attachment Facility
DEF 123
[~ 1/2 = 96% + 3 Status
DRAFT .
Sent Date
11 Mar 2025 He

Finalized Date
id MMM yyyy o

Expiration Date
1 MM »‘—4‘. o

Comments

Cancel m

4. The Remove Attachment pop-up window is displayed with the Cancel and Remove

Attachment buttons.
5. Click the Remove Attachment button. The existing attachment gets removed.

6. Click the Save button with or without attachment.
Follow the steps below to Delete the Budget and Contract:

1. Select the document and expand the Budget drop-down and click the Delete option.
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Budgets Contracts

% Budget Q Adf Budget = Email == Columns
# Edit

@ Edit Attachment

Facili Status Sent Date
@ Delete v
I:I — TPTEF-5244.doc DRAFT 12 Mar 20...

2. The Delete Budget(s) pop-up window is displayed with the Cancel and Delete
buttons.

3. Click the Delete button and Cancel button to discard the changes.

$ Budgets and Contracts

Budgets  Contracts

S Budgety  © Add Budget & Email = Columns

2Document 1 seleced o] Y Filtg
(w) Document Facility Status Sent Dare finalized...  Expl

Q- Delete Budget(S) x

Are you sure you want to Delete 1 Selected Budget(s)?

4. The notification message is displayed on the top right side of the screen.

Module Site Tea
Budgets & Contracts
105 (etw0 ) w StartUp = Abolee Bhuse v A

$ Budgets and ContraCtS O Budgetis) nes Deen Oeleted successhilly
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Email
Follow the steps below to Email the Budget and Contract:
1. Click the Email button on the top menu bar.

2. The Email pop-up window is displayed fill in all the required fields and click Send
button.

Budgets Contracts

Shudget* O Aod Budge A Columrs

1 Document e S vYEmn R
& Document Foouty Statut Sertt Cate Finpzed.  Emprato. €4
Email “

Recigientiz) v m
Open Sars v M e o6 BIUS % @ KBe Ev Ev

3. The Save Conversation pop-up window is displayed with the Yes, Yes, And Publish
To Sites, and No buttons.

4. Click the Yes button. The notification message is displayed on the top right side of the
screen.

Module Site Tra
Budgets & Contracts
105 (a1} w StartUp w Abolee Bhuse w

$ Budgets and Contracts| @ v

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.
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Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about views please refer to this link - Layout.

Contracts

Add Contract
Follow the steps below:

1. Click the Add Contract option, the Add Contract pop-up window is displayed on the
screen with Cancel and Add buttons.

2. Click the Browse File option and add the attachment and fill in all the required fields.
3. Click the Add button, the attached document is displayed in the grid.

Budgets Contracts

& Email = Columns

0 Document T Yriters ® Views v

| Add Contract

Document
Attachment TPTEF-5244.doc
@ Remove Attachment Facility
GHI
& 1/2 - 49.17% + I3 (@& : Status
— - = Z DRAFT v
NS e Sent Date
= 14 Mar 2025 g&o
:”_'__'.‘ Finalized Date
. &o
Expiration Date
5o

Comments

Canrpl

Contract
Follow the steps below to Edit the Budget and Contract:

1. Select the document and expand the Contract drop-down and click the Edit option.
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5 Budgets and Contracts

Budgets Contracts

$ Contract = Q& apd Contract = Emai = Columns

% Edit Attachment
Facili Status
@ Delete v

TPTEF-5244.doc GHI DRAFT

2. The metadata panel gets opened on the right side of the screen, make the edits, and
click Save at the bottom in the metadata panel.

S Budgets and Contracts

Decument
TPTEFRS244 doc

8 = | B rrees2asce

ity
]

et

Follow the steps below to Edit Attachment the Budget and Contract:

1. Select the document and expand the Contract drop-down and click the Edit
Attachment option.
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5 Budgets and Contracts

Budgets Contracts

$ Contract * © AHd Contract = Emai = Columns

# Edit 4

& Delete Facility Status 54
W] TPTEF-5244.doc GHI

2. The Edit Attachment pop-up window is displayed.
3. Click Remove Attachment to remove the existing attachment.

Comments

s Edit Attachment %
Document
Attachment TPTEF-5244.doc
@ Remove Attachment Facility
GHI
Y & D 1/25 = s891% + BV O 8 Status
DRAFT v
Hen T e SeiitBuite
v - 14 Mar 2025 He
b b o .- Finalized Date
?_:_ - _ :____ — dd MMM yyyy He
e == =
Ko v By
[r— Expiration Date
- dd MMM yyyy (e

4. The Remove Attachment pop-up window is displayed with the Cancel and Remove
Attachment buttons.

5. Click the Remove Attachment button. The existing attachment gets removed.

6. Click the Save button with or without attachment.
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Follow the steps below to Delete the Budget and Contract:

1. Select the document and expand the Contract drop-down and click the Delete option.

S Budgets and Contracts

Budgets Contracts

$ Contract * Q Afld Contract & Emai = Columns

# Edit

% Edit Attachment

@ Delete Facility Status
@ Contract GHI

2. The Delete Budget(s) pop-up window is displayed with the Cancel and Delete

buttons.
3. Click the Delete button and Cancel button to discard the changes.

Budgets Contracts

$ Contract»  © Add Contract &= Emall 2= Columns

1 Document 1 seiected C Y Fiiters @

Document Facility Status Sent Date Finalized...  Expiratio...

—-

Delete Contract(S) x

Are you sure you want to Delete 1 Selected Contract(s)?

4. The notification message is displayed on the top right side of the screen.

Module Site 7
Budgets & Contracts
b 105 (etei) w StartUp v Abolee Bhuse v 3

§ Budgets and Contracts| @ e seassnscennsy
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Email
Follow the steps below to Email the Budget and Contract:

5. Click the Email button on the top menu bar.
6. The Email pop-up window is displayed fill in all the required fields and click Send
button.

N

Budgets Contracts

$Contract ¥ © Add Contract = Columns

1 Document 1 selecied Z Y Filters Vi
ﬁ Email x
Recipient(s) % cc..
Subject
QD as
Open Sans v 14 v & BIUS % @ Ev Ev Ev

Cancel

7. The Save Conversation pop-up window is displayed with the Yes, Yes, And Publish
To Sites, and No buttons.

Save Conversation X

Do you want to save this email as the communication document?

[ re s rosics RS

8. Click the Yes button. The notification message is displayed on the top right side of the
screen.
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Module Site tra
Budgets & Contracts
10.5 (s1ii) w StartUp v Abolee Bhuse v -

$ Budgets and Contracts | @

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about views please refer to this link - Layout.
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DOCUMENTS

The Document tab from the toggling menu bar leads the user to the Documents dashboard.
Typically, the Documents module is the route through which most Editors will access and
view documents for a Start-Up study. This module acts as a central repository for all
documents added to the various components of a study start-up.

The Documents dashboard consists of the Current view on the left and the Grid pane on the
right. Besides these, it also allows you to perform various functionalities from the menu bar on
the top of the grid pane and the buttons on the Current View window. Clicking a current view
opens a list of documents in the grid pane.

View By options

The Current View Dropdown offers seven views. Click the View By dropdown menu to view
the options. Click the Select button displayed at the bottom of the window to view the
specific documents.

e By Site: electing the By Site option lists out the sites to which documents have been
added. Clicking a site will display the documents submitted to the site along with their
review status in the grid pane.

o » Hoom
‘ ' STMI Internul Tysining Roam 108 (ar) w

B Documents

i
BT |

View /7 9D x

e By Country: Selecting the By Country option lists the countries to which documents
have been added. Documents added through the Countries tab can be located here.
Clicking a country will display the documents submitted to the country along with
their review status in the grid pane.
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B Documents

_ ° I Favorites 2

View oK 72 x

e By IRB/EC: Selecting the By IRB/EC option lists out the IRB/ECs to which documents
have been added. Clicking an IRB/EC will display the documents submitted to the
institution along with their review status in the grid pane.

B Documents

s l Favorites 2
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¢ By Document Type: Selecting the By Document Type option lists the various
document types available to the study start-up. Clicking a document type will display
the documents submitted by that type, along with their review status, in the grid pane.

Refer to the screenshot below:

B Documents

v By St . O I Favorites 2

s DN

By Posted Date: Selecting the By Posted Date option lists the dates on which
documents were submitted to the sites, countries, and IRB/ECs. Clicking a date will
display the documents submitted on that day, along with their review status in the

grid pane.
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.
E Documents
izt . © I Favorites 2
View ;SO x
-
By Sts L
By Countr
By MBVEC
By Document Type
Dy Posted Date
Deletad Datuments
nba
Set Default Set Defauk for 2l Scom

Deleted Document: Selecting this option lists the documents that were deleted from

the sites.

B Documents

| [

View 729 N

[ Deleted Documents |

Inbox

Inbox: Selecting this option lists out the documents that are in the Inbox folder of the

user.
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i Documents

° I Favarites 2

View 59D =

Set Oefault [ Set Default for all Reoms

e m

Grid Panel

The Grid Pane displays the details of the documents and provides various other
functionalities through the Menu Bar on the top, the Document Data Panel, and the Selections
at the bottom of the panel.

Import

The Import button helps the user to add a document. To know more detailed information
about views please refer to this link - Import Documents.

Export

The Export button helps the user to export the existing data/document. To know more
detailed information about views please refer to this link - Export.

Email

To know more detailed information about views please refer to this link - Email.

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.
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Views
To know more detailed information about views please refer to this link - Popular
Documents.
Layout

To know more detailed information about layout please refer to this link - Layout.

Document Dropdown

The Document button and its dropdown options appear only when a document is selected via
its checkbox. Each available option in the dropdown provides specific actions related to
document management, which are covered in the following topics.

Add to Favorites

Click the Star icon next to the document checkbox to add it to Favorites—the grey star will
turn yellow. Alternatively, use the three-dot menu to access the same option.

B Documents

o Favorites 3 All Documents 318

~
-~

-
. Abolee Bnuse 4 318 Documents * seeced
. Abolee Bhuse 6

s (=] Submitted Name
.. Elizabeth Davis 3

- Lynn Ferguson 3 ] & - Chnical Trial Agreement
+. Mansi Kandhare &

o 12385678 Brave Ham 11 * & -

[B Pt Financial Disclosure Form ‘
ABCD1234 Kunal Deshpande 14

B & ® B B © B

<) 1002 UPMC Mercy 11 M & - Protocol Amendment Signature Page_pdf-r

1 ARG Lorenzo Admin 4

Open Document

Select the checkbox of the document to open and click the Word File or PDF icon next to
the document. OR, Select the document checkbox and click the Document View button
displayed at the bottom of the grid.
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I oocment v

Edit

—

Select the checkbox of the document to be edited.

2. Click the dropdown menu of the Document button OR click the three-dot menu next
to the checkbox of the selected document.

3. Select the Edit option.

Favorites 0  All Documents 4

Document ¥ © Impoft @ Export » &= Email = (g1

# Edit

@ Delete
Bmitted Mame
£ Copy Link

% Replace Attachment iy Tl 2.0 UAT Draft Steps

B Add to Cart
myTl 2.0 UAT Draft Steps
& Move to eTMF

] miyTl 2.0 UAT Draft Steps

O « | [ Demo 123

4. The metadata panel is opened on the right side of the screen.
5. Make the required changes in the doc and click the Save button displayed at the
bottom of the metadata panel.
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T 20 UAT Dt Shap

Delete

Select the checkbox of the document to be deleted.
2. Click the dropdown menu of the Document button OR click the three-dot menu next

to the checkbox of the selected document.
3. Select the Delete option.

—

Document = © Import Export » = Email = Columns
# Edit

€& Copy Link
@ Replace Attachment

bmitted Name

Testjay11New

B Add to Cart
Testjay1
&% Move to eTMF Jay
O & =  [w] Testjay11

* e ‘

4. A popup window is displayed. Enter a reason in the empty field (mandatory) and click
on the Delete button.
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Delete Document (S) x

For Required Doc, it will be reset to the placeholder.

Are you sure you want to Delete 1 Selected Document (5)?

Reason *

Document Removed

Copy Link
This option allows the user to copy the document link or copy the link along with its
metadata.

To copy the link of a document:

1. Select the checkbox of a document from the grid of the Documents section.
2. Click the dropdown menu of the Document button and select the Copy Link option.

Favorites 0  All Documents 3

Document * © Impgrt & Export * = Email == Colu
# Edit

& Delete
brnitted Mame

A Copy Link
3 L=
% Replace Attachment L U2 UL TR (e

= Add to Cart
my Tl 2.0 UAT Draft Steps

& Move to eTMF

O « [ Demo 123

3. The document URL gets copied to the clipboard.
4. A notification about the same is displayed at the bottom right corner of the screen.
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I Favorites 0 All Documents 3

Replace Attachment

You can replace the attachment with a document type if it is not approved by using this
feature.

—

Select the checkbox of the document that needs the attachment replaced.

2. Click the dropdown menu of the Document button OR click the three-dot menu next
to the checkbox of the selected document.

3. Select the Replace Attachment option.

Favorites 0 All Documents 19

Document = © Import © Export = ¥ Email
& Edit

@ Delete

bmitted Name

@ Copy Link
Q Replace Attachment | Testjay11
B Add to Cart
& Move to eTMF Test

4. The Replace Attachment popup window is displayed.
5. Remove the existing attachment by clicking on the Remove button.
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Replace Attachment x

Replacement Information
Attachment

ocument Narme

[ B Remove Attachment Test

3¢ Date

09/02/2024

6. Click the Attach URL option.
7. Paste the link in the field - Link to External Document.
8. Click the Save button displayed at the bottom of the popup window.

Replace Attachment x

Replacement Information

Attachment
Upload File Test
Link to External Document Doc Date
http://www
09/02/2024
Re
Updating links

Note: Click the Upload File tab to upload documents by following the standard document
upload process.

Add to Cart

Users can add a document selected from the grid to the cart to compare documents, link
them, add them to the submission package, or download documents.
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Select the checkbox of the document that needs to be added to the cart.

Click the dropdown menu of the Document button OR click the three-dot menu next
to the checkbox of the selected document.

Select the Add to Cart option. The Document Cart icon displays a number in the top
right corner.

Favorites0  All Documents 3

Document * © Impgrt @ Export * 2
# Edit
@ Delete

bmitted Mame

¥ Copy Link

2 - d
% Replace Attachment B

=

& Move to eTMF

myTl 2.0 UAT Draft Step:

] w | [ Demo123

Click the Document Cart icon to view the document details in the grid pane.

The user can Remove, Compare, and Add Documents to the Submission Package,
Download, Manage Columns, Manage and Create Filters, and Save Views in the grid
pane.

> Room Module 0
\+ ’ Document Cart
Training Team eT... 55U w StartUp = A

= Document Cart

@ Re f =2 < lrmr Q Search & Layou
1 Document s Y Filters ® Views ¥
Submitted Name Ess. Reg.. Spo... Document ... Cat Added By D. Dacument ..
~. [B FOF_Sub.| Site 2

Move to eTMF
Users can move a selected document to the eTMF by clicking the Move to eTMF button in the
top menu bar. This opens the Select Index Position pop-up window for document placement.

—

Select the checkbox of the document that needs to be moved to the eTMF.

Click the dropdown menu of the Document button OR click the three-dot menu next
to the checkbox of the selected document.

Select the Move to eTMF option.
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Favorites 0  All Documents 3

Document = © Impgrt © Export *
# Edit

& Delete
bmitted Mame

7] Copy Link
3 o
% Replace Attachment e

2 Add to Cart

my Tl 2.0 UAT Draft Ste

|&} Move to eTMF |

] = [ Demo 123

4. A Move to ETMF popup window is displayed.

5. Expand the appropriate dropdown. Keep expanding until there is no dropdown arrow
for any folder.

6. Select the checkbox of the appropriate folder. Until then, the OK button is disabled.

7. Click the OK button displayed at the bottom of the popup window.

Move To ETMF X

Search Q

v BB

v vV . $Yvwve

v) Move selected Documents as Final &

Cancel

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.
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Views
To know more detailed information about views please refer to this link - Popular
Documents.
Layout

To know more detailed information about layout please refer to this link - Layout.

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

CL: Public Page 275 of 303



» TRIAL

‘ INTERACTIVE Trial Interactive SSU v10.7 - User Guide v1.0

AMENDMENTS

After a site is activated and the clinical trial begins, protocol amendments are common.
Depending on the amendment type, additional essential documents may be required. These
documents cannot be added directly to the site but must be specified through Amendments,
which can be created for Investigative Sites, Country Amendments, and IRB/EC.

Add Amendments
To add amendments from the modal follow the steps below.

1. In the SSU module, select Amendments from the left-hand navigation pane.
2. Click on the +Add button.

- > Room Module
11 \: Amendments
LTRE 2 StartUp =

" Amendments

vorites 0 Site9  Country2 IRB/ECO  All Amendments 12
© Add
12 Amendments | srleo
Name Documents Do completion Due
* = [ Country Amendment r— 23 Nov 2023
@ 105 Amendment RO 100 % 14 Nov 2023
Z Demo W 0% 22 Nowv 2023

3. On the Create Amendment window, enter the necessary details in Step 1:
Amendment Information and click on the Next button.

Create Amendment Step1 @ x
Amendment Information .

Amendment Information
Required Documents Title

Amendment 1

Amendment Date

19 Nov 2024

Description s

Cancel
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4. Add the Required number of documents in Step 2: Required Documents and click on
the Next button.

Create Amendment Step2 @ x

Amendment Information
Click hare 1o agd the
reguired documents

Required Documents

Required Documents

Review & Confirm 1 Document Type |

Document Type Requir Ennty Categ Tobe Langu

Specifi... | ¢ Bah Site

Cancel Previous m

5. Confirm all the details in Step 3: Review and Confirm and click on the Create
Amendment button.

Create Amendment Step 3 e x

Amendment Information

Amendment Information
Required Documents

General
Review & Confirm

Title
Amendment 1

Amendment Date

19 Nov 2024

Description

Cancel Previous

Amendments Details
Edit

1. Select the document to be edited and click the Edit option.
2. The Amendment Information and Required Documents section fields are editable.
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i Amendment Details
Regulatory Amendment 1

11 Feb 2025
Amendment Information

Required Documents

3. Make the edits and click the Save option to save the changes and the Cancel option to
discard the changes.

» Roces Madule o
A Amendement Detaity
S TMF InTernal Trawng Room 103 (v ) w Sanup w

Amendment Details

Regulstory Amendment §

19 Peb 2008

Amendment information

Required Documents

4. On the top right side of the page, click the Edit History button to view past edits.

~

i

I Edit History x

Metadata update

Metadata update
& Training Admin 1

11 Feb 2025
Security update

& Training Admin 1

New AmendmentProfile

& Training Admin 1

Close
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Sites
The user can mark an Amendment as Applicable or Not Applicable based on the

requirements.

> Room Maodule 0
l ’ s
STMF teternal Training Room 105 (vhw) w StartUp w :

Sites

Regulatory Amnendment 1

11 Feb 2025 =)

05ites < ¥ Fre

Columns
To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about layout please refer to this link - Layout.

Countries
The user can view the Amendment that is associated with the countries.

@ Countries
Regulatory Amendment 1

0 Pe 0 ( eted O All Countries 0

e 11 Fet 2008

0 Countries R X

¢
-
2
3
N
a
4 P
3
: 2
&
B- | (e
oo i O
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Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about layout please refer to this link - Layout.

IRB/EC
The user can view the Amendment that is associated with the IRB/EC.

i IRB/EC

Regulatory Amendment 1

11 Feb 2003

0 MBECs < Y M " Vaws -
AREC Name Satus Docu Doy Prog

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about layout please refer to this link - Layout.
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Contacts

The Contacts tab, accessed from the left toggling menu, stores all messages exchanged
during the study start-up process for site activation. In the Communication tab, users can
view three panels: Current View, Grid Pane, and Communication Data.

To know more detailed information about contacts please refer to this link - Contacts.
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COMMUNICATION LOG

The communication log helps the user by displaying communications that have occurred over
time, allowing them to collect different documents from the appropriate personnel. The user
can add, edit, delete, manage columns, search, and create or manage filters on this page.

View Dropdown

The View Dropdown allows users to select options based on requirements such as By
Communication, and By Date.
The View dropdown includes these views:

¢ By Communication Type: This refers to the categorizing document based on
communication.

e By Date: This refers to organizing or categorizing documents or sites based on the
dates of their review statuses. It allows users to filter and view documents according
to a specific date.

Additional filter:

e Set Default: This will set the selected view as the default for the current session.
e Set Default for All Rooms: This will set the selected view as the default for all rooms,
not just the current room.

To apply View options, follow these steps:

1. Navigate to Communication Log from the left-side panel, click on the dropdown
menu, View window will display.

2. Select any available options from View.

3. Select the checkbox to set the default view.

4. Click Select to apply the changes or click Cancel to discard changes and retain
previous settings.

5. Atfter clicking on the Select button, it will display a folder that will be dependent
on the selection of View by option.
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© Communication Log
m ° l O ada & Lin 8 livirte = Zviumen
View 729 =
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n2e Hegulatory Pachet Delhary Traiming Aamn 1
.
B Dt 024 Neguinnry Packer Delivery fshiey Admin
024 £mall Fohiey Admin
024 Hegulstory Packet Delherty  Yrauning Admi |
o24 Regulstory Facket Delivery Training Admin ¥
m o024 Regulstory Packet Delivery Traiming Aden 1
. G4 flegutatory Packet Delhvery Training Adrriwr 1
ol | T p IR e mnne iy @
Commumication Log
— . i“ C =
s ise | £ o Ot v

Add

To Add a new Communication Log, follow these steps:

1. Click the Add button displayed on the top menu bar, this will open the Add
Communication Log window.
2. Enter the details in the fields:

= Contact Date
= Communication Type
= Description.
= Contact Nam
= Next Contact Date
3. Click the Add button displayed at the bottom of the window.
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Edit
The edit button allows the user to Modify the Communication Log.

To Edit the Communication Log, follow these steps:

1. Select a checkbox of the log that is to be edited. This enables the Edit button on the
top menu bar.

2. Click the Edit button from the top menu bar. Thai opens the metadata panel on the
right side of the screen.

3. Click the Pencil icon displayed in the top right corner of the metadata panel.

4. Make the required changes and click the Save button displayed at the bottom of the
metadata panel.

W e e 2 a

D Communication Log

o
=
I
a

.
g
&
(]
=3

L)

Delete
The delete button allows the user to Delete the Communication Log.

To Delete the Communication Log, follow these steps:
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1. Select the log that is to be deleted.

2. Click the Delete button displayed in the top menu bar. This opens the Delete Record
popup window.
3. Click the Delete button displayed at the bottom of the popup window.

l‘ boom Manmile

‘ 2 Commmication Loy
AT Intaraal Trsning faom 18l LA martup -

© Communication Log
L ] sl S Culinin

Lot i S i ® Vew +
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] = oY
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- 11Sep 2034 emat — P T E—
Delete Communication Log (S) x
= SN TiA begidatn bealtuae

A Are yor sure you want o Delbeos 1 Selected Communication Log i) 7
) = 38 Ap 2504 ragudatn . pdo Mons

1= Mg Pagiaty m o
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Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.

Layout

To know more detailed information about layout please refer to this link - Layout.
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REGULATORY REVIEW

The Regulatory Review module allows users to view the review statuses of documents
submitted for regulatory review, as well as review and approve the documents. The
procedure for approving documents by the regulatory reviewer is discussed after a summary
of the dashboard.

Click the Regulatory Review tab from the left menu bar to access the Regulatory Review
dashboard. The dashboard consists of the Views panel on the left, the Grid pane in the
center, and the Document Data panel on the right.

> tee [
'H S deteey Brviem

£ Regulatory Review

ORI e o :
oatng retine ' e Yope oy L.

Site Activation Dropdown

A Site Activation Dropdown is a user interface element that allows users to select and apply
available site activation options.

» Room Moduie
l ’ Regulatory Review
eTMF Internal Tralndng Rooen 105 v1wr | w Startup »
£ Regulatory Review
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View Dropdown

The View Dropdown allows users to select options based on requirements such as By
Regulatory Approval Status, By Site, By Country, IRB/ EC, and Document Type.

The View dropdown includes five views:

e By Regulatory Approval Status: The By Regulatory Approval Status groups all the
documents as per their review status, i.e., Approved, Rejected, and Pending. Clicking a
review status group from the left panel will display the documents belonging to the
particular review status group in the grid pane.

e By Site: The By Site option groups all the sites based on the review status of their
documents. The review statuses of the documents could be Pending, Rejected, and
Approved. Clicking a site under a particular review status will display the documents
with that review status in the site in the grid pane.

¢ By Country: The By Country option lists the countries to which documents are added.
Clicking a country from the left pane will display the documents submitted to the
country along with their review status in the grid pane.

e By IRB/EC: The By IRB/EC option lists out the IRB/ECs to which documents have
been added. Clicking an IRB/EC from the left pane will display the documents
submitted to the institution along with their review status in the grid pane.

e By Document Type: The By Document Type option lists the various document types
available to the study start-up. Clicking a document type will display the documents
submitted under that type, along with their review statuses, in the grid pane.

Additional filter:

e Set Default: This will set the selected view as the default for the current session.
e Set Default for All Rooms: This will set the selected view as the default for all rooms,
not just the current room.
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— Regulatory Review
I eTM™F internal Training Room 105 (41 w StartlUp -

Regulatory Review
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By Document Type

To apply View options, follow these steps:

Click on the dropdown menu, View window will display.

Select any available options from View.

Select the checkbox to set the default view.

Click Select to apply the changes or click Cancel to discard changes and retain

previous settings.

5. After clicking on Select, status options become visible, as per the selected By
Regulatory Approved Status it will show Pending, Approved, and Rejected, each
displaying the documents result in a grid view.

6. The Folder Dropdown display will depend on the selection of View by option and

Site Activation.

NN
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Favorites: This Tab contains documents that have been marked as favorites for quick access.
Pending: This Tab holds documents that are awaiting review or approval.

Approved: This Tab contains documents that have been reviewed and officially approved.
Rejected: This Tab stores documents that have been reviewed but not approved.

All Documents: This holds all documents, regardless of their status.

Columns

To know more detailed information about columns please refer to this link - Columns.

Show Filters

To know more detailed information about filters please refer to this link - Manage Filters and
Create New Filter.

Views

To know more detailed information about views please refer to this link - Popular
Documents.
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Layout

To know more detailed information about layout please refer to this link - Layout.
Reject

A new setting is added to support a Rejected folder within the Room for Administrators, and
a new Document Rejection function is now available to Admins, Document Managers, and
Room Managers. Any documents in Folders are not considered to be Final. A Reason for
Rejection dropdown is how available for workflow documents and documents in the rejected
folder/status are now excluded.

To reject a document, follow these steps:

1. Select a document by clicking on the checkbox and the Reject Button will be available
at the Top menu bar.

2. Right-click on the document or the three-dot menu in the grid and select the Reject
option from the document actions menu.

» Rosen Module
- l' STMF imnerasd Traming Bsem 106 (i w siars Up v egidatony Seview
& Regulatory Review
e = I Favorites 1 At Documents 248
BT o
s 7 Alsaria

AR I
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3. Provide a rejection reason on the Reject Document popup and click on the Reject
button.

Reject Document

AT pOU TUre YOU WOIK 10 5ot the stana BEECTED 10 document Demo 1237 Piagse
enter the teason

Note:
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e Users will not be able to drag and drop documents into this folder to prevent
awarding an erroneous status should a non-rejected document be placed in this folder.

e To reject a document outside of the standard workflow steps, the user must either be
an administrator or they must have the Document Manager action enabled on their
user account.

Metadata Panel

The Document Data Panel is located on the extreme right of the dashboard and can be
activated by clicking a document from the grid pane. Depending on the user’s security
settings and access rights and roles, this panel might be static to a user. If the user is given
appropriate SSU User access rights, the data fields are editable, and all changes made here
must be saved.

To view the Metadata Panel, follow these steps:

1. Select a document by clicking on the checkbox and the Metadata Panel on the right-
hand side will open, displaying detailed information about the selected document.
2. In the Metadata Panel, review the following:

Submitted Name and Status.

Document associated with the Status.

Metadata This section refers to information regarding the query, such as
Document Profile, and Review History. This includes data that provide
additional context to the query.

The info section provides general details about the document, such as the
Submission Date, Submitted By, Submission Type, and Version Number. It
often includes the most relevant metadata related to the particular case or
record.

Related is used to reference related documents that are connected to the main
Document. This could include relationships with others and tasks that are
relevant for follow-up.

Version’s tab displays the File name, Created By, Full Name, and Comments of
selected documents.

History holds the updated data of documents.

28 o B8 I 2 o B ¢ B

| - T . &

2 Regulatory Review

o
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AUDIT TRAIL

The Audit Trail provides a comprehensive record of all actions performed on documents
within a study room. This is designed to help users track activities for auditing and
compliance purposes. Users can filter the audit trail by various criteria to efficiently retrieve
specific records. The changes made in a document by all users are displayed within the Audit
Trail.

Note: By default, the audit trails grid pane is empty, and the documents are displayed only
after entering and applying certain parameters and criteria.

To access the Audit Trail modal within the Start-Up module, follow the steps below:

1. Navigate to the Start-Up module from the navigation grid.

i Audit Trall

> Room Module
l 4 eTMF Internal Training Room 105 (eTwar) w StartUp w

SandBox Trial Interactive 10,6
SANDROX

[ — odamar202 5

2. On the Start-Up screen, navigate to the left-hand menu and select the Audit Trail
modal.

3. The Audit Trail screen displays options to apply certain filter criteria and export the
audit trail details.
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X » Room Module )
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Audit Trail Process
To retrieve the audit trail, follow the steps below:

1. On the Audit Trail screen, specify a parameter from the available dropdown options
i.e., eTMF documents, Start-Up Documents, Start-Up and eTMF Documents, Folders,
Placeholders, and Users.
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2. Click on the Actions Taken dropdown and select or deselect actions by clicking on
their respective checkboxes.
3. Specify one or multiple users in the Select Created By box.
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Add the From and To dates by clicking on the calendar icon.

Add Document IDs separated by commas to retrieve data restricted to the specified
document IDs.

6. Click on the Apply button.
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7. The Audit Trail screen displays data based on the applied filters and parameters.

Audit Trail Parameters
Users can retrieve the audit trail based on selected parameters. The options in the "Actions
Taken" dropdown are displayed according to the chosen parameter.

e eTMF Documents
e Start-Up Documents
e Start-Up and eTMF Documents

e Folders
e Placeholders
e Users

e Deleted Documents

» Room Module
i | P Audit Trall
eTMF internal Training Room 10.5 +TWI . = StartUp =
Audit Trail e pocuments E]
Actions Taken  ~ DY Sep202: 5 = 01 jan 2025 5 Q Document 10 o @A
Start.Up Documents
Start-Up and eTMF DoCuments
1-2000f4,703 {0 ¢ Deleted Documents
Falders
Arthaty Date Document ID Documeant Name
Placeholaers
17 Dec 2024 1140805 JAITIR LUE O 524483 1001_Smith_SiteComaciDeta
17 Dec 2024 11:40x02 EST jamie Lor@don 324483 1512_1001_Smith_SiteComacDeta

1. User Interface for eTMF Documents: When the audit trail for eTMF documents is
retrieved, the data is presented in the following columns.

e Activity Date
e Created By
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e Document ID

e Document Name

e Index Path

e Activity Type

e Activity Related Date.

B il e Q

Audit Trad  [Feim——s

PRPOT - Ml 3 (O

2. User Interface for Start-up Documents: When the audit trail for Start-up Documents
is retrieved, the data is presented in the following columns.

e Activity Date

e Created By

e Document ID

e Document Name

¢ Index Path

e Activity Type

e Activity Related Date

L e ()

3. User Interface for Start-Up and eTMF documents: When the audit trail for Start-Up
and eTMF Documents is retrieved, the data is presented in the following columns.

e Activity Date

e Created By

e Document ID

¢ Document Name
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e Index Path
e Activity Type
e Activity Related Date
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4. Folders: When the audit trail for Folders is retrieved, the data is presented in the
following columns.

e Activity Date

e Created By

e Folder ID

e Folder Name

e |Index Path

e Activity Type

e Activity Related Date
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5. Placeholders: When the audit trail for Placeholders is retrieved, the data is presented
in the following columns.

e Activity Date

e Created By

¢ Placeholder ID

e Placeholder Name

e Index Path

e Activity Type

e Activity Related Date
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6. Users: When the audit trail for Users is retrieved, the data is presented in the following
columns.

e Activity Date

e Created By

e UserlID

e User Full Name

e User Email Address

e Activity Type

e Activity Related Data

Bl | ey e R e R o
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Audit Trail Filters
Users can apply additional filters to the selected parameter. The following filters are available
in the Audit Trail modal, allowing users to retrieve specific data.
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1. Actions Taken: This dropdown displays a list of actions to be selected from the
dropdown menu for filtering the audit trail as per the selected parameter. The Actions
Taken dropdown populates and displays actions depending on the parameter
selected. Users can either select all actions or select specific actions by clicking on
their respective checkboxes.
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2. Select Created By: In the Select Created By field, users can specify one or more
usernames associated with document creation in eTMF. When a username is selected,
the Audit Trail screen filters and displays records corresponding to the specified user.
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3. Date Filters: Users must enter start and end dates in their respective fields to search
for a document. By default, the start date is set to the previous month, and the end
date is set to today. To select dates, click on the calendar icon. Once the dates are
chosen, click the Apply button on the right side to view the search results. Users can
also select dates from the previous year by scrolling up in the Months field.

s » Rocom Module
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4. Document ID Filter: The Document ID field allows users to retrieve audit trials for a
specific document by entering its ID number, separated by commas. After entering the
document ID, users must click the Apply button on the right side to view the search
results.

Note: The Document ID Filter is applicable only for eTMF Documents, Start-Up
Documents, and Start-Up and eTMF Documents.
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5. Select Folders: The Select Folders field allows users to specify certain folders and
retrieve the audit trail for those specified folders.

Note: The Select Folders Filter is applicable only for the Folders parameter.
To specify folders, follow the steps below:

1. Select Folders as the parameter.

2. Click on the Select Folders button.

3. On the Select Folders screen, expand the desired category and select the
folder.

Toggle on the Show Empty Folders switch to display empty folders.

5. Enable the Automatically Check Subfolders toggle switch to automatically
select folders associated with the parent category.

6. To search for a specific folder, enter the search term in the Search box.
7. Click on the Select button.
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6. Placeholder ID: The Placeholder ID field allows users to retrieve audit trials for a
specific placeholder by entering its ID number, separated by commas. After entering
the placeholder ID, users must click the Apply button on the right side to view the
search results.
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Note: The Placeholder ID filter is applicable only for the Placeholder’s parameter.
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7. All Users: The All-Users field allows users to retrieve audit trails for specific users by
entering multiple user names. After specifying user names, users must click the Apply
button on the right side to view the search results.

Note: The All-Users filter is applicable only for the User’s parameter.
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8. Refresh: The Refresh button is visible and accessible when the audit trail results are
displayed. When a parameter or a filter is updated, users need to click the Refresh
button to update the audit trail records as per the newly applied filters and
parameters.
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Export Audit Trail
To export the Audit Trail data, follow the steps below.
1. On the Audit Trail screen, click on the Export button.
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2. On the Audit Trail Export popup displaying the success message, click on the Get
Results button.
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3. Download the Microsoft Excel Worksheet containing the export data into the local
system.

4, On the downloaded file, click on the Document Audit Trail Header tab to view the
header-related details.
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5 Exported By: Training Admin 2 (trainingadmin2@t.com)
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5. Click the Use Audit Trail sheet to access audit trail details.
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1 Acity Date _Created8y Userid _ User Full Name Usey Email Address
2 2025-03-04 07 09 50 Traimng Reader 1 72694 Trainng Reader 1 trainingreader 1 {1 com
3 2025.03-04 03.56.05 Training Admin 1 "2690 Training Admin 1 trainingadmint @t com
4 2025-03-04 03 3122 Traimng Admin 2 2100 Trainng Admin 2 trainingadminZg@n com
5 2025.03-04 0028 02 Training Admin 1 "2690 Training Admin 1 trainingadmin @l com
& 2025.03-03 052503 Trainng Admin 1 2699 Training Admin 1 _balrngadmint @t com
7 2025-03-03 052503 Trauning Admin 1 "2690 Trainng Admin 1 wainingadmint @i com
8 2025.03.03 05:23:28 Trainng Admin 1 2699 Trainng Admin 1 trainingadmint @t com
3 2025-03-03 052045 Trainng Admin 1 "2699 Traineng Admin 1 trainngadmint @n com
10 2025.03-03 05:20 45 Training Admin 1 "2690 Training Admin 1 traimingadmint @ti.com
1 202503-03 001028 Training Admin 1 2699 Trainng Admin 1 _traimngadmint @t com
P 2025-02-28 07 0753 Training Admin 1 2690 Trainng Admin 1 traimengadmint @t com
13 2025.02-28 070753 Trainng Admin 1 "2699 Trainng Admin 1 _tralrungadmin @t com
1" 2025-02-27 235007 Training Admuin 1 '2699 Traxireng Admin 1 trainungadmint @t com
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