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ABOUT THIS USER GUIDE

This guide provides a comprehensive overview of the features and components of the Ti
Collaborate 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.
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WHAT'S NEW IN TI COLLABORATE V10.7?

This section provides an overview of new features and improvements in Trial Interactive
Collaborative Workspace v10.7.

Large Files Support in TI Rooms

As usage of Collaborate has increased, users now require the ability to store and access
larger files, including Word documents, ZIP files, and SAS datasets, with sizes up to 20GB for
archival purposes.

Tl rooms now allow storage of files up to 20GB; however, files must be uploaded to the room
using WiIinSCP, SFTP, or similar methods. Typically, the large files involved will be ZIP and SAS
files. Any file larger than 2GB will automatically download to the client desktop instead of
opening in the browser. Additionally, any movie files (AVI, MP4, MOV) will continue to play
directly using the original viewer.

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

The Collaborate module is a central hub for collaborative authoring, approvals, and e-
signhatures.

Trial Interactive provides an online collaborative workspace, which enables collaborative and
controlled document authoring, review, and approval. Designhed to include 21 CFR Part 11
compliant workflows and approvals, the solution offers an end-to-end service platform for
your organization’s content management and document control requirements. The Tl
Collaborate rooms allow users to benefit from the following solutions:

e Study Collaborate and the CTMS Collaboration Rooms are shared workspaces for
clinical teams to manage and share documentation to be used in the clinical trial and
ultimately shared with the eTMF.

¢ Site Collaborate/elSF and Remote Monitoring Rooms are shared workspaces for sites
to manage, redact, reconcile, and share documentation with the sponsor and CRO to
conduct the clinical trial and ultimately send it to the eTMF.

e The Quality Document Management solution provides controlled document workflows
to an organization for use by clinicians, quality assurance, R&D, and other life sciences
teams to collaboratively author, review, approve, sign off on, make effective, train, and
distribute regulated content and documents.

Tl Collaborate can provide your organization with:

e Assingle place to share and collaborate on clinical documentation.

e The ability to align document work streams with regulatory compliance practices for
document authoring, approval, control, and related training.

e The ability to enforce quality document control workflows on policies, SOPs, work
instructions, and other critical documentation and to fully automate the training
management process through the LMS.

¢ The ability to co-author and collaborate with other authors in real time on new
documentation both online and offline with MSWord®, Excel®, and PowerPoint.

e The ability to complete the end-to-end document process with an electronic and
digital signature for document approvals.

¢ The ability to send documents for certified translation through TransPerfect TransPort,
track their status, and receive back the translated copies and certificates.

¢ The ability to work with clinical sites in a remote monitoring and collaboration room,
supporting mobile document collection, reconciliation, expected and planned
documents, eSignatures, and collaborative authoring with the clinical site.

e The ability to follow critical processes for metadata, approval, and signoffs by
publishing or sharing directly with the TMF.

Solutions within the Room Type

Trial Interactive QDMS

The Trial Interactive QDMS leverages the Tl Content Management functionality in-built
Document Type management and configurable folder structure to provide a Quality
Document Management System solution for controlled QMS documentation.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Trial Interactive elSF

Trial Interactive’s elSF solution reduces administration and improves speed and compliance
for site personnel, CRAs, and study teams. Digital investigative site binder processes maintain
certified copies of source file documentation and essential documents required for each
clinical study. A seamless, connected eTMF allows for automatic indexing of essential
documents to the TMF. The ability to conduct remote site monitoring, when needed,
recommended by the FDA and EMA, helps CRAs work more efficiently in today’s increasingly
virtual environment while reducing travel expenses.

Collaborative Workspace is a repository for project management-related documents; some of
the documents in this room will be moved to the eTMF room. Collaborative workspace has a
reference to a study room.

The Trial Interactive Collaborate solution, also known as Shared Workspace, is a Clinical
Collaborative Workspace Solution for clinical teams to provide Sponsors, CROs, and Sites a
place to share and author documentation to be used in the Clinical Trial and ultimately
archived in the eTMF.

An integral part of Tl Collaborate, Tl Collaborative Authoring will provide end-users the
capability of directly editing MS Word, Excel, and PowerPoint documents in the browser and
allowing multiple authors to simultaneously work on a document or components of a
document at the same time, much like Google Docs. Reviewers can annotate the document
with responses and comment threads, as well as integrated online chat. No local software
installation is necessary. Using Edit Online, authors can instantly open MS Office documents
within their native editors and save them seamlessly back to the Shared Workspace.

There are two types of rooms associated with Collaborative Workspace.

1. Tl Docs
2. TI Collaborate

Tl Docs and Tl Collaborate both can edit the documents online. Tl Collaborate acts as a
Content management tool that is linked to the TMF. Tl Collaborate asks, 'ls this a TMF
document?' while publishing the documents. With Tl Collaborate, the users can also publish
the documents to any other room that is not associated with Collaborative Workspace.

While Tl Docs doesn't have any link to TMF, nor can it publish the same to any other room.
However, the documents can be copied to other rooms.

Important: To enable the Collaborative Workspace room, contact the Service Desk.

To access the Collaborative Workspace module in Trial Interactive, follow the steps below.

1. Login to Trail Interactive with the appropriate Username and Password.
2. Select the Tl Collaborate room from the list of assigned rooms on the Tl landing page.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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3. The Collaborative Workspace option can also be accessed from the Waffle menu and
the Modules dropdown.

G )

Training Team Collaborate Room v10.3 (cws ) w Collaborative Workspace w

5 = 06Mar202 (3
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COLLABORATE ROOM SETTINGS

This section describes the Room Settings that impact the collaborative room types.

Document Types and Change Control Workflow

In the Room Settings, document types requiring a Change Control workflow can be defined.
As a result, when users upload documents, they can select a ‘Workflow’ document type either
manually or by uploading to a folder designated for Workflow documents. The uploaded
document will then be automatically set to require a Change Control workflow for versioning.

To configure the document types and change the control workflow, follow the steps below.
1. Navigate to the Settings > Document Types > Document Types Management

section.
2. Expand the required document type category and select the required document type.

» Room Module
l $ o 3 Settings
Training Team Coliaborate Room v10.3 (cws) w Settings =

Q| |« | R About Document Types Management * || |§ Action H B VWatermark Options
» ©. General @ Modify Document Types /# Modify Categories 4 import ¥ Expon #" Mass Coding
& Inbox By Category v o] L Document Type
& Outbox v & All Document Types 3 Trial Category - 1 Document type(s)
Outbo)
7 = N = Trial 4 GL
» & Documents Distribution
9 Gl
] Forms Settings
& Country
» B Documents
E Site

« © Document Types

» s Change Control Documents
W Document Types Management > l

- » I Non-Change Control Documents
K Common Configuration ‘

» B Required Documents

3. Click on the Profile tab and check the Include in Change Control Workflow checkbox.

4. Click on the Assigned Workflows dropdown and select the Change Control or
Administrative workflows.

5. Click on the Save button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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| Profile I‘ DocType Field ” Buk Fields Update H Default Values Required Document ’

Universat Id

I‘lZ| nciude in Change Control Workflow ]
Assianed Workflow(s) ) Create & Assign New Workflow
1-Level Approval Workfiow with eSignature, Administrative WorkTlow g

Note: If the approval workflows are predefined and the user initiates one, the approval
workflow window opens directly without displaying the workflow selection wizard.

Workflow Settings

In Workflow Settings, Admins configure key details such as workflow statuses, potential
issues, timelines, and workflow group members. The workflow setup is outlined in the room's
configuration manual and established during room creation. To ensure accuracy and
consistency, it is strongly recommended that the Trial Interactive Service Desk handle any
changes to the room’s workflow settings.

Admins can configure the following within the workflow settings.

Common Settings

Admin can adjust the following in the Common Settings section:

Common Configuration
Default Ranges Configuration
Timeline Configuration

Issue Email

Rejection Email Configuration
Query Reminder Configuration
Auto-Claim Configuration

Default Ranges Configuration

In this section, users can specify date ranges that would apply to the workflow. Tl recognizes
that different workflows may have varying review and submission periods. To accommodate
this, it allows users to specify multiple values, separated by semicolons. These values will

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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populate the corresponding dropdown menu during workflow creation, allowing users to
select the most suitable option.

| Default ranges configuration

Review due date range (days) 10:5:3
Review reminder range (days):" 5:3;2:1
Review release range (days): 11:6:4
Escalation frequency (times): 3:2;-1
Query reminder date range (days): 10:5:3;1

Each field above is editable and the user can enter the values separated by a semi-colon.

¢ Review due date range (days): Here the user specifies the days when the review
would be due after claiming the documents for review. The user may specify multiple
values, all of which will be populated in the dropdown while creating the workflow to
enable the user to select a value as appropriate.

o Review reminder range: Here the user specifies the days before the due date when
emails would be sent out to the reviewers reminding them of the pending review. If
multiple values are specified, all of them will be populated in the dropdown during
workflow creation, and users may select multiple values as required. In the example
above, the Reminder schedule is 5;3;2 which means:

o The reviewer will receive reminders 5 days before the due date,
o then 3 days before the due date,
o and then 2 days before the due date if the reviews are pending.

e Review release range days: Here the user specifies the days after the claim when the
documents would be automatically released from the reviewer’s claim list. The Auto-
release date is always greater than the due date. It will not allow the user to select a
value less than the due date.

¢ Escalation frequency: Escalations are reminders about not completed reviews. During
workflow creation, an escalation group needs to be specified who will receive
notifications about escalations. Here, specify the timeline for escalation notification
frequency.

e Query reminder date range: If the user does not respond to a query with a document,
reminder emails are sent to the query recipients on the nth day as specified here. So, if
the setting is 10; 5; 3 reminders will be sent on the 10th day, 5th day, and the 3rd day.

Timeline Configuration

If the user specifies values in the timeline, they will be automatically applied during workflow
creation.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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~! Timeline configuration

o If the user specifies values in the timeline, the values will be automatically set for the
user at the time of workflow creation.

o If the user changes their mind during creation, the user can select values as needed,
overriding those set in the timeline configuration.

¢ The configurations are optional here except for the Clarification auto-release, which
means a document that is pending for clarification will be automatically released if it
was nhot released back to the workflow by the reviewer within the defined time.

e Users can delete timeline values from a Workflow profile as well as for existing
workflows by clicking the cross icon next to the fields in the Timeline Configuration
panel or from the Timeline tab in a Workflow Profile Editor.

Issue Email

From this panel, Administrators can enable documents to be sent as attachments with query
emails in a workflow session.

To configure the Issue Email settings, follow the steps below.
1. Click the dropdown arrow to choose the attachment mode to be either Files as links or

Files as attachments.
2. Click Save from the bottom of the grid.

A | Issue email

Documents as attachment: ¥ if enabled, document can be added as an
attachment

Default attachment mode: None

Files as links

Files as attachments

Query Reminder Configuration

In the Query Reminder Configuration section, room Administrators can configure a schedule
by which reminder emails will be sent.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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| Query Reminder Configuration

Query Reminder Days: ¥

Auto Claim Configuration

Administrators will need to enable the configuration from this panel to enable the auto-
claiming of the document.

To configure Auto Claim Configuration, follow the steps below.

1. Check the checkbox next to the Allow workflow stage auto claim setting.
2. Enter the number of days after which if the reviewer has not claimed the documents,
they will be auto-claimed by the system and assigned to the reviewer.

~| At lsim configuration

Document can be auto-claimed on the stage ~
il suits the following condiions
1 There is only one reviewer at the stage If a
Teviewer group s 1o the stage, then
gl;‘go\mm:dmly e one
document is in more than
one workflow om‘gmﬁben
a given workflow I there are several
workflows with one reviewer at the stage,

document vl not be auto-claimed

(x)

q;y
Twme in doys, how long the aulo-clam process aecd

10 wait aftes the document s subimiBed o 51392 In
ordes o clsim

Note: If there is only one reviewer in a workflow the documents will be auto-claimed by the
system and assigned to the lone reviewer for review.

Workflows
There are 2 types of Workflows 1-step Workflow and 2-step Workflow.

To create a Workflow, follow the steps below:

1. Click the Add button from the grid. The Workflow Editor window will open.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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| E About || i Common Seffings ” E Workflows
Woh.dow Name . Type
1-Level Approval with eSign Automated

1-Level Approval with eSign (parallel) Automated

1-Level Approval without eSign Automated

2 Step Test Change Control

2. Enter the Workflow name, select the Workflow type, and Initiation of documents.
3. Add the Selection Criteria as either ‘All new documents’ or ‘Metadata fields’ that need
to be reviewed.

Workflow Editor
Wizard
Step 1 of 7: General inf

General information -
Workflow name: Agile method

Description:

Workflow type: (&) Change Control
() Administrative
() Automated

Assigned Document types:  [Select Document types -

Initiation of documents:

Selection criteria:

4. Select the number of Review Levels, Approval Levels, and eSignature levels.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Number of eSignature 0

5. Click on the +Add button on the Initial Stage section.

Initial Stage:
Con n Initial Stage

==

6. The Initial Stage condition pop-up window is displayed. The user can apply a condition
to select documents for review as per a particular condition.

154
o
o © Udlets Row o
ikt Mams Opwaras ful ANIXOR
| Do ] & Coced | s Clow |

7. Enter the Condition name in the blank field.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Initial Stage condition X
Condition n.rr:»;-[ ter the name for this condit ]
© Add Row Start Group End Group © Delete Row
Field Name Operator

8. Add multiple conditions by clicking the Add button the field gets added below the
Field Name.

Initial Stage condition
Conditien name: Approval stage 1

© Add Row| | <> Start Group End Group | @ Delete Row

Field Name
¥
Amendment ltem Number
Applicable Status Change Reason
Category

Cloned To

Comments

Confidence Score
Contact

Country

Deleted By Id
Deleted Date
Description

Disable auto Document Name

9. To decide their sequence filter documents with the green arrow keys. Use And / Or
operators to have all / either of the conditions to execute.

Initial stage: OAdd /Edit @ Delete
Condition Initial Stage
Doc uploaded by site contact Approval stage 1
Visit Date Approval stage 1

10. Documents uploaded by the site contact on a particular site visit date would be added
to the workflow. The details of each condition are as below:

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Initial Stage condition x
Condition name:| Doc uploaded by site contact (7]
© Add Row Start Group End Group | @ Delete Row
Fleld Name Operator Value AND/OR
Contact - P ¢ (Sponsor Contoct) ;" AND
Document Type = General\O1 Trial Management\Trial Oversight\eTMFFilingPlan AND
Initial Stage condition X
Condition name: Visit Date (7]
© Add Row Start Group End Group | € Delete Row
Field Name Operator Value AND/OR
Date of Visit - 8/10/2017 AND

11. Click Start Group button to start the group by adding the category. Clicking on the
End Group button the started group gets over.

12. To delete an added row, select the row and click Delete Row button.
13. Click on the Apply button to apply the condition.

[ oA [ oce] s cue |

14. Click on the Next button. This opens the configuration wizard of the first stage of the
workflow.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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£ Namie Cmall

Approvers Tab:

1. Change the Stage Name, if desired. Click the Approvers tab. Refer to the screenshot
above.

2. Increase or decrease the number of approvers as per the requirement and set the
stage processing type as Serial or Parallel.

3. Check the ‘Require eSignature’ check box to route the document for eSignature.

Workflow Edito 1M

Widard

g EatiOr OAdd © Dalete

- Namw Emadl

W eSignatise =5 enabled. stage sevewers wil have o
Sgn e document. Aso, i this case Snaf status can
be sef only on eSgnatan stage
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4. Check the ‘Notify the document owner when the document is approved or rejected on
the stage’ checkbox to notify the owner about the document status whether

‘Approved’ or ‘Rejected’

Stage Mame | Approval stage 1

| Approvers || Custom Fields

Stage Configuration

Approvers:

Stage Processing Type:

Require eSignature: @

Default Minimum Number of 2 =

Motifications | Tii

(@) Serial

T

() Paralle

O

Motify the document owner
when the document is

O

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

approved or rejected on the
stage:

5. This allows the user to add users/groups as reviewers of the documents for a
particular stage in the workflow.

Note: It is recommended to add a Group to save configuration time.

Workflow Editos

Mo

6. Select the user/group from the list. The selected user/group moves to the Approvers
tab on the right side.
7. Click on the Select button.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Select Approvers x
aarch Q| Approvers
Email Pho... Mo... Organ.. Name Emai
3roups +.
Y
A teditor 101 Trans
A
A
5 §
A
pe
X
b 8
- .
Page 101 O Duplaying users 1 - 1501 15 Select the users by double cicking or drag the entnes 1o this pane

8. Click the Delete button to delete the selected users/groups.

Custom Fields Tab:

1. Click the Custom Fields tab that displays the Status and Issues panels.

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

O Ak © Dslats OAdd © Dedety
Staties Namwe CImeT Status Innime Nanw
f o
Salocy Fwold Natrw Type
b Numt

| < Provices: IS Comcdl |

2. Click Add below the ‘Status’ section. The empty field gets added below the ‘Status
Name’ with the following status:

e Approved

¢ Ready for Signature
e Rejected

e Signed

Workflow Editor

Wizard

General information |Slage Name Approval stage 1

Approval stage 1

‘ Approvers H Custom Fields H Motifications

Timeline Actions
Status
@ Delete
Status Name Document Status

Approved

Ready for Signature

Rejected

Signed

3. Click the Delete button to delete the selected Status Name.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Workflow Editor
Wizard

General information ‘ Stage Name Approval stage 1

Approval stage 1

Timeline

Custom Fields || Motifications

| Approvers

Action:

Status

© Add [ [-] Deletel__|
Status Name U Document Status

4. Click Add below the ‘Issues’ section. The empty field gets added below the ‘Issue
Name’ with the List of issues.

5. Click the issues to assign the reasons in case the reviewer rejects a document/asks for
clarification.

Shatin Narve Docunwit Status Innise Nae

2ppnnved

6. To make metadata fields, as required, available for a workflow configuration, proceed
to Fields section and select the Workflow Fields, as required.
o These fields will appear in the Fields panel at the bottom of the Custom Fields
tab. Tick the fields as required for the review. Refer to the screenshot below:

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Status
QAdd @ Delete

Status Name Document Status

Issues
QAdd @ Delete

Issue Name

Flelds

Select Field Name
] $SConfidenceScoreNumberOfFieldsOverwntten$s
%} DocumentDescription

Type
Number

Text

o These checked fields will appear in the Review panel of a document in the
Collaborative Workspace > Documents Library module once a document is

claimed for review.

o As shown in the screenshots, the Submission Date, Approval Date, and
Document Version fields checked in the workflow configuration appear in the
Review Panel of the document metadata window.

Dt Owia: e

| Beviow (fisluy

= poly

Acprrrvat stage 1

B Mt Wonton

7. Click the Delete button to delete the selected Issues Name.

AR
O Add

v
Bext e Nipine 3‘.,_]

Oty Tich Cungis
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Notifications Tab:

In the Notifications tab, the user can allow for email notifications to be enabled for the event
names listed. For users who want to be notified only in case of Swim Lane, Claim, Release, or
Escalation, Users/Groups can be added accordingly.

1. Click on the Notifications tab.

2. To add the Users/Groups to the specific Event Name, click the + (plus) icon available
beside the event name.

Workflow Editor
Wizard

General information Stage Name Review stage 1

Review Stag'51 | Approvers Custom Fields ” Notifications ” Timeling ” Actions
Event Name Enabled Recipients
Swim Lane [ ] %i::s
il ¥

3. The Select Recipients pop-up window is displayed with the list of Users/Groups.
4. Select the users/groups by double-clicking or dragging the entries to the right pane
and clicking OK.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Select reciplents x
Users - Search Q! Approvers
LastN... First... Email Phone Mob Organ Name Emall

§ l A Training Agmin 1 lrainingagmn1@.c I

4

4

L

L

b 8

4

SO S

Select the users by Gouble clicking o¢ drag the entnes 1o this pane

5. The added users/groups are displayed on the ‘Workflow Editor’ pop-up window.

Event Na... Ena... Recipients

Groups:
Users: trainingadmini@ti.com

O]

Groups:
E Users:
O]

Swim Lane

Claim )
Groups:
Release
D Users:
Escalation [:] E S
Users:

Timeline Tab:

In case values are configured in Timeline Configuration in Common Settings, the values would
be populated by default in the Timeline tab. Users may choose to override the previously set
configurations if desired.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Workflow Editor
Wizard

General information

Stage Name Approval stage 1

Approval stage 1

Custom Fields

| Approvers Motifications Timeline ‘ Actions

Due Date: 10 x | | day(s) after the claim

Reminder Schedule ¥ | | day(s) before due date

Auto Release X | v | day(s) after the claim

Escalation Frequency: i

1. The Due Date displays the days once the document is claimed.
2. The Reminder Schedule displays the days before the due date comes.
3. The Auto Release displays the days after claiming the document.
4. The Escalation Frequency decides to escalate the document until the release.
| ‘ T e v
e o | T | i |
‘B,
| 5 g
)3
12
AI 1
b
ntil Released
Actions Tab:

Actions is an optional tab allowing for complex workflow building. It enables a workflow to
have a jump. A specific document can jump to a certain stage. For example, a Form FDA 1572
after QCI review, can jump to a stage 3 review, where Regulatory Affairs performs a 2nd
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review on the document. While efficient for complex workflows, it is not required for regular
workflow creation.

[ < Prvioa | | _Cancd ]
Add Action
To configure the Actions tab, follow the steps below.
1. Click Add in the "Actions’ tab.
Stage Name Approval stage 1
Approvers | Custom Fields Motifications | Timeline F
Actions
© Add + 4
ﬂcti-:-n.. Jump to Final sta... Set fields

2. Onthe 'Action Creation’ pop-up window, enter a name for the Action Creation.
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| < Oom ] O Concal | s Ciear |

3. Click the Add Row button to add a row below the ‘Field Name’ with the drop-down
options. Once the row is added, click on the Done button.

Operator Value ANTVOR

| oo 15 Corct ] G

4. Click Start Group to start the group by adding the category by clicking the End
Group the started group gets over.
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Action Creation
Action Mame: Bowling|
© Add Row | <> Start Group | I End Group | @ Delete Row

Field Name Operator Value

Armendment ftem Number E

Amendment tem Number E

==== START GROUP ==== R

Amendment tem Number =

==== END GROUP ====

5. Select the row and click the Delete button.
6. Click the Save and Apply button.

Action Craetic
dom hare Lowding
Tk Matrwe L Operany Vahus ARDYOR

Edit Action

1. Select the action and click the Edit button. The ‘Action Creation’ pop-up window
opens.
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Wi
APIovaE alugs | ‘ I ]
O Add Ei! © Dt t &
Action n .'.\J,-!.. Hnal sta Set Nulca -
l /|
2. Make edits and click on the Done button.
Son tewve Bowbing o
O Ax Row St Geong Fnd Growe © Devests R (7]
Fiuhl Narre Cymemiun Ve ANDVOR
[Catogery v . Triad AND

[ 0ooe [ & Comes |5 Clnar |

Delete Action

1. Select the action and click on the Delete button the selected action gets deleted.

Woekilow Editor

Wizaest
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2. The Move Up and Move Down arrows help the user to move the actions as per the
requirement.

Workflow Editor
Wizard

General information | cy00 Name Approval stage 1

Approval stage 1

Approvers | Custom Fields

Mofifications | Timeline

|
Actions

©Add /Edit © Delete

Action n... | Jump to Final sta... Set fields

Bowling | | |

Edit Action Tab

1. On the right side of the ‘Workflow Editor’ pop-up window within the Edit Action
panel, the user can see the following actions:
o Action name: the user adds the action name is displayed
o Jump to: the user can select the Approval Stages that are displayed in the
drop-down list
o Final stage: if the checkbox is checked the user directly moves to the Final
stage of the Workflow
o Set fields with edit icon:
2. Click the edit icon and the Set fields pop-up window is displayed with the 2 columns
‘Field” and "Value.” The field column has 3 fields by default:

=  Document Status
= Generated Name
= Expiration Date

3. Double-click on the field in the Value column. The drop-down options are displayed
select the appropriate value and click Save.
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Set fields o)X
Clear -
Value
Document Status QC1 Approved ™
Final
Expiration Date QC1 Clarffication

QC1 Rejected
QC1 In Progress
QC2 Clarification
[y QC2 Rejected
QC2 In Progress
Rejected
Excluded '

4. Click Next after reviewing all tabs and repeat these steps for each approval stage.
Note: Settings, such as approvers, notifications, and timelines, may vary by stage.

5. When finished, click on the Next button.

6. The Workflow Finish step is the final stage.
¢ Any workflow errors will be displayed here and must be resolved.
e If no errors are found, click Finish to complete the process.

Editing an Existing Workflow

To edit and existing workflow, follow the steps below.

1. Click the Edit button the ‘Workflow Editor’ pop-up window is displayed.

§ About | W workitows

i Add %ﬁ Delete @ Exclude all documents
Workflow Name“s Type

1-Step Workflow Regular QC
2-Step Workflow Regular QC

2. Edit the required fields and click Next will proceed to the ‘Approval Stage 7
information page.
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godithon Vitlok Stage

weroval stage

3. Edit the required fields and click Save As to save the workflow under a new name.

Enter workflow name »

Name:

0k ] Concal

4. Click on the Save as button.

e T T
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Note: Editing of an existing workflow should be executed with caution because any saved
changes require a new and revised workflow to be created. As a result, only Super
Administrators can edit an existing workflow. To request workflow changes, contact the Tl
Service Desk.

Deleting an Existing Workflow

Deleting an existing workflow will result in the removal of any related status from documents
previously processed as a part of the deleted workflow.

To delete an existing workflow, follow the steps below.

1. Select a workflow from the list to delete and then click Delete from the top menu.

| W Apout [| w8 workfiows *|
© Add ./ Edit 0 Exclude all documents
Workflow Name » “ Type
1-Step Workflow Regular QC
2-Step Workflow Regular QC

2. The Delete pop-up window is displayed.

|Delete | X

Selected workflow(s) will be deleted and all the documenis will be excluded:
1-Step Workflow

Are you sure you want to confinue?

[ Yes ] _No |

3. If clicked Yes, the Information dialog is displayed.

Information o

Workflow(s)
deleded.

Exclude all documents

The documents associated with the workflow will be excluded from it.

1. Click Exclude all documents button.

E About || workfiows *|

©Add /Edit @ Delete g1lS LR documentsi_|
Workflow Name « Type U
2-Step Workflow Regular QC
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2. The Exclude all documents dialog is displayed.

Exclude all documents X

Documents will be excluded from the
workflow(s):

2-5tep Workflow

Are you sure you want to confinue?

[ Yes ] No |

3. If clicked Yes, the Information dialog is displayed.

Information x

Documents are excluded from selecied

workflow(s).

Review Status

Administrators can create review statuses to assign to documents at each stage of the
workflow. The Display Name is the status name visible on the user interface, while the System
Status refers to the predefined values assigned to the review status. Regardless of the Display
Name, documents will be routed to the appropriate workflow folder in QC Review or My
Reviews based on the System Status.

e mew

Add Review Status

1.  On the Review Status screen, click on the Add button.
2. Enter the Display Name.

3. Double-click the System Status field, click the dropdown arrow, and select the System
Status from the list.
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Editing Review Status

Select the required Review Status/Display Name to be edited and click Edit.

The Review Status field becomes editable.

Make the required changes.

Double-click the System Status field, click the dropdown arrow, and select the System
Status from the list.

NI

*. 4 !. 3 I| | Peview Status

Despriay ‘i:nr--"\__' System Status

Deleting Review Status

1. Select the required Review Status to be deleted.
2. Click Delete.

Sywhom Statuu

3. If the selected status is in use within a workflow, a pop-up dialog will appear. If the
selected workflow is not in use, it will be deleted.

Warning x

Unable to delete workflow review status because it is already used in

workflow

Rejection Issues

When adding a status to the workflow, if the user reports an issue, the issue will be added to
the status in the Custom Field.

The reported issues will be added to the Rejection Issues section. Existing issues will also be
marked and added under the Issue Name in the Custom Field.
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s oemem

To add rejections issues, follow the steps below:

1. Click Add, the field gets activated and the user can add the Issue.

N e | & Reson 2 B Frgection i
© Dointe

s ) Incdude in Sub

————————

"SI0

2. Select the issue and click Delete. The selected issue will disappear from the list.

| K About ” E Workflows || i Review Status ” Bl Rejection Issues *
Issue «
Blank Pages

Document Type Confirmation

Document Status

Document Status displays the status names that have been assigned to the documents.

Y o3 hirter ()
0 ' . . =1

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

CL: Public Page 38 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

To add Document status, follow the steps below.

1. Click Add to add the ‘Status name’.

| K About ” E Workflows || Bl Review Status ” B Rejection lssues | E

[+ 0GR @ Delete  # Edit
=
Sta._k name «

2. Click on the Delete button to delete the selected status name.

| K About ” E Workflows ” B Review Status || B Reject

Add ,- Edit
Status name « ‘"

Final

3. Click on the Yes button on the ‘Delete Item Configuration’ dialog box.

Delete Item Confirmation x

ﬁ Are you sure you want fo delete the selected item?

| Yes ] Cancel |

4. Select the Status name and click Edit. The selected field gets editable.

©Add © Delete %

Status name «

|Excluded |

Final

5. The Final Status and the Rejected Status fields display the status that the user
wants to associate.
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Periodic Review

The Periodic Review settings enable admins to configure key aspects of the document
review process. Admins can specify the number of calendar days before the review due date
when a document should be included for periodic review. They can also assign individual
users or user groups as reviewers and define the time frame after which an effective
document requires its next review. Additionally, admins can set the due date period for
completing shared document edits.

To configure the periodic review settings, follow the steps below.

1. Click on the waffle icon and select the Settings module.
2. Select the Periodic Review option from the left-hand navigation pane.

» Room Module T
l‘ Settings
Training Team Collaborate Room v10.3 (Cws w Settings A
» @ Countries - P
¥ . UV 1 3.'@ <

v e [ scioct |}
» © IREE AT , © 35
» ® Email ) - o 11 5
» I
P R
» 7/ Workfiows
» N Secumy
» S
' @
L s

3. Within the Periodic Review tab, configure the following settings by defining the
number of days and users in their respective fields.

a. Periodic Documents Review Start Period: This period is the number of
calendar days before the periodic review due date when the document should
be added for the periodic review. Click on the Up and Down arrows to define
the number of days.

b. Periodic Review Recipients: These users or the group of users will be
responsible for reviewing documents in a periodic review process. Click the
Select button to add the required groups and/or users.

c. Default Next Review Period: This period is the number of calendar days after
which the effective document requires the next review. Define the default next
review period in days using the up and down arrows.

d. Team Edit Default Next Review Period: This is the due date period to
complete the shared document editing. The value mentioned in this field will be
the default value when the document is checked out for team edit.

4. Click on the Save button once the Periodic Review settings are configured.
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 Seloct |
T ° ) 365
R m 14 B

Due dale period 10 complete the shared document
oding, this value will be used as the detault valve
when the document ks checked out for leam edit

0 | = Undo

™iChange Log

Note: Click on each settings tooltip to view the settings description.
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DASHBOARD

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 Modul
l I — Dashboard

Training Team Collaborate Ws ) w Collaborative Workspace w

Training Team Collaborate

Documents

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.

To Edit the Dashboard, follow the steps below.

1. Navigate to the Dashboard section in the Collaborative Workspace module.

2. Click on the Edit Dashboard button located at the top left of the toolbar.

3. The Set Up Your Dashboard window opens and displays the following options
e Set Up Dashboards: For selecting or adding widgets.
e Set Up KPI Dashboard: For managing key performance indicators.
e Set Up Layout: For customizing the layout.
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Set Up Your Dashboard x
l Set Up Dashboards t Up KPI Dashboard Set Up l
* Aot a Y
» -~  Documents
’ eTMF
» Users
» Collaborative Workspace
» -  Common
» nvestigative Site
v

Set Up Dashboards

The Set-Up Dashboards tab allows 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, click on the Set-Up Dashboard tab and
expand the fields using the arrow, and select the required checkbox.
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Set Up Your Dashboard x

Set Up Dashboards | Set Up KPI Dashboard Set Up Layout

+ Add 1 Remaove

El — Documents
My Submissions

By Workflow Status
Documents to be Signed

Submissions by Month

2. 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.

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

Search Q

+ Add E Remove

Confirmation x

Are you sure that you want to remove the collection?

=)

4. Click on the Add button, and a new entry will appear under the list of available
dashlets as (collection Name). While adding a new dashlet, mention the Title and
Description in the left-side fields.
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Set Up Your Dashboard x

Set Up Dashboards Set Up KPI Dashboard Set Up Layout

Title
Collection Name Search Q
Description
+ Add @ Remove
» — Documents
» eTMF
> Users
> Common
» Investigative Sites
> Queries
> Collection Name
> Collection Name

3 @ cCollection Name

5. Once all necessary changes are completed, click the Save button to apply the
changes.

Set Up Your Dashboard x

Set Up Dashboards Set Up KPI Dashboard SetUp Layout

Q
+ Add i Remove

» — Documents
My Submissions

By Workflow Status

800

Documents to be Signed
Submissions by Month

Popular Documents

Note: The checkbox(s) selected for each dashlet from the set up your dashboard window will
only display those tabs in the Dashboard.
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Docurnents Set Up Your Dashboard x

¥ Submissiony By Wuea dtatus  Docsrressr 1o he Sgned  Nopatar :)c-n.-n-'vn]

Set Up Dashdoards

S

(4]

Set Up KPI Dashboard

The Set Up KPI Dashboard allows users to configure key performance indicator (KPI) metrics

on the user’s dashboard. The selected dashlets are displayed on the top right corner of the
screen.

Steps to set up the KPI dashboard.

—

Click on the Set Up KPI Dashboard tab on the Set Up Your Dashboard window.

2. Expand the KPI Dashboard fields using the arrow and select the required checkbox.

3. Click on Reset to Default to revert all KPI configurations to the original system-
defined settings

4. Once all necessary changes are completed. Click the Save button to apply the

changes or click the Cancel button to discard changes.

Set Up Your Dashboard x

t Up Dashboard: I Set Up KPI Dashboard I

I O Reset to Default I

v KPI Dashboard

Total Documents
Expired Documents

Expiring Documents

sl

Open Queries

Cancel
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5. The selected tabs are displayed on the top right of the screen.

Training Team

183 W |o

& Eait Da ard © Configure Dashboard «

0Q

Documents '

My Submissions

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 tab.
2. Select one of the available options for Layout:
e One Column: Arrange all dashlets in a single vertical column.
e Two Columns: Splits dashlets into two evenly spaced columns.
e Three Columns: Divides dashlets across three narrower columns.
3. Click the Save button to confirm and apply the selected layout or the Cancel button
to discard the changes.

Set Up Your Dashboard x

Set Up Dashboards Set Up KPI Dashboard | Set Up Layout

I || I I
E I | L

One column Two columns Three columns
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Configure Dashboard

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

This includes two dashboards:
e Configure Dashlets
e Configure KPIs

» Room Module
l d = - 3 Dashboard
Training Team Collaborate Room v10.3 (Cws ) w» Collaborative Workspace ¥

Training Team Collaborate
183 E

£ Edit Dashhoard & Configure Dashboard ~

Configure Dashlets

Documents Configure KPIs

Configure Dashlets

The Configure Dashlets allows 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 next to the Edit Dashboard button. The
dropdown menu displays the Configure Dashlets, and Configure KPIs options.
2. Select the Configure Dashlets option, and the Configure Dashlets window will open.
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.

4. In the Access tab, select the roles from the dropdown menu under the Available for
the column to assign dashlets to specific roles.
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Configure Dashlets

Access

Default View Please select Set of Dashlets available for each Role
+ Add @ Remove

Title Available for

Administrators and above

» & eTMF Managers and above
Editors and above
» &= Users Disabled

5. Click on the Add button, and a new entry will appear under the list of available
dashlets as (collection Name). While adding a new dashlet, the user has to mention
the Name and Description in the right-side fields.

Configure Dashlets 9

_ Access

Default View Fruans amtect Set of Duahinns weminble for saet Aot

Name

Collection Name

Avaiaie for
» & Documents Managers and above v
» & oTMF -
» & Usors Administrators and above  ~
» & Investigative Sites Editors and above v
» & Comman Readers and above v

S m

6. Click the Remove button to initiate the removal process. Users can only remove the
newly added fields and not the pre-defined fields.

7. On the Confirmation popup, click the Yes button to confirm and remove the
collection, or click the No button to cancel the action.
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_ Access

N
Default View Please select Set of Dashlets available for each Role d
Confirmation x

|Are you sure that you want to remove the collection?l

8. Switch to the Default View tab, and select the required and appropriate checkboxes
for the roles mentioned - Reader, Editor, Manager, and Administrator.
9. Click on the Save button to save the changes or click Cancel to discard the changes.

Configure Dashlets D x
Access
Default View
m I Reader : t ]
+ Aad o
Title Reader
v & eTMF -
eTMF Health
=

Configure KPlIs

The Configure KPIs allow administrators to manage the key performance indicators (KPIs)
displayed on the user dashboard. It enables role-based customization of KPI metrics, ensuring
that users see the most relevant data based on their responsibilities.

Steps to set up the Configure KPIs:

1. Click the Configure Dashboard button and select the Configure KPIs option.
2. The Configure KPIs window will display two tabs on the left:

e Access: To select a Set of Dashlets available for each Role.

e Default View: To select the Default list of Dashlets for each Role.

3. On the Access tab, expand the KPI Dashboard fields using the arrow and select the
roles from the dropdown menu under the Available for the column to assign dashlets
to specific roles.
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Access X
Oetauit View L for waih b K Dastéced
I Readen and abowe D kP Davhtowd
rrenalratorns and stowe
Totel Documenty ] -
Daabied
£xping Documerna Readers and sbove
Opon Queries Nesders and abowe
Pwricce Revivw Do umers Seadery and above
CSENAtUNe Bnguesty Feadery and atowe

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

Configure KPis 5 x

Accesy

Default View

Iﬂeoder I V I

Tule Reader

» & KPI Dashboard L)

Total Documents

Countres D
=R

5. Click on the Save button to save the changes or click Cancel to discard the changes.
6. The selected tabs are displayed on the top right of the screen.
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Documents

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

My Submissions

The My Submission dashlet allows 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 Collaborative Workspace 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. Click on the Export button next to charts to export data in - Image, Excel, or
Clipboard format.
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My Submissions

W submitted

1

Submitted
Documents

(GRERRA

to Exce

5. Click on Cancel to discard the changes.

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 the Documents to be Signed tab.

2. Select the required and appropriate checkboxes from the Submitted name option to
select the document.

3. Click on the blue arrow (Go to the document), which will navigate to the document

index.
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Documents

My Submissions| Documents to be Signed | Submissions by Month

1-2of 2 (1 selected)

(m] Submitted Name

2> Data Privacy Agreement_Czech

(] = |9 FDA-Part-11-Certification_5-2-2014_Redacted

4. Click on the PDF icon to 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).

SiteMgmtDataPrvcyAgrme
Q ==
MK CONTACT LINT
P
(e e
® i f .
LR .

5. The metadata panel on the right side of the PDF window displays detailed document
information, such as Document ID, Document name, submitted name, Metadata, Info,
Related, Versions, Queries, signature, and History.

6. Click on the Metadata Tab.

o Document Metadata holds metadata details as needed, select or modify the
category, site, contact, and document type from the dropdown menus, fields
marked with an asterisk (*) are mandatory

o Add or update comments related to the document.

Save changes using the Save button or cancel to discard the changes.

o Workflow History shows the last history record.

O
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285407

SiteMgmtDataPrveyAgrmt

subininned Name

Data Privacy Agreemont Czach

Metadata

| « Document Metadata |

L_:

Not specified

q\g LTy W Select
Site Management: Data Privacy Agr¢ © ~

Data Privacy Agreement_Czech

©

SiteMgmtDataPrvcyAgrmt

7. Click on the Info Tab to view the Submission date, Submitted by, Submission type,
Index position, Version Number, etc.

Info

w
[l
W
b

Submission Date

27 Jan 2022 14:08:37

Submitted By
Editor 103

Submission Type

online

Index Position

Staging

Version Number Document Id File Size

% 285407 46,9 kB

8. Click on the Related Tab and perform the following.
o Click the + Add button to open a new window to add related documents.
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Related © Export All

% e

Related
%
Related Documents will be here
LY
3
-4

o From the pop-up window, select the relation type from the dropdown menu,
and by clicking on the browser document, the document will be browsed from
the document index folder and click on save to apply the changes or click the
cancel to discard the changes.

o Use the Export All option at the top-right to download all related documents
as a batch.

Add Related Documents x

Select type of relations and documents which will be related.

New Version v

Search for Docs to Add / Quick Select = search IBH:I'IISG Documents

No Related Docs have been selected yet

|Cance| | | |

9. Click on the Version Tab and perform the following.
o Check both the checkbox to select the version and use the Compare option to
identify changes between both versions.
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Versions

@® |(v]]2.0 27 Jan 2022 02:28:19 PM

OO File Name

Related Contact Details_List.pdf

i

P Created By
) ti_editor103@ti.com
Versions
Full Name
L7 Editor 103
Comments
- Updated Copy
4
:_) IZI 1.0 27 Jan 2022 02:08:36 PM =~ ==
]

o Click the compare option to open a new Compare 2 Version window.

[Compare 2 Versions| x

Version 2.0,27 Jan2022 v ) Setthisversio  Version1.0,27Jan2022 v ) Setthisversio

0 1/4>) — 1908% + Blv O g
- - — —
— 35
Ll --_-.
= S : : S

L}
1

Cancel

o Click on three dots (...) next to the version number gives the option to open the
contact details PDF, and click the cancel to close it.
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Versions
Version20 ~
[ Compare
v, 1/2 26 :

® ; 27 Jan 2022 02:28:19 PV :_
® [J20 Ja = =

File Name S E

Contact Details_List.pdf | :-—-

Created By = - — %

ti_editor103@ti.com

10. Click on the Queries Tab and it will address the document-related queries in this
section.

285407

SiteMgmtDataPrvcyAgrmt

Submitted Name
Data Privacy Agreement_Czech

Q Queries

Queries

11. Click on the eSignature Tab.

o The user can check and review the eSighature type workflow, and eSignature
status.
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eSignature Type

eSignature Status

) Reader Demo

(O Editor Demo

Parallel

Waiting for signature

Waiting for signature

o

cancel the eSignature process?’

r

Click the Cancel eSignature button to stop the current eSignature process, a
confirmation pop-up appears with the message: ‘Are you sure you want to

Confirmation

Are you sure you want to cancel the eSignature progess?

"P “

O Gaficar Darew

12. Click on the History Tab.
View the history of the document, that is updated by and with dates. The user

o

actions.

can filter activities by Activity Type or specify a date range using the From
and To fields. Use the Refresh History option to update the log with the latest
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&P History | & Refresh History|

Activity Type

All v

PR From To

dd MMMyyyy [E© dd MMMyyyy [E©

Open Document Metadata

eSignatur Updated by

Training Admin 1

27 lam 20725 02-52:52 EC
22 Jan 2025 03:53:53 EST

Open Document 22 Jan 2025 03:53:52 EST

ous Document Next Document )

o Use the Previous Document and Next Document buttons to navigate to other
documents in the queue or list.

13. To customize the columns displayed in the Document Dashboard, click the Manage
Columns, and a new window will pop up.

Q

(M Manage Columns & Views -

14. On the left side of the manage column window, a list of Available Columns is used to
add a title to the table.

15. Users can use the search bar to find columns. Check the checkbox available for the
title that the user wants to add to their view.
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Manage Columns

Available Columns

Q search

79 Columns 2 selected

(m] Title

Added By

Applicable Status Chang...

[]  Artifact

[]  Ashley's Favorite Food

16. In the Selected Columns section, the user can use the Move Up and Move Down
buttons to reorder the columns in the selected list. For each selected column, the user
can see its Title, Name, and Width.

17. Use the Order by dropdown menu to select a column for sorting the data. Choose
whether the user wants the sorting to be Ascending or Descending.

18. After customizing the columns, click on Save Changes to apply the settings or the
user can click Set View to apply and see the updated view. If the user wants to
discard the changes, click on the Cancel button.

19. To set the current selections and order as the default view, click Set View. After
finalizing the column selections and order, click Save Changes to apply them to the
document view.

| = Mous Up v Move Gown | Sedncd .
1 Columna 1 sakected
L e Nams waen
yowie n
B Submitied Nene 1ihe 0o

Sgrers compietetnrcent e
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20. Once the changes are applied, the user can click the Refresh icon to refresh the
Columns.

o #u
# | =

Q

M Manage Columns & Views

Submissions by Month

In the Documents dashlet, 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 final documents.
o Red represents rejected documents.

Ssbimnapm by Mo

|
.L.L (7] l_nll - I .I-II_II __|l. II..I ‘ | l. |_. I.I__I._ L -,I IIu_l-.I—.l _I.l_ |-‘,lll_‘ .' -‘~ - I.‘l_-, -t
T SRy ST AR ST P T XTI TE M S SEMby. S STII. SXTReg SXTN FEDNL T (S ST THINA JOONN, T ST ST SUIM TR K TR ST ST SR TG

- 7o

Popular Documents

In the Documents dashlet, 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:

1. Click the Popular Documents, next to Submissions by month.
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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. 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.

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.

Documents P

[Pogutar Docurmenss]

- 3ol 3{1 selected) S Dwm

L] Tite Category

2 0 COinkal Protocot Synopss Change Control Documents

+ 0 Workieg Demo Doc #) NoovCharge Control Docurments

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.

o

tegory
anChange Contral Documents

- y

hange Control Documenss

por-Change Control Docements

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

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

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

MName training

Make Default for Me

Make default for All

Save As New

13. 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.

14. 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 »

B Save View

DEFAULT VIEWS

@ Turn Off View

= Manage Views

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

& Views =
B Save View

DEFAULT VIEWS

@ Turn Off View

= Manage Views

16. 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.
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17. Check the box next to the view to manage.

18. After selecting a view, the user can delete it by clicking the Delete button.

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 »
“ reated by Me Shared by Me Shared with Me Detault View:
- Tine Created By
|
] Popular Documents i Reader 102
Popular Docs 2 Reager 102
Docs View Reader 102
I Cantel I I et |

Documents View

The Documents View 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.

Tsves

5. Clicking on the Word icon and the Word file will open with the TI document viewer.
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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

6. Perform various actions, such as (Print, download, Page navigation arrows, Zoom
options, Full page, Turn page, Search Icon, Image processing menu, Show and Hide).

1234 1112_ 28Nov2023
[+ - -

L) ;,; (B 1/1 54.55 + 5. ™ <
E3

7. Within the Metadata panel, access the Info, related, version, queries, and history
sections, make any necessary changes, and click Save to apply the changes.
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PAFALY)

1234 1112 _Magnificent_FinanDoc_28Nov2023
Sube ted Name
Investigator Financial Daclosure Form
E— Metadata
Metadss
« Document Metadata
i
0
»)
(.)b -
7
Site v
< GBR 1112 Ashley Magnificent -
x
9 % sel
Financial Documentation L
Investigator Financial Disclosure Form

L—d.. Lr‘ m

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

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

Use the pencil icon or Edit Comments option to add or update comments.
Delete any existing comments using the Remove Comments button.
Click Manage Columns to adjust the visible information in the table.

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.

B w

O No O
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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.

7'.}7.',"1‘

2. 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.

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

4. 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

DSE‘I as Restricted Document Contenti)

Import All & Apply Metadata

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

NoGOA

o

E =

Coaptry Gperrdh © wut Tral Ugaten 601 1F Dacarwr:

@ b Ot of LWty werares ae et Dacarwry

Submitted Documents for Billing

The Submitted Documents for Billing dashlet displays the number of submitted documents
within the date range starting from the 26th to the 25th of each month, by default.
Additionally, users can filter document submissions by specific countries, including site-level
documents for those countries.
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Submitted documents Tor Diling

Bifing sartdate 26 v Country Allcountries v
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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.

27% 70% 42% 24%

‘ Complety ' Comnplete ‘ Complete ‘ Complete ’
e Conrnry Vot g Se

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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Export Charts x

Collected W Overdue Unfulfiled

27%

258 of 948

Complete

70% 42%

220f 52

Co.r-npl'e—to. Complete
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Claimed & Unclaimed

In the eTMF dashboard, Claimed & Unclaimed sections 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.

=) S
g.
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Expired Documents

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:

—

Navigate to the eTMF dashboard, and select the Expired Document tab.

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.
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.

| © Add New Version I Export Documents Metadata

Add New Version %

Lab Certification _CLIA.PDF

Document date: 14 Sep 2021 09:14:10

File size : 194.7 KB
Available Methods:

(&

./

"

P~
( 8)

rsion was already submitted. Remove

document from the list

Cancel

The options available are configurable by the room administrator in the Settings area.
If Replace the Attachment is chosen, click the Browse button and locate the new

version of the file.
Set the new expiration date, and give the reason for the replacement in the comment

box.

CL: Public
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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.

Add New Version x

Lab Certification _CLIAPDF

Document cate: 14 Sep 2021 091410 Flesize 1 1947 KB

Available Methods

Certificate of Liabllity insurance_pdf.r.pdf

0 3

C;’"(él m

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

< |9 TestDocJL03

Test Doc JL

O 0O O
¥

< |9  AffiliationForm_Jun22_Lorenzo
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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.

© Add New Version I Export Documents Metadata

Export Metadata Step1 ® O %

Export Options Export Options

Source

Select Metadata Fields

(@ selected records

(O All documents in the current grid

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, if the

user wishes to go back click on the Previous button or click Cancel to discard the
changes.

Export Metadata Step2 O ® X

Export Options Select Metadata Fields

[ submitted Name @ |
Select Metadata Fields 6 [ Document Date @
[ Document Type @ |
[ Expiration Date € || Comments @ ]

x

|50rt By Alphabet A |T

+ [m] 79 Metadata Fields & Sclected -

Cancel [ Previous ] m
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Rejected and In-Clarification Documents

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.

=

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 queries you have received.
3. Review the list of documents displayed with their details (e.g., Submitted Name)
4. Select the required document and 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.
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eTMF

My Querles

= Any v ) Any v } Any q
1-50f9 (0 selected)

Submitted Name

Training Test Document_2

= =4 ProtocolAmendment_addendum_March22
’ - InformedConsent_sampie2
T 9  |ECIRBRoster_pdf-r

6. Click on 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.

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 * Respond to Queny

- M Manage Columns & Views -

M Previous 1 of2 Nexthp M
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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.
e 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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Collaborative Workspace

The Collaborative Workspace group of dashlets is exclusive to Tl Collaborate rooms and
includes dashlets that provide users the visibility and access to documents required to be
approved and electronically Signed. Additionally, users get clarity on the pending
collaborative reviews and the document life cycle.

To access the Collaborative Workspace dashlets, follow the steps below.

1. Login to a Collaborate room or select the Collaborative Workspace module from the

Modules dropdown.
2. Navigate to the bottom of the Dashboard page to access the Collaborative
Workspace dashlet.

. Heom Madusm
‘ M Duashboand
- Colaborative Warkapacs «

DoCuments 10 Apgrove

3t 19 (0 seiected)

Users can access the following dashlets exclusive to the Collaborative workspace.

Documents to Approve

The Documents to Approve dashlet displays a list of documents that require users’ approval.
If the user belongs to a pool of approvers of the same level, documents may be approved
without user intervention.

To access the documents to approve, select the document and click on the arrow to open the
documents in the document view.
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A
Q

Collaborative Workspace

Documents to Approve

1-7of 19 (0 selected)

Q

Goto the document  THIE Category Document type
DP Demo Doc Change Control Documents Biostats. ChgCrtrl
> SOP Template New  Change Control Documents Blostats_ChgCntrl
2> Change Control Documents Blostats_ChgCntrl
> Demo 123 Trial GL

Documents to Sign

This dashlet shows a list of workflow documents awaiting the user's signature in Tl. Some
documents may require serial signatures and will only appear once it is the user's turn to sign.

To access the document for signature, select the document and click on the arrow to open
the document signature interface, which utilizes the implemented signature engine (Tl Sign,
Adobe Sign, etc.)

Collaborative Workspace S
Documents to Approve | Documents toSign Pending Collaborative Reviews Document Life Cycle
1-2 of 2 (0 selected) < 0 Manage Columns € Views ¥
Title Category Document type
Trial GL
2> Change Control Documents TMFMgmt_ChgCntri

Pending Collaborate Reviews

This dashlet displays all documents that are currently open in Team Edit mode for
collaborative review by the current user.

Users can choose to view the documents pending review for All users (default) by selecting
the All Open Reviews option. Additionally, users can select the My Pending Reviews option
to view documents only for themselves.
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Collaborative Workspace &y <

Documents to Approve  Documents to Sign  |Pending Collaborative Reviews | Document Life Cycle

All Open Reviews v

My Pending Reviews

All Open Reviews

Review Tite Due Date Participants Owner

Q

< 25 May Demo Doc Admin 10...

<  Working Demo Doc #1 Loren... Lucky Charms Demo Admin

To access the documents pending collaborative review, click on the arrow to open the
Collaborative Review tab from the documents metadata panel.

Ql

Collaborative Workspace '

Pending Collaborative Reviews Document Life Cycle

All Open Reviews v

Q

1 -3 of 3(0 selected)

| Ga 1o the document &w Title Due Date Participants Owner

25 May Demo Doc Admin 10,

2 Working Demo Doc #1 Loren, Lucky Charms Demo Admin

Document Life Cycle

This dashlet displays documents based on their review status. Users can select a review
status from the dropdown options and view documents in that particular status. For example,
documents in the below-mentioned review status can be filtered and displayed.

e Any

¢ Pending

e Review In Progress

e eSignature Requests

e eSignature in Progress

e eSignature Completed

e Rejected

e Approved

e Effective

e Periodic Review Required
e Periodic Review Overdue
e Periodic Review in Progress
e Obsolete
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Collaborative Workspace Y

we | Document Life Cycle

tatu Any v
sl & Dwmanage B—
Pending
ory Document type Life Cycle Status
Review In Progress
> eSignature Requests e Control Documents ClinOps_ChgCntri Approved

esignature In Progress

= 3 1 wents Monitoring_Chg 1 T OV
> esignature Completed pe Control Document fonitoring_ChgCatr Approved

Dainssast

> 8IO Change Control Documents Blostats_ChgCntri Approved

Common

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. 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.

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

Welcome Training Admin 1,
This TiCoMaborate space is intended to be used for study collaboration of secure information. You will be able to access the documents according to the privileges assigned to you.

i you require technical assistance, please emall helpdarnalinte

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
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.

—

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.

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

CL: Public Page 84 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

@ INTERACTIVE

.........

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.

—

Navigate to the Common dashboard, and click on the Project Links tab

2. Click the Create button to add a new link to the tab.

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.

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 etc.

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

CL: Public Page 85 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

@ INTERACTIVE

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

Monitor the Complete % to assess how much of the task has been finished.

To manage the view toggle between All tasks and My tasks views.

Click Export to download a copy of the task information for further review or
reporting.

o g s

@
e ) s EERN ) ) )

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.

Steps to Use the FAQ tab:

1. 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.
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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:

—

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 + sigh 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 the review of questions.
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DOCUMENTS LIBRARY

The Documents Library is the central repository for all the clinical trial documents in their
original digital format with Digital Sighatures wherever applicable, records, or documents
converted from one format to another such as paper documents, images converted to PDFs,
videos, and recordings about trials.

Here, users can configure and store essential documents about clinical trials, view and edit
document attachments, manage security privileges, import and export documents and their
metadata, and mail them to other users among many other functions.

To comply with eTMF Completeness, users can track the progress right from the document.
To access the documents library modal, follow the steps below.

1. Select the Collaborative Workspace module from the Module dropdown.
2. Click on the Documents modal from the left-hand navigation menu.

b Room Module
l g Documents Library

Training Team Collaborate Room v10.3 ((WS ) w Collaborative Workspace w

Document » & Manage Security Mass Coding AN import « ¥ Export -
View by My Submitted v [+ o : ‘ B : ;

1- 22 of 22 (0 selected)

~
~

Docurnents Liboary

ey SuslinaSion 22 Docu... Document type t Title

- 797392 nyTl 2.0 UAT Draft

855687

ool 858704 Biostats )

711736 Biostats_ChgCntri

The Room Index

The Room Index is structured as a tree-like system, with the Index as the root folder. It
consists of parent and child folders, which can either be cloned during room creation or
created from scratch. Each Trial Interactive room can have a completely customized index
structure, as no two index configurations are necessarily identical. Documents emailed to a
room's inbox address are stored in each user's Inbox folder unless the room is configured
otherwise. Documents uploaded directly to the room without metadata appear in each user's
Upload folder, while those uploaded with metadata are placed in the default folder location,
typically the Staging folder. Depending on room configuration, documents can also be
uploaded directly to other index folders. If a folder contains subfolders, clicking the arrow
next to the folder or double-clicking it will expand and display the child folders. Similarly, an
expanded folder can be collapsed by clicking the arrow next to it. Viewing documents within
a folder requires selecting the folder, which then displays the stored documents in the
documents grid at the center of the screen. Selecting a document from the grid loads its
metadata in the Metadata Pane on the right side of the screen. In addition to the Metadata
tab, the Metadata Pane may also include Workflow, Queries, Versions, History, and eSignature
tabs, depending on the document's context.
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Configuring the Index Structure

The index structure of a room will be cloned from an existing room or a client-specific
template room. Normally, any changes to the standard layout would be indicated in the
configuration manual and addressed before the room is used. However, administrator-level
users can make changes to the room index structure.

Note: It is recommended to be fully trained by a Trial Interactive Product Trainer to ensure
the changes need to be made. Deleting a folder containing documents will immediately
delete all of the documents within. It is highly recommended that to work with the Trial
Interactive Service Desk if to make any alterations to the index structure of a study room.

Add New Folders

Administrator-level users can add new folders to the index structure of the documents
module from the Index pane. There is a three-dot menu under the view selector menu.

To add new folders, follow the steps below.

1. Click on the three-dot menu and select the Modify Index option from the dropdown
options. The Modify Index window opens.

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

CL: Public Page 89 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

B Document =

View by Index
Filters Show Empty Fo... | o
oo 0 A 1-20 of 20 (0 sf
Q Search by folc o =] —
v B Index £ Modify Index

» BB Study Collaboration 78
5 L. Export Index

B8 Staging 20 -
» BB *Share 4 s
» BB *Upload 61 U

2. Hover over the parent folder, or hover over the index to create a new sub-folder, and
click the + icon to add a new folder.
Note: The index structure may appear different from the one shown in the image
above since index structures can be customized on a room-by-room basis.

3. When the folder is created, name the folder and press the Enter Key to save the name.

4. Perform any other desired index modifications and click on the Save button.

Modify Index x

v &5 Index
» & *Share
» B Study Collaboration
2] Staging
v = [e]s =

i New Folder

» @& *Upload
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Edit or Delete an Existing Index Folder

Administrator-level users can delete or edit the names of existing folders to the index
structure of the documents library module from the Index pane by accessing the three-dot
menu under the view selector menu.

To edit or delete an index folder, follow the steps below.

1. Click on the three-dot menu and select the Modify Index option. The Modify Index
window opens.

I Document =

View by Index
Filters Show Empty Fo... | o
SARTE 0 A 1-20 of 20 (0 sf
Q Search by folc o =] —
v = Index £ Modify Index

» BB Study Collaboration 78
5 L. Export Index

B8 Staging 20

O &
[Er—  ©

» BB *Share 4 o
0 &

» BB *Upload 61

2. Click on the edit (pencil) icon and modify the folder name.
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3. Click on the Delete icon and confirm the folder deletion by clicking on the OK button
on the Folder Deletion confirmation popup.

Folder Deletion x

Do you want to delete folder Trial with subfolden's) wich contain 2 documents?

There afe inprogress documents i the workfow associated to this folder or s subfolders, Dedeting this fodder will tear the suto
routing foider data for these documents

Also, this foider Is 5e¢ as the related folder for one or mare document types

FREEE “

4. Perform any other desired index modifications and click on the Save button.

Note: It is recommended to be fully trained by a Trial Interactive Product Trainer to ensure
the changes need to be made. Deleting a folder containing documents will immediately
delete all of the documents within. It is highly recommended that to work with the Trial
Interactive Service Desk if to make ANY alterations to the index structure of a study room.

Edit Country and Site Level Folders
The country and site-level folders are greyed out and are not editable from the Modify Index
window. These folders are controlled by the template folder settings.

Note: Refer to the Countries Template Folder and Site Template Folder settings from the
Settings module.
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Exporting the Index Structure

Export index allows to export the index structure of the room. Users can choose to export the
index for the chosen folder or only the index outline. The index can be exported in either
HTML, Microsoft Excel or Microsoft Word format. Besides these, users can also choose to
export empty, or system folders as well as documents unpublished to the eTMF.

To export the index, follow the steps below:

1. Click on the three-dot menu and select the Modify Index option from the dropdown
options. The Export Index window opens.

I Document =
View by Index &

Filters Show Empty Fo... i

1-20 of 20 (0 sf
Q Search by folc e [==1 ~

v P= Index £ Modify Index

» BB Study Collaboration 78
5 L. Export Index

B8 Staging 20

O &

» BB *Share 4 O R
» BB *Upload &1 = =

2. On the Export Index window, perform the following.

1. Select Export Index or Export Index Outline by clicking on the radio buttons.

2. Select HTML, Microsoft Excel, or Microsoft Word from the Type dropdown
options.

3. Click on the Export Empty Folders checkbox to retrieve empty folders as well.

4. Click on the Export Empty Folders Only checkbox to retrieve just the empty
folders.

5. Click on the Include Unpublished Documents checkbox to retrieve unpublished
documents.

3. Click on the Export button.
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Export Index x

Expon options

HTML

4. On the success message popup, click on the Get Results button.

o Exporting Index (GL [20])

Success! Task is complete.

5. On the Job Result window, click on the Export Results link.

Job Result x

Export results

Close
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Views

The Views functionality enables users to customize the left-hand navigation pane in the
Documents module and select documents based on specific categories.

Apply a View

To access and apply different views, follow the steps below:

1. Open the Documents Library modal from the left-hand navigation pane and click the
View By dropdown. The index view is applied by default.
2. On the View Documents By screen, choose a view from the available categories.
3. Click the pin icon to pin a view if needed.
4. Use the View Options to customize the selected view.
5. Click on the Select button once, the require view and view option is selected.
WOcument> @ Managesecurity B MassCoogng P irpont~  $hports  BEma - <
. I 1-20 of 20{0 selested) [BE) Dminsgecoumis  © Tsders  ® Defa
/72 x
i 8 = | ]
My Edits By Status Edits in Progress Group
Obsolete Documents | Own By Reviewer eTMF Completeness Posted Date
Site My Workflow Document Life Cycle Working Documants User Security
Assignments
Country By Workflow Document Type Documents Security
My eSignatures
Query By Sender Tog
My Submitted ~
Query By Reciplent Redactions
My Planned
Processing
My Favorites
Responsible Party
My Recents
Deleted

Recently Edted

View options:

Note: View Options differ based on the view selected.

Pin and Set Default View

To pin and set a default view, follow the steps below.

1. Select a view and check the Set Default for all Rooms checkbox to make that view
default across rooms.

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

CL: Public Page 95 of 306



» TRIAL

d INTERACTIVE

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

View Documents By 4
(o] On N
8 D O
MY Lat WO LOW CUMENTS OTHIN
My Edits By Status Edits in Progress Group
Obsolete Documents | Own By Reviewer eTMF Completeness Posted Date
Site My Workfiow Document Uife Cycle Working Documents User Secunty
Assignments
Country By Workflow Document Type Documents Security
My eSignatures
Query By Sender Tag
My Submitted L
Query By Recipient Redactions
My Planned
View options: I 7] Set Dot

2. Click the pin icon to pin the view. Pinned views appear in the View By dropdown. To
view all available options, click the All Views button.

View by Index

Alters Show Empty Fo...

Pinned View x

& all Views

Site

Country

Edit View Documents By screen

To edit the View Documents By screen, follow the steps below.

1. Open the View Documents By screen and click on the Edit icon.
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2. Click on the Group Name icon and select an icon from the available list to have a
different icon for the group.

3. Enable or disable the toggle switch of a Group Name and View Name to control their
visibility.

4. Modify the Group or View Name if required.

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

View Documents iy '_: x
E - a
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View aptions

=

6. Click on the Change Log icon to view the Change Log History.
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View Descriptions

Each view is organized into different groups.

¢ Index: Displays all documents in the room based on their index location.

e Obsolete: Displays all documents that are marked as obsolete.

e Site: Shows documents organized by their site association.

e Country: Displays documents grouped by their country association.

e Query By Sender: Organizes queries by the sender. Users will see different queries

depending on their access level. Administrators can view all queries in the room or
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choose to see only their own. Other users will only see their queries unless granted
additional privileges.

Query By Recipient: Organizes queries by the recipient. Depending on the user’s
access level, administrators can view all queries or choose to see only their own, while
other users will only see their queries unless granted additional privileges.

My Edits: Organizes documents by Team Edit, Online Edit, Offline Edit, and Overdue.
Documents | Own: Organizes and displays documents bifurcated by the folders where
the user has uploaded documents.

My Workflow Assignments: Displays documents organized by workflows that the
user is a part of.

My eSignatures: Displays documents requiring eSignature, allowing users to perform
eSignature-related functions.

My Submitted: Shows documents that the user has submitted or uploaded.

My Favorites: Displays documents marked as favorites by the user.

My Recent: Organizes and displays documents based on the recently accessed
documents by the user.

By Status: Groups documents by their Change Control and Administrative QC
Workflow Assignments.

By Reviewer: Shows documents currently claimed by QC workflow personnel.
Administrators can reassign claimed documents to other reviewers.

Document Life Cycle: Categorizes documents by their current state in the life cycle of
the document processing.

By Workflow: Organizes documents by their workflow association.

Edits in Progress:

eTMF Completeness: Organizes documents and placeholders by the related entity
(e.g., Study, Countries, Sites, or IRB/EC).

Working Documents: Focuses on missing documents and placeholders, allowing users
to drag documents onto placeholders for coding and fulfillment. The Staging, Upload,
and Inbox folders are available from the lower panel.

Document Type: Organizes documents according to their assigned document types.
Tag: A metadata field that links documents. This view groups documents by their
assigned tags, with one document potentially linked to multiple tags.

Redactions: Shows documents identified as containing protected content, organized
by the state of their redaction.

Processing: Shows documents bifurcated within the following categories.
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o Optical Character Recognition
o Page Count
o PDF Conversion
o Responsible Party: Displays collected and missing documents organized by their
Responsible Party association, requiring responsible parties to be in use in the room.
o Deleted: Displays all deleted documents, with options to restore or permanently purge
them from the system.
e Recently Edited:
e Group: Displays documents organized by their affiliated group.
e Posted Date: Shows documents organized by the date they were added to the study
room.
e User Security: Groups documents by their affiliated security access group.
e Documents Security: Organizes documents that have specific document-level

security applied.

Documents Grid Views

Immediately above the Documents Grid are the Grid and Card View options which allow the
user to switch between Grid View and Card View.

To apply different views to the Documents modal, follow the steps below.

1. Select a folder with documents in it and the documents will be listed in the Documents
Grid.

2. Navigate to the top section of the Documents modal and switch between Grid View
and Card View by selecting the respective view buttons.

I Document « 8 Manage Security £ Mass Coding S IMport - ¥ Export - & Email - -
Vigw by Index N o
Filters Show Empty Fol... n
5 u Y| @ nanage colu Filter

1-20f2(0selected) Expand 2

L
Q
-

Q Search by fol = - -

Submitted Name Document Issue
w5 Index
» ol Regulatory Submission
» W Counry 2
» W Site & - Regulatory Authority Decision US Portfolio POF

B Training Certificates 0
M Staging, &

M Rejected ©

3. Click on the Grid View icon to view all documents within a folder in a list format.
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& Document « & Manage Security £ Mass Coding X e ¥ Export = = Email - -
Gnd View
1-20f2(0selected) Expand 2 | =8 M Manage Columns % Y Filters
Submitted Name Document Issue

Regulatory Submission

Regulatory Authority Decision US Portfolio PDF

4. Click on the Card View icon to view documents within a folder as individual cards.
Each card represents a document and includes key information and a thumbnail image

to visually represent the document's content.

T W Export v = - Q Emer kevwon

B Docurment = 8 Manage Secunty & Mass Coding A Import
Card View

4]
-
-~

‘

1-2 o6f 2 (0 selected) Sort By Submitted Name v 1 Esa T Manage Colurmns

1ted N¢

Regulatory Submission

rard N T 1550¢

Regulatory Authority Decision US Portfolio PDF

®

Geecang Dacument

Prevem

Manage Columns

Users can configure which columns are displayed in the Document Grid irrespective of the
Card or Grid View selected. This function is not limited to the Documents library module and
any grid in the system can be configured to the users’ preferences.

Manage Columns - Card View

To manage columns within the Card View, follow the steps below.
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1. Click the Manage Columns button from the top-right corner of the documents grid.
This opens the Manage Columns window.

1-350f 35(1 selected) ‘éln C YHRiw » v
» Name Agged By Subrmated On Published Date Dotument Type
Admun 103 16 Oct 2023 08:34 ‘ Public Rogsstration
) " - Ediitor 104 16 Oct 2023 0545
Editer 104 18 Oct 2023 08:46 IRB/EC Waiver Form
- Editer 104 18 Oct 2023 08:55 Publlic Registration

2. The Manage Columns window will open which displays the following panels:

a. Available Columns Panel: This panel displays the list of all available columns in
a room.

b. Selected Columns Panel: This panel displays the list of all columns that are
selected and added from the Available Columns.

c. Presets:

3. To add a column to the Selected Columns pane from the Available Columns pane,
drag & drop a column within the selected preset in the Selected Columns panel.

4. Alternatively, double-click on the columns in the Available Columns to add to the
Selected Columns.

5. To remove the columns, click on the x icon of a particular column within the Selected
Columns section.

6. Rearrange the columns sequence by dragging and dropping the columns into the
desired order.

7. Click on the Save Changes button.

Manage Columns

Pressts

Avallabée Columns Selected Columns

29 Calummn | seinctast

&

A Audr Dane

MO ACKIE By W el

LT Audx, Prodie

=
i

= B
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8. On the Save View popup window, perform the following

a. Name: If the view is new, provide a unique name. For an existing view, leave
the name unchanged, if required.

b. Make Default for Me: Choose whether this view shall be set as default by
enabling the toggle switch.

c. Make Default for All: (Admins Only) Select whether this view should be the
default for all users in the room. Users can change their default view later, but
this will initially set the view for all users.

d. Save As New: Decide whether to save this as a new view by enabling the
toggle switch. For editing an existing view, do not select the option to save it
as a new view.

9. Click on the Save button.
10. Once saved, the view will be listed in the available views, which can be accessed from
the Views dropdown menu at the top-right of the Grid.

Save View x

Name | View 1[

Make Default for Me

Make default for Al

Cancel

Once the view(s) are configured, users can perform the following
e Save View
e Share View

e Manage Views

Manage Columns - Grid View

To manage columns within a Card View, follow the steps below.

1. With the Grid View selected, click on the Manage Columns button.
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B Document 8 Manage Security & Mass Coding A import « ¥ Export = & Email o - Q Enter keywor

ad

1-2of 2(0selected) Expand 2 ] n [T Manage Calumns I =

Submitted Name Document Issue

Regulatory Submission

Regulatory Authority Decision US Portfolio PDF

2. On the Manage Columns screen, perform the following

a. Select column headers from the Available Columns section and add them to
the Selected Columns section.

b. In the Selected Columns section, select a column and click on the Move Up and
Move Down arrows to re-arrange the order of the columns.

c. Adjust the width of the column by increasing or decreasing the value.

d. Click on the - sign to remove the column from the Selected Columns list.

e. Click on the Order by dropdown and select the criterion from the available
dropdown options.

f. Sort the columns in Ascending and descending order by selecting the
necessary option.

g. Click on the Save Changes button.

Manage Columns x
Available Columns Selected Columns ° 0

Q searct [ A Move Up v Move Dowr lo [Cn‘llv by Selecy - “ Asc . ]
#9 Codumns 2 selecteg 2 Columns 1 seected

- Title L Tile Naume Wit

Acced By $SALCedEES 100

Apphcatie Stans Chang.. $sAnifaass

Al Audit Date

At Audit Erroe trackes

Sl = ] o [

Save View
To Save the view using another method follow the steps below.

1. On the Documents screen, click on the Views dropdown and select Save View option.
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Y Filters @ Views = d

B Save View

DEFAULT VIEWS

& Turn Off View

RECEN

T VIEWS

Index

C

@ View 1

= Manage Views

2. Make the necessary configurations within the Save View popup as mentioned above.
3. Once the view is saved, it will be available in the list of all views. This list is accessible
from the Views dropdown menu at the top-right of the Grid.

Share View

Once the view has been saved, it can be shared with any other room user. This is particularly
useful when a new team member is brought on, as they may not be familiar enough with Trial
Interactive to easily find the necessary information via the Grid.

To share the view, follow the steps below.

1.  Open the View menu at the top-right of the Grid and select the Share View option.
This opens the Share window.

B Document + & Manage Security & Mass Coding A+ imoont . ¥ Exporty M Ema - v Q Enter keyw R Documents Cart 0 ®
1-35 of 35 (0 sefected) s D Mansge coumn: o Y m i
Ly
Name Aoded By Submitted On Published D.. Dotument Type A_ES Save View
. Adrren 103 16 0Oct 2023 .. Public Registravon
- Bdtor104  160ct2023. [ & wview |
- Editor 104 16 0ct 2023 .. IRB/NEC Walver Form
< - Editor 104 1602023 .. Public Registration © Naw Vieor
& (55
- AGmIn 103 180ct 2023 .. Waer of IRB or IEC Requireme.. ® Defaul
< - 250ec12023.. 250¢t2023 Trial Management: Fllenote B Manage View

2. Choose users or groups of users from the list at the left. Move these users to the right-
hand panel by clicking and dragging or by hovering over the listing and using the +
symbol at the right side of the line.

3. Click on the Share button.
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Share ,
B Selectod members
8 Columes 3 wooTe
* - [Q senc
Name Emnal
13 Colurmns G sulected
@ B 25tp Workllow - Incesong
L) Sarne
= B B 1swpworkflow - Approval.,

3] ‘ B8 D 25wp Workflow - Review

@ W 0o ABC1 170 dlastatestician

W 000 ABCH 170 -Clrveal Data Manuagerent Support

W 506 ABC211TOCrvcal Dina Mariagar

Cnenl m

Manage Views
If the room has multiple views created in a room, and if they are visible to all users, it is
possible to see all the views in a room.

To display all views, follow the steps below.

1. Select the Manage Views option from the from the Views dropdown.

B Document » 8 Manage Security B Mass Coding 4 umport v W Export ¥ =i - Q Enter keywor ® Documens Cano v
1-35 of 35 (0 selected) () @ ransge colume T TYrws ®NewViews [0
Name Added By Submitted On  Published D.,  Document Type A B Save View ¢
* Shace Vit
o Admin 103 16 0ct 2023 . Public Registration +
— B
- coorios s0azm. .
® Turn Off View
- Editor 104 16 0ct 2023 . IRBAEC Walver Form
< - Edtorios  160ct2023.. Public fagistration
- >
- Admin 103 18 Oct 2023 .. Walver of IRS or IEC Requireme & D¢
a < x 250t 2023 .. 250 2023 Triad Management: Flienote

2. The Views window opens which contains the following tabs:

a. All: This displays the list of all the views in a room.

b. Created by me: This displays the list of all views that are created by the user.

c. Shared by me: This displays the list of all the views that are shared by the user
to the other users.

d. Shared with me: This displays the list of all the views that are shared with the
user by the other users.
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e. Default Views: This displays the list of all default views.

Views x
“[ Created by Me l [ Shared by Me l [ Shared with Me H Default Views

O Title Created By

O Default Steve Clark

O Reader1 Reader 104

O Default 1 Admin 102

O Newdemo Admin 103

O Newdemao 1 Reader 104

O Ashwini trainingreader2@ti.com

O Test View trainingreader1@ti.com

[ —r PR S SR N N PR - e

Cancel |

3. To delete a view, select a view from the list and click the Delete button at the top right
corner of the window.

Preview and View a Document and its Metadata

The Document Metadata panel allows users to view the document metadata and the
document in separate panels in the Collaborative Workspace/Document’s Library module.

Viewing Document Metadata

To access the Document Metadata, follow the steps below:

1. From the Documents Library module, select the document from the grid.
2. Click on the Hide arrow to open the Metadata Panel.
3. The Metadata Pane opens and displays the Document Metadata by default.
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1-10f 1(1 selected) nE] © manage Coun c ® New View * 150230
e 2
7 Advanced v + Tithe like GL Document GL Document_05Mar2025

v Title Submi.. T Docume. Documen.., Current W. Effey

GL Document

E=3ll Metadata
Metydata

~ Document Metadata

= GL Documen| 05 Mar 20... | Training A.. | eSignatur...

i
0

&
Trial
| #4
GL o v
® Select
G‘Q r GL Document
05 Mar 2025 20
GL Document 05Mar2025
Teairnenns Adman 1
conce s |

Editing Document Metadata

Users with appropriate access levels can edit document metadata as follows:

¢ Administrator-level users can edit metadata for all documents.

o Editor-level users and Manager-level users with Document Manager permission can
edit metadata for all documents.

e Editor and Manager-level users can edit metadata for non-final documents.

o Reader-level users do not have permission to edit metadata for any document.

To edit document metadata, follow the steps below.

Select a document by checking the checkbox.

Modify the fields in the metadata panel.

Click Save to apply the changes.

Click Save & Next to edit metadata for the next document in the grid.

INFAENES
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110011 selected)

o A .
< ¥ Rilters ® New View | e

savncedv | |+ R Gt Document_05Mar2025

GL Decument

Title Subm

Documen Current W, Effes

L Docurmety) 05 Mar20_ | Traning A | eSgnatur...

=8 Metadata

Metadats

= Document Metadata

H
v
&
Trial
v
GL o~
® Select
% GL Document
0% Mar 2025 o

GL Document_05Mar2025

Teaining Admin |

Cancel lﬂ

Viewing Documents in Document Viewer

To view the documents in the document viewer, follow the steps below.

1. Select a document from the grid by clicking on the checkbox.

B Oocument » 8 Manzge Security 8 Mass Coding 4 import ¥ ¥ Export ¥ =
1-350f35(1 selected) (22
(=) Name Added By Submitted On Published
Admin 103
0 . o Editor 104 16 0ct 2023 ...
[ . o Editor 104 16 Oct 2023 ...
O AL Editor 104 16 Oct 2023 ...
(] . e Admin 103 18 Oct 2023 ...
0 . poa 250¢t2023...  250ct 20
0 A Demo Admin 30 Oct 2023 ...
0 ; Admin 102 06 Nov 2023 ...
O A b Admin 102 06 Nov 2023 ...
O A o Admin 102 06 Nov 2023 ...
- = a2 A% &in AR
Grid View 7 Docurment View ]

2. Click on the Document View tab at the bottom of the grid. The Document and viewed
in the Original as well as the TI Document Viewer.
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l SITE CONTACT LIST

Click hera to switch
between Original and Ti
Document Viewer

[

B=

Note: Documents can also be previewed by hovering over the document icon within the grid
view as in the screenshot below.

of 2{1 selected)
=) Generated Name

NINE- 12385 _ienote_ 250023

A | P llenote._240ct2023

Copying or Moving Documents

Users with necessary access permissions can drag and drop documents from one folder to
another. Dragging and dropping documents across folders will not alter the metadata applied
to the document. However, if a document manually copied from one folder to another, users
need to re-code the document.
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To move documents to other folders, follow the steps below.

1

Select the document(s) to be copied or moved from the grid.

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

2. Drag and drop the document to the intended folder in the Index Pane.

Room

g3

\s

View by Index
> B
Filters Show Empty Fo...

Q Search by fo

B Document

o "
=
/7 Advanced

& Index
» B Study Collaboration 73

Bs Staging 20

[9 Holkd CTRL or SHIFT to copy

Training Team Collaborate Room v10.3 [ Cws

1-90of 9(1 selected)

Module
w5 w Collaborative Workspace w
& Manage Security 8 Mass Coding
v +
Title

Changs Conrol

Documents Library

A Import « ¥ Export »

Submitted On Document Dwner

13 Jun 2023 01:02

19 Dec 2024 03:53

Training Admin 1

19 Dec 2024 04:46 Training Admin 1

20 Dec 2024 00:29 Training Admin 1

20 Dec 2024 00:32 Training Admin 1

Grid Filters

This section explains the filters in the document grid.

Document Library Filters

To apply standard and advanced filters, follow the steps below.

1

In the Collaborative Workspace module, click on the Filters option.

2. Two options appear: Advanced and +. Click the + icon to add a filter.

1-90f 9 (1 selected)

/7' Advanced v

L Title
Developers S
@ Test Docume
& Test Docume

Test Docume

H B @ Manage Columns o @ New View v
Submi.. t  Docume... Document... CurrentW.. Effective...
13 Jun 202...
19Dec 20... Training A..  eSignatur...
19Dec 20... Training A.. Pending
20 Dec 20...  Training A... eSignature

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

CL: Public

Page 110 of 306




‘= -I-NR_II_‘%II-QACTIVE Trial Interactive v10.7 Collaborate - User Guide v1.0

3. Within the dropdown menu with various field nhames, select the desired filter fields and
click on the Apply button.

# Advanced v l |[.’e5':': ter G
60 Filcers 3 selected

[ =
Added By

) - Amendment Number L
8 . Artifact )
(] Category

1]
- (] Cloned From
B , = () Converted Document Hash i
() Current Workflow Stage -
] L

Clear Cancel m
0 [ L5 14

4. The selected filters will display above the grid. Use the dropdown arrow next to each filter
to apply specific conditions as needed.

# Advanced v l © Added By v G|AmendmentNumber v| © Artifact v

] Mame Contains blished D...

[ . Is blank

Is niot blank Cancel m
o ,

5. To remove a filter, select the Clear option within the filter dropdown.

# Advanced v l E] o | Amendment Number v| © AddedBy v © Artifact v

Is not blank “*

] M ubmitted On Published D...
Clear Cancel

] . —_— 6 Oct 2023 ...

Creating a New Filter

To create a new filter, follow the steps below.
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Click on the Advanced button and select the + Create New Filter option above the
documents grid. The Create Filter window opens.

B Document « & Manage Secur 8 Mass Coding Nl

nport «

i
1-90of 9(1 selected)

xport v~

I -

'I © Create New Filter I

= Manage Filters

Title Submitted On

Developers Sites

Document Owner

13 Jun 2023 01:02

19 Dec 2024 03:53 Training Admin 1

19 Dec 2024 04:46 Training Admin 1

20 Dec 2024 00:29 Training Admin 1

2. On the Create Filter screen, enter a title for the filter and click the + Add Filter button.
Create Filter

Include records that match @@ (

any

_none ) of the following filters

+ Add Filter

Cancel

3. Click the dropdown and select a field to apply filters for.
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Create Filter

Title

Include records that match @ {_none ) of the following filters

Q|
Restricted Document Content ($NeedRg

Cloned From ($ClonedFrom$)
Zone ($5Zone$s)

Section ($35ection$$)

Artifact ($5Artifact$$)

-

4. Select the logical operator and enter the value for the selected field.

Create Filter

x
Filters
relude records that vv-.":ho v e ) of the folioaing fiters S .
Current Workflow Stage ($$Curre v like v o
noe ke

greater than
equal or greater tf
equat

e
net equal

5. Click on the Create button.

6. The filter will appear above the grid. Select the filter to apply it to the grid contents

B Document~ @ Manage Security

0-00f0(0selected) Expand 30

8 Submitted Name Document Issue
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Add Existing Filters or Manage Filters

Manage filters allow users to view and share the created filters.

To manage the existing filters, follow the steps below.

1. Click on the Advanced button and select the Manage Filters option.

- »
B Document 8 Manage Security =

M import * ¥ Export * Emal

0- 0 of 0 (0 selected) B[] TOManagecolumns & % Views *
7 Advanced v +

© Create New Filter

Submitted Name Document lssue
I i= Manage Fllters |

2. On the Filters screen, select the filter and it appears in the right pane with +Add,
Copy, Remove and Share options enabled.

Fimers

-

Users can perform the following activities on the filters in the Manage Filers window:

Share Filters

To share a filter, follow the steps below.

1. Select a filter and click on the Share button. The Share window opens.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
CL: Public Page 114 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

Filters

3 by N Shared by Me
- {ies Restricted Document Content equal Yes
B Aesticent Docummnt Contme egusl Yes .or . o ¢ ) 0 e Nl T + ~ e
Restricted Document Content (SN, = equal . Yes - 0

2. Select the Users / Groups by accessing the respective sections and add them to the
Selected member’s section.
3. Click on the Share button once the necessary users and/or groups are added.

Share

Groups
1 Cotmmmy

~N

1 Columm

®
&
&

TI0-Chrn i Dt Mirager

Remove Filters

To remove filters, follow the steps below.

To remove the filters, follow the steps below.

1. Select the filter from the list.
2. Click on the Remove button to remove the filter from the list.
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Filters

“ Created by Mo Shared by Me | | Shared with Me |

[ Fitter Restricted Document Content equal Yes
Restricted Document Content equal Yes . [UCERIPESERESEERNY .1 g ("nane ) of the follawing titters
Restricted Document Content (SN... equal v Yes

View Shared Filters

Users can view the filters that are created, shared by and shared with them by clicking the
required tabs in the Filters window.

All

Created by Me
Shared by Me
Shared with Me

Filters

“ [ Created by Me l [ Shared by Me l [ Shared with Me
+aad @cory [ |

[v]. Filter

Restricted Document Content equal Yes

Restricted Document Content equal Yes ... [ IE R B B R m of the following filters

Restricted Document Content ($N... ~ equal v Yes

Document Activities Menu

The Document Activities Menu provides access to various actions based on the user’s access
rights. To open this menu, select a document or placeholder from the Grid and either right-
click or click on the three-dot menu.
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vl Title Submitted On t

A3 Lans A0E 04411

% Check Qut »
A Initiate Workflow
P Set as Restricted Document Content

¥ Add to Cart

Note: The view displayed above is that of a Room Administrator. The options available will
vary based on the individual user access rights.

Add Document

Users with sufficient access (editors and above) can open the Document Activities Menu and
select the Add Document option to upload a single document. In locations within Trial
Interactive where this is an option, the system will open an import interface that will apply the
coding relevant to the placeholder so that the document can be added to the system pre-
coded.

To add a document, follow the steps below

1. Click on the three-dot menu and select the +Add Document option.
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1-13 of 13 (1 selected)

Submitted Name

© Add Deocument

O &8 - [ Copy Link wledgement
X Delete

2 'a % Re val
& View document security

O 8 - , 1

= # Certify Document

2. On the New Document form, select whether the uploaded document will be a File or
Template.

3. Click on the Browse button and select a file to upload.

4. Fillin all the mandatory metadata fields highlighted with a red asterisk (*) mark in the
Document Metadata section.

New Document x
Metadata
« Documen! Meladata

Test Document 1.docx m

(g

GL

Trial

Gl 0«
© Sefe

Tast Document 1

03 Mar 2025 e

LA
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5. Navigate to the Change Control Management section and select either Yes or No in

the Already Effective* section.
6. If Yes, specify the Effective Date, Next Review Date, and whether periodic review is

required or not.

~ Change Control Management

Already Effective?

I:i:l Yes |:::| Mo
Effective Date dd MMM yyyy He
MNext Review Date | dd MMM yyyy e

[] Periodic Review not Required

7. If No, then select either Yes or No in the Start Approval Workflow* section.

~ Change Control Management

Already Effective?

I:::I Yes I:é:l Mo

Start Approval Workflow?

I:::I Yes I:::I Mo

8. Once all the required details are added, click on the Finish button.

Note

e If ‘Already Effective = Yes’ is selected, the Document Life Cycle Status column shows
‘Effective,” and the Effective and Working Version columns display the updated
version number.

e The effective document can be routed through an administrative workflow and a
periodic review process.
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& Document v 8 Manage Security 2 Mass Coding A Import ¥ V¥ Export ¥ &= Emai e w Q Enter keywort
1-16 of 16 (0 selected) ) OMansgecolumns & Yriters @ Default1 =
Document Life Cycle Stat...  Current Workflow Stage  Effective Version Working Version
Effective 1.0 1.0
0.1
(3] Review In Progress 0.1

e |f Start Approval Workflow = Yes, the document is highlighted with a paper plane icon
indicating the document requires a change control approval workflow.

I Document « & Manage Security £ Mass Coding A Import = ¥ Export « &= Email w v
1- 16 0f 16 (0 selected) 2] ©wman;
Title Submitted On ¢ Document Owner

Document requires change control workflow approval
q B pp

| 4] s LbRCmen g 03 Mar 2025 04:11 Training Admin 1

Change Control

® Doc 1 28 Feb 2025 07:41 Training Admin 1

a w | TestDocument2 20 Dec 2024 00:43 Training Admin 1

Reviewing by Training Admin 1

Copy Link

If referencing a specific document to another room user for review, the Document ID Number
can be provided or the Document Activities menu can be opened to select Copy Link, which
will copy a direct URL link to the clipboard. Anyone using the link must have sufficient access
to the study room in order to view the document.

To copy the link, follow the steps below.

1. Select a document by clicking on the checkbox.
2. Select the Copy Link option.
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1-13 of 13 (1 selected)

(m] submitted Name

© Add Document

N Copy Link

0O 0 Copy nvledgement
X Delete

O I 2 sal
& View document security

O @ # Certify Document 1

Delete

Administrator-level users can select Delete from the Document Activities menu for any
document in the room, except those currently claimed for review in an Audit Response or the
QC Workflow. Editor and Manager-level users can delete documents only if they uploaded
the document and it has not been claimed by the QC workflow. Once a document is marked
as final, Editor and Manager-level users cannot delete it unless additional permissions are
granted.

To delete documents, follow the steps below.

1. Select a document and click on the Delete button from the document activities menu.

Submitted Name

© Add Document

O B « [ CopyLink wledgement
C] |‘-? - val

2. Enter the reason for deletion on the confirmation popup and click on the Delete
button.
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Delete Selected Documents x

Reason for deletion

Delete documend

3. Deleted documents can be viewed in the Deleted Documents section of the
Documents module, which is accessible only to Administrators.

View Documents By 79 x
| & ) 0 ~
“ Wy eSigratures By Sistus Tvera Group
Shte Aty Suomitted By Revewer £TMF Completeness Posted Date
Country My Favorites By Wartfiow Waorking Documents User Securky
Query By Sende Autoenation Score Document Type Documents Secunty
Query Sy Reopient Autoemation Scoce Redactions
Deviation
Processng
Besponsinie Party

Reject

Admins, Document Managers, and Room Managers can reject a document. Any documents in
Upload, Inbox, Staging, and Rejected Folders are not considered to be Final. A Reason for
Rejection dropdown allows specifying a reason for workflow documents and documents in
the rejected folder/status are now excluded from eTMF health calculations.

To reject a document, follow the steps below.

1. Select a document by clicking on the checkbox.
2. Right-click on the document or the three-dot menu in the grid and select the Reject
option from the document actions menu.
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v Title Submitted On t

[ Copy Link

& Make Obsolete
8 View document security
= Check Out »

A Initiate Workflow

D Set as Restricted Document Content

3. Provide a rejection reason on the Reject Document popup and click on the Reject
button.

Reject Document x

| document selected

| Changes not complete @ |
| Content not Correct @ X

Reject Document

Note:
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.
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View Document Security

Administrator-level users can apply specific document-level security via the Document
Activities menu. Selecting View Document Security will open the Document Security window.

To view the document security, follow the steps below.

1. Click on the three-dot menu and select the View Document Security option.
2. The Documents Security window will display the users or groups with the access
permissions by default if the Inherit folder security is enabled.

&)
x

Document Security Regulatory Submission

Access and Security

Sedact groupds) of user(s) ard sat the desired levels of atcess

Cancel m

3. To add additional users or groups, disable the Inherit folder security setting and click
on the Browse All button.

Document Security Regulatory Submission 9 =

Access and Security

Select groupls) or userds) and set the desred levels of access

Laok for Groupis) or User(s) for Quick Add m

8 Remove
1 Membery
Name Email Permission ©

B cEveryone Full Access

Glaces m

4. In the Browse Groups and Users window, switch between the Groups and Users tabs
and select the desired groups or users.

5. On the Groups tab, use the dropdown menu to filter groups by category.

6. After selecting the required groups or users, click the Add (number of members)
Members button.
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Browse Groups And Users x
Groups 53
1 Step \'mr-llrmr Abprm.h 'tl}ny,c' 1 Q|| 2-5tep Workflow - indexing O | x

{an - |

53Groups I S

Name

1-Step WorkNow - Approval stage 1

2-Step Workflow - Indcxang

2-Step Workflow - Review

80B8_ABC21170-Biostatisticlan

(4
4
4
=
=

BOE_ABC21170.Clinical Data Management Support

Close Add 2 Members

7. After adding the groups or users, click the Permissions dropdown to assign the
appropriate access level, such as Full Access, View Only, or No Access and click on the
Save button.

Document Security Regulatory Submission 2 x

Access and Secunty

Sefact groupds) or user|s) and set the gesired levels of access

B Remove
3 Members | selecied

() Name Email Permisson O

D &verone Full Access  ~

1.50ep Warkfiow - Approval stiage 1 No Access

Full Access

] u 2.5tep Warkflow - Indexing

Vie'w Ondy

(:‘r\:’: u

Certify Document

For studies in which the document certification option is in use, a user can either choose to
indicate that a document is a certified copy upon upload or it can be done via the Document
Activities Menu.
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To certify a document, follow the steps below:

1

2.

3.

Open the Document Activities menu by right-clicking on a document or using the
three-dot icon on the grid.
Select Certify Document

(m] Submitted Name

© Add Document

0O @ A Copy Link

X Delete
[:l 19, i X Re

& View document securit
0 i * |4 Certify Document |

Read the criteria and press Finish if the document meets all expectations.

Certify Document x

PLEASE CONFIRM THAT YOU'VE VERIFIED ALL OF THE ITEMS

* | confirm the Image(s) are an exact copy of the original document

* Prior to scanning | removed all wa:Ie[s,";.!aplei.v‘ljvnnmglaapcrtl:ps

¢ All pages were scanned and are present in the correct sequence and orientation
* No headers, footers, or corners of the pages and document are cut off

& Nothing is blocking document content. such as bent corners

* The scanned pages are dear and the content. signature(s) and all text is legible

* The scanned copies reflect all and any attributes of the paper document that are in color which
are critical to the interpretation of the content in the document

* No content from the original document was removed such as the fax header information

ca'\cél m

4. Use the username and login to complete the process.
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Email

Password

[ Password ]

Remember Login

Purging a Deleted Document

Once a document has been deleted, an administrator-level user will be able to navigate to the
Deleted Documents view of the Documents module and, if desired, purge the document. Most
deleted documents do not need to be purged from a study room unless necessitated by an
internal SOP. However, some documents, such as those that contain PHI or PII, would likely be
purged out of an abundance of caution.

To purge a document, follow the steps below:

—

Navigate to the Deleted Documents view.

2. Locate the document that was deleted. Documents are sorted by the user who
deleted them and additional column selection and filtering are available as in other
areas of the system.

3. Click on the Purge button.

dae » Room Module A
= l o = - Documents Library
Training Team Collaborate Room v10.3 (CWs) w Collaborative Workspace v
O Restore A Import ¥ Export » = Emal " -
View by Deleted & J
2 1 -3 of 3(1 selected)
<
AL 9 U Title
B Admin 103 3 !
Mm Editor 104 3 <
x
x

4. Mandatorily provide a reason on the Permanently Delete Selected Documents

popup.
5. Press the Delete button on the confirmation popup.
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Permanently Delete Selected Documents x

Cancel

Set as Restricted Document Content

The Set as Restricted Document Content option locks the un-redacted (source) documents

only to users with the permissions to access the original documents. All other users will have
access only to the redacted documents.

To enable this setting, follow the steps below.

1. Click on the three-dot menu and select the Set as Restricted Document Content
option.

2. On the Set As Restricted Document Content popup, click on the Yes button.

Set As Restricted Document Content x

This option will lock the un-redacted (source) documents only to users with the permissions to

access the original documents, and all other users will have access only to the redacted
documents.

No h (]

3. To remove the restricted documents content, click on the three-dot menu and select
the Remove Restricted Document Content option.
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Submitted Name

@ Add Document

[C] Copy Link

® Delete

»* Reject

& View document security

# Certify Document

| U Eemove Restricted Document Contentl

4. On the Remove Restricted Document Content popup, click on the Yes button.

Remove Restricted Document Content x

This option will unlock the un-redacted (source) documents only to users with the
permissions to access the original documents, and all other users will have access only to
the redacted documents.

No Yes

Replace Attachment/URL
This option enables users to replace the current uploaded document attachment or URL link
with a new one.

To replace an existing attachment or URL with a new one, follow these steps:

Click the three-dot menu and select the Replace Attachment / URL option.

In the Replace Attachment / URL window, choose either the File or URL option.

If the File option is selected, upload the new document into the Attachment File* field.
If the URL option is selected, enter the new URL in the URL* field.

Provide a reason for replacing the attachment or URL.

Click the Apply button after adding the new attachment or URL.

cuRwPE
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Replace Attachment / URL x

Regulatory Submission

Document Date: 11 Nov 2024 10:32:04 File Size: 2.1 KB
File Name Regulatory Submission.pdf
Attachment Type @ File() URL
Attachment File Doc 5.pdf Browse

Updating the document attachment

Reason

Add to Cart

Adding a document to the Documents Cart can be done with a simple click and drag from the
grid to the cart but, if that does not work, a document can be added to the cart via the Add
to Cart option in the Document Activities Menu.

Refer to the Documents Cart section for detailed steps to manage documents from the
Documents Cart.

Add to Favorites
Marking a document as a favorite makes it appear in the My Favorite Documents dashlet on
the dashboard and provides a direct link to the document from that dashlet.

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

1. Click the star icon on the document line in the grid.
2. Additionally, open the Document Activities menu by right-clicking or clicking on the
three-dot icon and selecting Add to Favorites.
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, ) ¢ & & - fie e Page_pdfr
© Add Document

0OR .. [0 Copy Link wledgement
X Delete

|:J 1,'? = x Reje val
& View document securit

# Certify Document

O 5 « < Replace Attachment/URL ¢

¥ Add to Cart

I % Add to Favorites |

3. Similarly, select Remove from Favorites. Option to remove the document from the
favorites list.

OCR and Revert OCR
Some functions, such as text-specific redaction, require that the document has OCR (Optical
Character Recognition) applied.

To apply OCR to a document, follow the steps below.

1. Select the OCR option from the Document Activities menu.
2. On the Select OCR Language popup, select up to 5 languages for the OCR.
3. Click on the OK button.

Select OCR Language x

Please select up to 5 document languages for OCR

[ English @ | %
You can go without selecting any language. In this case
the system will try to determine it autematically using the

list of the most frequently used OCR languages, which is:
English, Spanish.

4. Once the document is successfully processed, the OCR column within the documents
grid displays the processed status.
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1-20f2(0selected) Expand 2 H B 0 Manage Columns o Y Filters

Submitted Name Document issue OCR
Regulatary Submission

Regulatory Authority Decls...  Portfolio PDF

5. Torevert OCR, select the Revert OCR option from the Document Activities menu.
6. On the Revert OCR confirmation popup, click on the Yes button.

Revert OCR x

You are about to restore the original document from the backup and to erase the document
version with OCR. Do you want to proceed?

o -

7. Once OCR is successfully reverted, the OCR column within the documents grid
displays the corresponding status.

1-20f2(0 selected) Expand 2 T B (T Manage Columns o Y Filters
Submitted Name Document Issue OCR
Regulatory Submission @

Regulatory Authority Decis...  Portfolio PDF

Convert Non-PDF to PDF

To convert non-PDF files into PDF files, follow the steps below.

—

Select the Convert Non-PDF to PDF option from the Document Activities menu.

2. Access the View by dropdown and select the Processing view.

3. Expand the PDF Conversion folder and select the Processed sub-folder to view the
document converted into a PDF file.
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Send for eSignature
To send a document for eSignature through the document activities menu, follow the steps
below.

Select the Send for eSignature option from the Document Activities menu.

On the Send for eSignature screen, select the eSignature type as Parallel or Serial.
Add the users to whom the document is to be sent for eSignature.

Click on the OK button.

INFAENES

Send For ESignature x

esignature Type (@ F

1 Columns 1 selected

12 Columns 1 selected ¥ Name Title

(m Name Titte & Admin AP

i) “

Note: To understand the eSignature process in detail refer to the eSigning Document
section.

Ask a Question

This option allows users to submit a document-specific question directly to the Q&A module
of the room.

To submit a document to Q&A module, follow the steps below.

1. Select the Ask a Question option from the Document Activities menu.
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2. Within the Ask a Question dialog box, enter the question into the respective field and

click on the OK button.

(m) Submitted Name

* =] i = Regulatory Submission

(] & 1 = Regulatory Authority Decision US
Ask A Question x

Create a Question
Question

What is Regulatory Submission?

3. Once successfully created, the question displays in the Q&A module.

l\’ TRIAL Room Module QaA
¢ INTERACTIVE Tl Training Team ... (5s5u) w Q&A ¥
© Ask a Question + Create Answer Convert to FAQ + Export Q&A
View by Date a o P

—~ 1 Questions (0 selected)

L=

» Opened

8 [ = What is Regulatory Submission?
»  Answered
p Al

Create Task
To create a task, follow the steps below.

1. Select the Create Task option from the Document Activities menu.

2. On the Create Task form, fill in the necessary details and click on the Save button.
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Create Task x

The task will be created for the following document(-s):
' Regulatory Submission

ate dd MMM yyyy 5o

Due Date | dd MMM yyyy o]
Normal v

Not Started vIix

>

0
o
“«

06 Feb 2025 12:30 AM

Share Document
With the Share Document functionality, users can share a document to other rooms assigned

them.
To share a document, follow the steps below.

Click on the three-dot menu and select the Share Documents option.

On the Share Document popup window, specify one or more linked rooms.
Select a target module for sharing.

Click on the Share button.

NN

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

CL: Public Page 135 of 306



‘= -I-NR_II_‘%II-QACTIVE Trial Interactive v10.7 Collaborate - User Guide v1.0

Share Document %

Test Document 1

Please select one or more linked rooms to share selected
document.

[ Training Team e... 07 Training Team ... @ |
[ eTMF Internal Tr... © | %

Please select the target module for sharing.

Cancel
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Document Metadata Panel

From the metadata panel located at the right of the documents grid, users can view the
following tabs after selecting a document from the grid.

Metadata

Info

Related

Versions

Queries

History tab
eSignature tab
Workflow History

Users with sufficient access privileges can not only view a documents metadata but can also
change the content of some of the Metadata fields. The buttons at the bottom of the panel
provide access to several essential functions, such as saving changes and moving to the next
document in the metadata panel.

Users can expand or hide this panel by hovering the mouse to the right of the grid and
clicking the Open/Hide arrow.

Users can also shuffle back and forth between documents in the grid by clicking the Previous
Document and Next Document links at the bottom of the Metadata panel.
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Training-12345_CA_PubRegistration

Submitted Name
[Placeholder] - Public Registration Canada

Metadata
« Document Metadata
1
e Category ©  Country v
GO Document Type Public Registration 0 -
Related W Select
Country @ Canada v | X
o Document
B Comments
Date Type  Registration Date * X
9 Document Date dd MMM yyyy 50
Fistan Document
Description

Generated Name  Training-12345_CA_PubRegistration

Source A

~ Workflow History

Cancel m Save & Next

4 Previous Document Mext Document p

Metadata tab
The Metadata tab in the Metadata panel displays all details entered during the document
addition process. Users with the required permissions can edit metadata fields.

To edit the metadata fields, follow the steps below.

Select a document by checking the box.
Open the metadata panel

Make necessary edits in the metadata tab.
Click on the Save button.

INEAENES
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5. Additionally, click on the horizontal ellipsis (three-dot menu) to access the following
options.

e Copy Field

o Paste Field

e Certify Document

e Create General Query
e Reject

2644555

Training001_US_IRBIECAoRSafetylnfo_This is a te
st description of this document for training purp
oses_21Nov2024

Submitted Name
Acknowledgement IB Signature Page_pdf-r

[C] Copy Field
Metadata I} Paste Field

# Certify document
a Document Metadat
? Create General Query

Info Event @ % Reject
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Info tab

The Info tab within the Metadata panel of a document provides a comprehensive overview of
key document details. This tab includes essential document information that helps users track
document details. The information includes the following.

e Submission Date: The date when the document was added to the system.

e Submitted By: The name of the user who uploaded or submitted the document.

e Submission Type: The method or category under which the document was submitted

¢ Index Position: The assigned position of the document within the structured index

e Version Number: The current version of the document

e Document ID: A unique identifier assigned to the document

o File Size: The size of the document file, displayed in bytes, kilobytes (KB), or
megabytes (MB).

2644555

Training001_US_IRBIECAoRSafetylnfo_This is a tes
t description of this document for training purpos
es_21Nov2024

Submitted Name
Acknowledgement IB Signature Page_pdf-r

Info

Submission Date

i 11 Nov 2024 10:32:04
Info Submitted By
Admin AP
1 Oo Submission Type
7 online
P Index Position

Country \United States\04 IRB IEC and Other

Approvals\04.03 Trial Status Reporting\04.03.01

Notification to IRB IEC of Safety Information
T

Queries Version Number Document id File Size

2644555 15.5 kB

Related Tab

The Related tab in the Metadata panel displays all documents associated with a specific
document. Users can also add additional related documents from this section.

To add a related document, follow the steps below.

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

CL: Public Page 140 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

1. Click on the +Add button within the Related tab.

2644681

Training001_GB_SiteContactDetails_12Nov2024

Submitted Name
Contact Details_List

Related © Export All

i

Related

i

Related Documents will be here

2. Select the Related Type from the dropdown options and the document using the Quick
Select functionality else click on the Browse Documents button.

3. Once the necessary documents are added, click on the Save button.

Add Related Documents x

Seleqt type of relations and documents which will be related

-

k Select l = Search

[ Bearch for Docs to A

Financial Disclosure Form

IRB 1IRC Compasition Roster BMSO38

Confidentlality Agreement_pdf-r T g1 scted yot
Clinical Trial Agreement

Bead Nt Damdaran Ameanmmant
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Versions Tab

The Versions tab allows users to view and compare the different versions of a document. This
is most commonly applicable in Trial Interactive rooms such as Tl Collaborate rooms where
documents are created, edited, and reviewed before becoming effective. However, this can
also apply to a study room where expired or expiring documents have been replaced with
newer copies.

To view the different versions, follow the steps below.

1. Select a document from the grid and click the Versions tab from the Metadata panel.
2. Click on the horizontal ellipsis (three-dot) icon and select the Open option to view the
document in the TI Document Viewer.

2644555

Training001_US_IRBIECAoRSafetyinfo_This is a tes
t description of this document for training purpos
es_21Nov2024

Submitted Name
Acknowledgement IB Signature Page_pdf-r

= Versions

M Compare

[~ 2.0 10 Feb 2025 06:32:12 M [=]

1.0 11 Nov 2024 10:32:06 AM

3. Click on the dropdown menu to access the different document versions.
4. Click on the Set this version button, to set a specific version as the active one.
5. Access the Navigation menu that allows the user to:

Download

Print

Zoom in/out

Adjust brightness, contrast, and colors
Adjust height and width

Rotate

Navigate through pages
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6. Select the documents and click on the Compare button to display documents from both
the versions in a side-by-side view.
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Queries
This tab is visible only if a query is assigned to the users. Users can perform all query-related

activities from the metadata panel.
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Query History
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History Tab

The History tab gives an overview of the document’s history. The History tab displays the top
five entries of the activities performed on the document. Here, users can apply the Activity
Type and From & To filters to view the history of a document. Additionally, users can view
the entire document history by selecting the View all History option.

To access and perform various functions within the History tab, follow the steps below.

1. Select a document from the grid and click the Versions tab from the Metadata panel.
2. Apply the following filters to and filters to view the history of specific activities and time
range.

e Activity Type: Use this drop-down to view the document history by the activity
performed on it.
e From & To: Use this filter to view the document history within the set date range.
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Open Document Metadata

Open Document Metadata

Open Document Metadata

Open Document Metadata

3. Every activity in the History panel is denoted by a node. Click the node to view the
description, date, time, and name of the person who performed the activity on the

document.
Salil Joshi
Open Document Metadata
10 Feb
1_ Updated by
e Open Document 10 Feb 2025 06:54:45 EST
Updated by
=5 Open Document 10 Feb 2025 06:54:44 EST
% Updated by
9 (®| Open Document
History Updated by

Activity details

Version 2.0

D View all History

4. Click on the View All History button to display the complete history of a document and
filter the document history based on the Organization, Activity Type, and Duration.
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Documents Library - Top Menu Ribbon

This menu is located at the top of the Documents module and allows access to various
functionalities on documents:

Document Activities
Manage Security
Mass Coding

Import

Export

Email

Print

Compare

Local Search
Documents Cart

ey » Room Module :
s l p Documents Library

Training Team Collaborate Room v10.3 (Cws ) w Collaborative Workspace w

Document » & Manage Security Mass Coding Import v ¥ Export v = Emall ] .-
Q .l J — - ’ - ’ -
Fileers Show Empty Fo... 1-10f1(0 selected)

Q@ Search by folt S = e I
7 Advanced v | ¥+ | Tite like Test Document 1 ~

% Index

» I Study Coliaboration 78 M Title Submitted On t  Document Owner
i Staging 20

*

» W *Share 4

03 Mar 2025 04:11 Training Admin 1

» I *Upload 61

Document

The options available in this dropdown menu are only available once a document has been
selected in the grid and are a subset of the options available in the Document Activities menu
mentioned in the section above.

Refer to the Document Activities Menu section for a more detailed description of these
options.
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l\’ Room Motk Documents Libra
’ Training Team Collaborate Room v10.3 (cws | w Collaborative Workspace » L
K Document » & Manage Security £ Mass Coding 4 Import ¥ Export =
View by Index o
-
Fileers Show Empty Fo... © Add Document
Q Search by fok S - .
% lest Document1 «
v 5 Index
» W@ Study Collaboration 73 ; ' » itle Submitted On t
e Staging 20 24t Dacumnant $
WGl 21 5 kek:a Osticn T 03 Mar 2025 04:11
¢ AsK a Questio ange Control
» B *Share 4 BN Create Task
» I *Upload &1

Manage Security

To manage folder security, follow the steps below.

1. Click Manage Security from the top ribbon bar. The Manage Security window opens.

» Room Module .
l P Documents Library

Training Team Collaborate Room v10.3 (tws) » Collaborative Workspace w

Document » Manage S
Q . §
Filcers Show Empty Fo... 1-10of 1 (0 selected)

Q Search by fole = - - VI T
- l 7 Advanced v l §+\ Title like Test Document1 «

v 5% Index

& Mass Coding A Import v ¥ Export -

» I8 Study Coilaboration 78 0O Title Sbmited On A
= Staging 20 T e =
=l 4 - Eoemnt e

» B *Share 4

» I *uUpload &1

2. Within the Target* section, click on the Folders tab and select the folders to apply
security to. To search for a specific folder, enter the search term in the search box.

3. Click on the All Folders button to apply security to all the folders.

4. Select whether or not the changes should apply to all subfolders or only to the folders
specifically chosen by accessing the Apply same security to the parent folder toggle
switch.

5. Enable or disable the Show Empty Folders toggle switch to display and hide empty
folders respectively.

6. Select a security type by accessing the Select the security update page* dropdown
options.

o Update existing security: This option leaves all current security definitions in
place and adds on any new definitions set in step two of the manage security
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process.

o Overwrite existing security: This option erases all current security definitions
and replaces them entirely with the definitions set in step two of the manage
security process.

o Remove from existing security: This option leaves intact any security
definitions already assigned but removes access for any group(s) or user(s)
specified in step two of the manage security process.

o Restrict access to administrators only: This option erases all current security
definitions in place and makes the target files/folders only viewable to
administrators.

7. Click on the Next button.

Manage Security 2 x

(INTIER  All folders ||

ISeIcct Folders Show Empty | L | Q, Search

v & Index
’ e Study Collaboration 78
M Staging 20
GL 21

8. On the Select Groups and Users screen, perform the following

o Enter a keyword related to the users or groups, select the required groups and
users from the dropdown options and click on the Add button.
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Manage Security 2 x

Seloct Felden

Access and Secunty

S CL rOuiE] O Unietal and S61 e durii e Wewds of

wiesh

Sponuis heview O spomer . ==
Sedert AN Clear
m Fermason ®

No records found

o Additionally, click on the Browse All button and select the required users and
groups by navigation to their respective tabs.

Browse Groups And Users x
Groups 12
1y«
| 808 ABC21170-Blostatistician © || 808 ASC21170-Clinica! Data Management Support © |
[ 808_aABC21170-Clinical Data Manager © |
Security v
12 Groups
(@ Name

BUS_ABC21170-Blostatistician

BO8_ABC21170.Clinical Data Management Support

BO8 ABC21170-Clinlcal Data Manoger

L
L
|
=

BO8_E2E

o Once the required groups and users are added, click on the Permissions
dropdown and provide the necessary permissions.

1. Full Access: Users have unhindered access-level-appropriate access to
the documents.

2. Read-Only Access: Users can only view the documents.

3. No Access: These users will not even see this folder on their room index
and cannot access any associated files.

4. No Watermark: This option will only appear for rooms in which the
watermark option is enabled. It allows the selected user to view the
documents in the chosen folders without the watermark.
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5. Proxy Document Owner (For collaborate rooms): This allows the
specified user to act as a document owner for any documents
contained in the selected folders.

Manage Security x
Select Folders
Access and Security
Select Proupey) or wer) and set the desred levels of acress
g At

¥ Mervisers | e

B W 208 ABC) 120 Snstssicun

¥ 205 ARCZ1120.Clinicy Cana Manag

Ve Only

¥ 200 ADCI1 170 I Dot Manager

9. Once all the changes are made, click on the Save button.
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Mass Coding

The Mass Coding function, allows the user to apply metadata to multiple documents at the
same time. A room can be configured to allow both Causality Tracking and Mass Coding.

To apply mass coding, follow the steps below.

1. Click on the Mass Coding button displayed in the top menu bar to open the popup
window to mass code all documents in grid.

Otherwise, select an individual document and clicking on the Mass Coding button.
Mandatorily enter the reason in the Mass Coding Reason* field

Additionally, select the fields to update by clicking on their respective checkboxes.
Click on the Save button displayed at the bottom of the popup window.

I NJANN

Room
l} pacuie Documents Library

7 Tralning Team Collaborate Room vi0.3 (tws) w Collaborative Workspace v

= o= IS Document v 8 Manage Security 8 Mass Coding A Import = ¥ Exporn «
Yiew by o

-

Fiters Show Empty Fo,

1-10f 1 (0 selected)

Q Search by fol -+ -

v & Index
* I Study Collaboration 78 Mass Codlng x Submitted On s
s Staging 20
() E t
» W *Share 4
» s *Upload &1
‘ ‘;-L'll'(:
o -
o
Cancel Reset '-

6. On the Confirm Mass Coding confirmation popup, click on the Yes button.
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Confirm Mass Coding x

Are you sure you want to proceed with Mass Update?
Following fields will be updated:

Event

Category

No Yes

Important

e |If no document is selected from the grid, the Mass Coding window displays All
Records in set selected by default.
¢ If an individual document is selected, the Selected Records radio button is selected by

default.
o Alternatively, the user can also drag-drop the documents in document cart and select
the Mass Coding option from the Actions dropdown menu.

Import

The Import function allows users to add multiple documents into the room, where
permissible, the function also allows for the import of metadata.

Documents
To import documents, follow the steps below.

1. Click on the Import button from the top menu bar and select Documents options. This
opens the Import Documents window.

l‘b Room Module
’ Training Team Collaborate Room v10.3 (cws ) w Collaborative Workspace w

- B Document» @ Manage Security & Mass Coding
Fikers Show Empty Fo.. 1-1of 1 (0 selected)

Q Search by fok %) - e e
7 Advanced v "y | Title like Test Document 1 «

v & Index

Documents Library

¥ Export =

» Ia Study Collaboration 78 | Title Submitted On
i Staging 20 T

* I *Share 4

» B *Upload 61

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

CL: Public Page 153 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

2. On the Import Documents window, add single or multiple documents using the drag &
drop functionality or manually upload the documents by selecting Browse File or

Browse Folders.

import Documents

T
frreenied O

Metadata O Clear A2
Metadata
U
Slaging
o
Drop Files And Folders Here -
Or
(1)
. fr> 2 »
o
L » ek

flz_ H— ',7".‘17"‘"""“7@
crtrmateatas atinume,

3. Once the documents are uploaded, add the necessary information in the Fill Metadata

tab.
4. Select the following checkboxes

a. Unpack Zip Archives: Enable this option if a ZIP folder is uploaded and the
documents within the ZIP folder need to be uploaded as separate documents.
b. Convert Non-PDF files to PDF: Enable this option to convert any file format

into PDF files.
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Import Documents x
Fill metadata or Assign Placeholders BCEETT Aesien Macehaiders @
Metadata © Cloar All
B Browse File 2 Browse Folders Metadata
4 Documents v
Dwciiment Ser Impert Statum Flosehrelde
Staging
Doc 1 pof CRA KD x
(%]
agoc 2 pat 413 KB ~
Dec 3 pof 299 K6 °
Country .
Dox 4. pat 413k8
©
I & b o O t o |
e Import All & Apply Metadata

5. If metadata fields are not added, navigate to the Assign Placeholders tab and drag &
drop the placeholders within the designated area.

Note: If Category, Country and Document Type is selected within the Fill Metadata tab
the Assign Placeholders tab will display the placeholders by default.

Import Documents x
Fill metadata or Assign Placeholders Il Metacmta | Ausign Maceholders
B Browse File & Browse Folders Category T -
4 Dotuments Document Type All  *
D iainrpns Sice mport Sestus Paiahobe Senrch Q
X paf 26%.4 KB 17 Maceheoiders
doc 2 padf 13 kB [Placeholder] - Data Management Plan
® Geners ¥ Datas Managems
Dos 3 pat f35xB
[Placeholder) - Protocol Amendment
Do 0! S13KB § Genery & Prototol Amend
TPlaceholder] - Public Registration
o ' ) o
Cancel Impoct Al & Apply Metadata

6. Click on the Import All & Apply Metadata button once the metadata fields are updated
or the placeholders are assigned.
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Import Documents "

Fill metadata or Assign Placeholders I Metadita m

Irowse ¥lle irowse foldeny - O
W EN Category Tri

4 Documents Document Type A
Dweismmnt Suw mpoct Seatus Paishole Zagrch a
Dec L por 254 X8 PNALLZING 17 Mlaceholders
PSRN S e —
doc 2.pc L13KB axvsenr ] Ider] - Data N Plan
E— ® Gerseral © Data Marageme
FIRALLIING
Joc Z.pat 2HKE
Dec 2pd - It 1+ Protocol A ol
» Genreral & Protocol Amend
Doc Apar L13KB FINALLZING
Placehalder! - Pulilic Reeistration
o o

[ it 28 & Agply Mesadata |

Note: If the metadata is applied to only a few of the documents, only those documents wiill
be uploaded to the room.

Metadata

The metadata Import option allows users to import metadata associated with documents,
such as document type, category, country, or other key data. It enables the system to update
or create metadata records in bulk, ensuring that documents are properly categorized and
searchable.

To import the metadata, follow the steps below.

1. Click on the Import button, and select the Metadata option. The Document Import
window opens.

2. In the Document Imports window, click on Download Template to get a pre-
formatted file that contains the required metadata fields.

3. Open the downloaded template and fill in the necessary details as per the systems
guidelines.

4. Under the Upload Your File section, locate the Browse button. Click Browse to open
the file explorer.

5. Select the appropriate file or folder containing the metadata information.

6. Once selected, the system will display the chosen file. Click Next to proceed.
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[Documents Import | Step1 ® 0 O O x

1. Download Template
You can import multiple documents using just metadata. Imported documents will be created
with no content. Your Excel spreadsheet should contain one worksheet with your list of
documents.

& Download Template

2. Upload your file
Supported Format(s); .xlsx

Cancel

7. The system displays a Metadata Fields Mapping screen, ensuring that each column
from the uploaded file is correctly mapped to the system's metadata fields.

8. Once the mapping is correctly set, click Next to proceed. If any errors are detected,
click on the Previous button and go back to correct them.

9. Once confirmed, proceed by clicking Next to Import the data.

Documents import | Step2 0 ® x

Set Up metadata Nelds mapping

Spreadihees Colurmy Mezadaza feid

10. Click OK to View the results.
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Information x

While the import IS in progress, you can close the wizard. The import progress will
appear at the Notifications area

Export

The Export function allows users to export either selected or all documents that are currently
present in the grid. Like the Import function, this export can export documents, metadata, or
both. Users with sufficient access will be able to export security and audit trial information.

» Room Module 4
l ¢ Documents Library

Training Team Collaborate Room v10.3 (cws) w Collaborative Workspace »

o I Document ~ & Manage Security
ERre SHOW EXOpLY £0. - 1-10f 1(0 selected)

Q Search by fok o - v <
== 7 Advanced v \ + Title like Test Document 1 «

v & Index

Mass Coding 4 Import »

» = Study Collaboration 78 Ii] Title Submitted = ument Owner

ia Staging 20

» W8 *Share 4

» e *Upload 61

Metadata
To export Metadata, follow the steps below.

1. Click on the Export button and select the Metadata option. The Export Metadata
window opens.
2. In Step 1, Select any one option from the Source options.
o Selected records
o All documents in the current grid
o All documents in the room
3. Choose whether or not the export should include Quality Review (audit) related
Metadata. If yes, indicate whether all information should be provided or only the
information from the most recent audit.
4. Click on the Next button.
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Export Metadata Step1 ® O X

Export Options

SOurce

Select Metadata Ficlds

Quality Review Related Metadata

(;,"L-r‘ m

5. In Step 2, select the required metadata fields and click on the Export button.

Export Metadata Step2 O ® X

Export Options Select Metadata Fields

Submitted Name O—f fmr_uv—wn' Issue b | URL Link 6
Select Metadata Flelds 3

Audit Flelds Sort By Alphabet vt

+ [m] 92 Metadata Fields = <
« |m| 83 Document Fields

Cancel Previous |

Documents
To export Documents, follow the steps below.

1. Click on the Export button and select the Documents option. The Export Documents
window opens.
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2. In Step 1, Select any one option from the Source options.

o Selected records
o All documents in the current grid

3. From the Additional Options section, select the required options. These options will
vary depending on user access rights.
o Track Export
o Exclude previously exported documents
o Include Metadata
o Include Document Versions
4. |If the Include Metadata option is selected, choose whether or not the export should
include Quality Review (audit) related Metadata.
o If yes, indicate whether all information should be provided or only the
information from the most recent audit.
5. Click on the Next button.

Export Documents Step1 ® O X
Source

Select Metadata Fields
@ All documents in the current grid

Additional Options

{

ted documents

OrO0d

Quality Review Related Metadata A

Cancel

6. In Step 2, select the required metadata fields and click on the Export button.
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Export Documents Step2 U ® X

Export Options Select Metadata Fields

submitted Name © || Document issue € || Added By O
Select Metadata Fields 5 Applicable Status Change Re... © || URL Link ©

Query Fields Sort By Alphabet v

~ (W 90 Metadata Fields
~ [m| 83 Document Flelds

| J

Cancel l Previous

7. Click on the Get Job Results button to download the file.

Security

To export Security Information, follow the steps below.

1. Click on the Export button and select the Security option. The Export Security window
opens.
2. In Step 1, Select any one option from the Source options.
o Selected records
o All documents in the current grid
o All documents in the room
o All Folders
3. Click on the Next button.
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Export Security

Source

Step1 ® O X

Select Metadata Fields

(@ All documents in the current grid
(O All documents in the room
(O All folders

4. In Step 2, select the required metadata fields and click on the Export button.

Export Security Step2 O ® X

Export Options Select Metadata Fields

[ submitted Name © |[ Document Issue @ |[ Full Access © § No Access @ |
Select Metadata Fields 14 | No watermark © || Previous Full Access © || Previous No Access © |

us No Watermark © H Previous Redacted © . Previous View Only %) :

[ Redacted © || Security Last Updated By @ || Security Last Updated Date @ |
| View Only 0

Security Flelds Query Flelds Sort By Alphabet v 1

« m| 101 Metadata Fields
~ |® 82 Document Fields - “elecs

Cancel Previous ]

5. Click on the Get Job Results button to download the file.

Audit Trials
To export the audit trail, follow the steps below.

1. Click on the Export button and select the Security option. The Export Security window
opens.
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2. In Step 1, click on the Source* dropdown and select the required option.
a. All documents in the current grid
b. Documents by criteria
c. Deleted documents
3. Select one or multiple options by clicking on the checkbox.
a. Include Folders Security Updates
b. Final Documents Only
c. Audit Trail Date Range
4. |If the Audit Trail Date Range is selected, specify the From Date and To Date.
5. If Documents by Criteria is selected, specify the Document Selection Criteria by
accessing the dropdown options.
6. Click on the Next button.

Export Audit Trall Stepy @ x

Export Options

7. In Step 2, review the document activities export options and click on the Export
button.
Export Audit Trail Step2 0 @ X
Export Options Please review the document activities export options
documents by specific criterio
Document Activities Export 1- by documents search query: [not set)

final documents only: octivities by date range (from 06 Feb 2025 to
12 Feb 2025) include folders security updates

Cancel | Previous m

8. Click on the Get Job Results button to download the file.
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Email

The email function allows users to send an email to another room user or contact which can
be a document-related email or other.

To send an email, follow the steps below.

Select the documents by clicking on the checkboxes.
2. Click on the Email button. This opens the Email window.

—

B Document » 8 Manags Security 8 Mass Coding A importe Y Exporte | @EEma |~

& Emall x

Email

| e =

Open Sans v 4w & BITUS % [@ Ev Ev Ev

3. Click on the Add button.
4. On the Choose Email Recipient screen, navigate to the Groups, Users, and Contacts

tab and add them to the Selected Members section.
5. Click on the Save button.

Choose Email Reciplents

WA M—
T lwhswen
'

Al

13 Colamng < el

6. Additionally, click the CC button to specify the list of CC recipients.
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7. Add the email subject and text.

8. Select the Files as Links radio button to share documents as links or select None if not
required.

9. Click on the Send button.

Email x

Recipient(s) [ & 1-step Workflow - Approval stage 1 @ | n m cC...

[ & 2-5tep Workflow - Indexing € |

[ & 2-step Workflow - Review €3 | X
cc. Specify the list of cc recipients here
Subject Email Documents
Open 5ans *+ 14 v & BI US % [ Ev =Ev =Ew

Email Documents

(@ Files as Links () None Cancel m

Print

The Print function does not print the selected documents but merges them into a single PDF
file which can then be downloaded or printed by the user.

To merge multiple documents into a single PDF file, follow the steps below.

1. Select multiple documents by clicking on their checkboxes.
2. Click on the three-dot menu and select the Print option.
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1-1 of 1 (0 selected) .
S N Bl 8 Print /
( Title Subf - Document Owner Document Life Cycle S...
4 S 03N X Training Admin 1

3. On the Print Documents popup select either Selected Records or All Records in Set
radio button and click on the Print button.

Print Documents ®

(@) Selected Records

Pl _ P
() All Records in Set

4. On the Print eTMF Documents success message popup, click on the Get Results

button and a new tab will open displaying a single PDF file with pages merged from
both documents.

0 Print eTMF Documents

Success! Task is complete.

Compare

To compare documents, follow the steps below.

1. Selecting two documents
2. Click on the three-dot menu and select the Compare option.

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

CL: Public Page 166 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

I Document ~ & Manage Security £ Mass Coding 4 Import = ¥ Export v X Email - v

1-1o0f 1 (1 selected) & Print

# Advanced v + Title like Test Document1

Title Sub Document Owner Doc

Test Document 1 } - Training Admin 1
Change Control X reje

3. The selected documents will appear side-by-side in a pop-out window along with any
associated metadata.

4. Expand the metadata section to view and edit the document metadata.

Compare Documents

Contact Details_List Acknowledgement IB Signature Page pdf-r

Document Mash Value DOcurment Hrsh Vaie ¢

) e¥ 1 /253 $0.14% 4 3 O

Click here to expand the metadats
sechon

Search

Above the documents grid, next to the documents cart, is a search bar. This is a local search
and will search the currently selected index folder for relevant documents.
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‘ Document = & Manage Secunty ! Mass Coding iMoot~ ¥ Apor v = Ema -~ v | Q Bahamas xI ¥ Documents C
1-30of 31 selected) = n [ Manage Columns o] Y Filter & V.
L) Submitted Name Document Issue

0 %

- IRB-EC Submission Bahamas

IRB Approval Letter Bahamas

- IR8 IRC Composition Roster BHS038

o

Documents Cart

The functions available to a user in the document cart will depend on their access level. Users
can add documents from various locations to the cart and perform actions such as Export,
Mass Coding, Email, and others.

Adding documents to the Documents Cart
To add documents to the cart, follow the steps below.

1. Locate the document which is to be added to the Document Cart and select the
checkbox next to it.
2. Right-click and select the Add Selected to the Cart option.

1-10f1(1 selected)

Expand 1

Shibhmirted Namea
© Add Document

B copy Link

-
X Re

& View document security
® Certify Document

U

¥ Replace Attachment / URL

3. Else, drag the document(s) to the documents cart.
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4. Once a document is added, it will automatically update to reflect the number of
documents available in the cart.

! 1 Documents 0 Selected b 4

o Remove All
1 Columns

] Title Document Type Name Index

] 9 2> Regulatory Authority Deci... Regulatory Authority Decisi...  Trial\03 Regulatory\03.01 ...

3 =S

Copy to another room

Trial Interactive allows Cross-Study Copy of Documents through this functionality. When
users select the Copy to Other Rooms option from the Documents Cart, selected documents
as well as their metadata will be copied to other rooms.

To copy documents to another room through the Documents Cart, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. Select the documents to copy to other rooms.
3. Click on the Share dropdown and select the Copy to another Room option.
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1 Remove Selected

1 Columns 1 selected

Title Document Type Name Index

] @ < Regulatory Authority Deci... | Regulatory Authority Decisi... | Trial\03 Regulatory\03.01 ... I

| share - | Actions + |
| €1 Copy to another Room | |
= Copy To Sites

4. On the Copy Documents screen, click on the Select button to add rooms.

Copy Documents x

The following document will be copied to another room. Please select the room(s).

Rooms

[] Publish documents to index as final documents

- 9 To see the detailed description on the copy documents behavior click here

1 Columns

Title Document Type Name Index

| oy

- =» Regulatory Authority Decisi.. Regulatory Authority Decisi..  Trial\03 Regulatory\0:

5. On the Rooms screen, select the required rooms and click on the select button.
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Rooms =

Select Room
Choose Rooms where Selected Dacumens will be copied

» |_!|% Root

v _ % Demo

%

Cancel

6. To publish documents to the index as final documents without going through the
workflow, check the Publish documents to the index as final documents checkbox.
7. Once the rooms are specified, click on the Copy button.

Copy Documents x

The following document will be copied to another room. Please select the roomi(s).

Rooms

(_Internal T110.5 €TMF-5SU Demo Room €3 | m

[ Tl Training Team Collaborate Room 9] x

Publish documents to index as final documents

- 0 To see the detailed description on the copy documents behavior click here

1 Columns

Title Document Type Name Index

| 1Y

=» Regulatory Authority Decisi... Regulatory Authority Decisi..  Trial\03 Regulatory\0:

Copy To Sites

Administrators can access the documents cart to avoid copying documents such as training
documents individually across different investigative sites.
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To copy documents to sites, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. Select the documents to copy other Investigative Sites.

3. Click on the Share dropdown and select Copy to Sites option.

! 3 Documents 3 Selected »

@ Remove Selected
3 Columns 3 selected

Title Document Type Name Index

< Regulatory Authority Dedi... | Regulatory Authority Dedisi... | Trial\03 Regulaton\03.01 ...

@ < Acknowledgement IB Sign... | IRB IEC Acknowledgement ... Country \United States\04...

<) Contact Details_List Site Contact Details Country \United Kingdom...

=3l

2] Copy to another Room

= Copy To Sites

4. On the Copy Documents to Sites window, select sites pertaining to specific criteria by
clicking on the radio buttons.

a. Select the All Sites options, and click on the Next button to select the folder to
which the documents will be copied.

b. Select the Specific Sites options, and click on the Next button to select the
folder to which the documents will be copied.

c. Select the By Country option and select a country from the dropdown options.

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

CL: Public Page 172 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

Copy Documents To Sites x

Select Sites

The selected docurments will be copied to all sites chosen. Please select
the appropriate sites below.

® All Sites
() Specific Sites

() By Country

5. Click on the Next button once the criterion is selected
6. Select a folder and click on the Copy button. The documents are copied to the
Investigative Site folder.

Copy Documents To Sites x

Select Folder

Please select the final destination folder for the copied documents.

Q, Search...

w Index Root
» 01 Trial Management
» 02 Central Trial Documents
» 03 Regulatory
» 04IRE or IEC and other Approvals
» 05 Site Management
» 06 IP and Trial Supplies
» 07 Safety Reporting

Compare
To compare documents, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.
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2. On the Documents Cart window, click on the Actions dropdown and select the
Compare option.

E 3 Documents 3 Selected x

@ Remove Selected

3 Columns 3 selected

v Title Document Type Name Index

|
(3 9 Regulatory Authority Deci... |Regulatory Authority Dedisi... | Trial03 Regulatory\03.01 ...

|

(B 9 Acknowledgement IB Sign... | IRB IEC Acknowledgement ... | Country \United States\04...

|

@ < Contact Detalls_List ] Site Contact Details Country \United Kingdom...

Ce- R -

B add To

B Create A
b;’-‘ml 7o Sub sion Packag
% Mark as Popular

3. Refer to the Compare section for additional information.

Merging documents

Users with Administrator, Manager, and Editor access can merge two or more documents into
one document.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the Merge
option.
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E 2 Documents 2 Selected

@ Remove Selected
2 Columns 2 selected

Title Document Type Name Index

< [Placeholder] - Public Regi... | Public Registration

< URS Writing Stucture

=2
I Compare
# Merge I
% Relate Documents
I Add To Audit
No dt¢ I Create Audit Profile

Iy Add To Submission Package
W Mark as Popular

H‘ & Download
«4 Email documents

£ Mass Coding

X Reject

3. On the Merge Documents screen, access the Up and Down buttons on the right side to

rearrange the order of documents in the correct order of appearance in the final
document.

4. Click on either Download or Save as New Document.

o Download: It will download all documents merged as one PDF file.

o Save as New Document: This creates the merged file as a new document in
the study room.

Merge Documents

3 Colaamas ) seiecied

e

Bxpaasen Dale Deletedt By ey

83 e A pewheSgrrTend 18 Sy IR MgOns U MIE CAM Lonerary \Winied SmesOH4 |

23 oM Pegekitony Al Ty Dot | Tranmgion Aegfthe..

RO Sy 1

8 A e vt Dot Lint IarrgO0) G SteComte Crrartry \Uniied KX gdon_

5. If Save as New Document is selected, access the dropdown and select a source
document whose metadata should be copied to the new document.
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Merge Documents Step2 O @ x

[Mkncmledgrmmx I8 Signature Page pdlr (Acknowle ~ l

Select which doouments, If any. should be deleted as a part of the merge process

3 Columns 3 selected

(v Date Title Document Comments Expiration Deleted By ndex
’ ! |
11 Nov 2024 | Acknowse... Trmning00._ Counuy\.. ©

11 Nov 2024 | Regudatory... | Trainingoo Triah\03 Re

12Nov 2024 | ComtactO.. | Training00_. Country \..

6. Click on the Next button.
7. On the Merge Documents screen, confirm the metadata for the merged document and
click on the Finish button.

Merge Documents Step3 O O ® X

Metadata

~ Document Metadata

)

Event @ =
Category @  Country v

itry @ @ United States v |

Document Type @' @ IRB IEC Acknowledgement of Receiptof Sa © ~
W Select

mitted Name @  Acknowledgement 1B Signature Page_pdf-r

Comments @

D ging progress - (100%) Cancel -ﬁish
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Related documents
Users with Editor and Administrator access related the documents with this option.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the
Related Documents option.

! 3 Documents 3 Selected x

& Remove Selected
3 Columns 3 selected

%] Title Document Type Name Index

|
@ = Regulatory Authority Deci... | Regulatory Authority Deisi... Trial\03 Regulatory\03.01 ... ’
B 9 Acknowledgement IB Sign... | IRB IEC Acknowledgement ... | Country \United States\04... |

@ 9 contact Details_List | Site Contact Details Country \United Kingdom... ’

3. On the Relate Documents window, select the appropriate option from the dropdown
menu.

Relate Documents x

Please select the type of document relations.

Relation Type

Standard
Translation
1572 Form
Site Document

‘ ‘

Protacol
Version

Note to File
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4. Click on the Save button to complete the related documents process. A notification
Documents related is displayed in the top right corner of the screen.

Adding documents to an Audit

Administrator, Manager, and Editor users can add documents to the cart from the grid and
include them in an existing audit by using the Add to Audit option.

To add documents to an audit, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the Add To

Audit option.
! 3 Documents 3 Selected x
& Rem lects

3 Columns 3 selected

%! Title Document Type Name Index

|
A 9 Regulatory Authority Dedi... | Regulatory Authority Dedisi... | Triah03 Regulatory\03.01 ...

@ = Acknowdedgement IB Sign... | IRB IEC Acknowledgement ... Country \United States\04...

A 9 contact Details_List [ Site Contact Details Country \United Kingdom...

]

] Compare

E

3. On the Select Audit window, select the Audit to add documents to.
4. Click on the Select button.
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Select Audit X

Note: The audits displayed are those that have been created in the Quality Review module
specifically to have documents added to them in this manner.

Create an Audit Profile
Admins can add documents to the cart from the grid and create audit profiles using the
Create Audit Profile option.

To create an audit profile, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the Create
Audit Profile option.
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! 3 Documents 3 Selected x

& Remove Selected

3 Columns 3 selected

~ Title Document Type Name Index

|

@ = Regulatory Authority Deci... iRegulalory Authority Dedsi... | TrialO3 Regulatory\03.01 ...

@ = Acknowledgement IB Sign... | IRB IEC Acknowledgement ... ‘ Country \United States\04...
|
1

& 9 Contact Details_List | Site Contact Details

|

Country \United Kingdom...

3. The Create Audit Profile popup opens.

4. On the Create Audit Profile form, create an audit by adding the necessary by following
the instructions.

Adding Documents to a Submission Package

Administrators, managers, and editors can add documents to the cart from the grid to include
them in a start-up submission package by using this option.

Note: This option will only be available in rooms where Study Start-Up is enabled.
To add documents to the submission package, follow the steps below.
1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the Add to
Submission Package option.

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

CL: Public Page 180 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

! 3 Documents 3 Selected x

@ Remove Selected

3 Columns 3 selected

Title Document Type Name Index

@ = Regulatory Authority Deci... E,Regulelory Authority Dedisi... | Triah03 Regulatory\03.01 ...
@ < Acknowledgement IB Sign... FIRBIEC Acknowledgement ... Country \United States\04...

B 9 contact Details_List | Site Contact Details Country \United Kingdom...

@D Compare

» Merg

%R cuments
B Add Tc t
I Create A ofile
II}M:{I To Submission Package I

% Mark as Popular

3. On the Select a Submission window, choose a submission package and click on the
Select button.

Select A Submission x

Select Specific Submission
Q Searct

4 submissionss
Title Country Agency
Central IRB Package l I
Example
Test

Test IRB Sub Package

[lrw‘o‘lei m

Marking documents as Popular

Administrator, Manager, and Editor users can mark certain documents as popular using this
option.
To mark documents as popular, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.
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2. On the Documents Cart window, click on the Actions dropdown and select the Mark as
Popular option.

‘E 3 Documents 3 Selected x

& Remove Selected
3 Columns 3 selected

] Title Document Type Name Index

|
@ = Regulatory Authority Deci... | Regulatory Authority Decisi... Triah03 Regulatory\03.01 ...

A 9 Acknowledgement IB Sign... | IRB IEC Acknowledgement ... | Country \United States\04...

B 9 contact Details_List | site Contact Details Country \United Kingdom...

|

3. A success message appears stating the documents are successfully marked as
popular.

4. The documents can be viewed on the Popular Documents dashlet.

Downloading documents
1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the
Download option.
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! 3 Documents 3 Selected

@ Remove Selected

3 Columns 3 selected

) Title Document Type Name Index

|
@ 9 Regulatory Authority Ded... | Regulatory Authority Dedisi... | Triah03 Regulatory\03.01 ...

@ = Acknowledgement IB Sign... | IRB IEC Acknowledgement ... Country \United States\04...

B 9 contact Details_List [ Site Contact Details Country \United Kingdom...

3. On the success message popup click on the Get Results button.

(V) Downloading Documents
Room: Tl Training Team 55U/eTMF Room

Finished: Export: 3 of 3 completed
Success! Task is complete.

Get Results

Email
The email function allows users to send an email to another room user or contact. This could

be a document-related email or not.

To send an email, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to

open the Documents Cart window.
2. On the Documents Cart window, click on the Actions dropdown and select the Email

Documents option.
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™ 3pocuments 3 Selected x

& Remove Selected
3 Columns 3 selected

~ Title Document Type Name Index

I
Regulatory Authority Deci... | Regulatory Authority Dedisi... | Triah03 Regulatory\03.01 ...

Acknowledgement 1B Sign... | IRB IEC Acknowledgement ... | Country \United States\04...

Contact Details_List { Site Contact Details Country \United Kingdom...

[0 Compare

» Merge

B\ Add To Audit

I}y Create Audit Profile
B\ Add To Submission Package
% Mark as Popular

3. Refer to the Email section for the standard steps of sending an email to another user
or a contact from another room.

Mass Coding
The Mass Coding function, allows the user to apply metadata to multiple documents at the
same time. If the Causality Tracking feature is enabled in the room, then Mass Coding will be

disabled.
To apply Mass Coding, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to

open the Documents Cart window.
2. On the Documents Cart window, click on the Actions dropdown and select the Mass

Coding option.
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! 3 Documents 3 Selected x
@ Remove Selected

3 Columns 3 selected
%] Title Document Type Name Index

|
@ = Regulatory Authority Deci... \'Regulalorymhonty Dedsi... | Triah03 Regulatory\03.01 ...

A 9 Acknowledgement 1B Sign... E
|

A 9 contact Details_List | Site Contact Details Country \United Kingdom...

IRB IEC Acknowledgement ... Country \United States\04...

|

[ Compare

lelate Documents

Add T

X(NA -3 FF P ™

3. Refer to the standard steps of mass coding documents detailed in the Mass Coding
section.

Reject
To Reject a document through the documents cart, follow the steps below.

1. Add the required documents to the Documents Cart and click the arrow next to it to
open the Documents Cart window.

2. On the Documents Cart window, click on the Actions dropdown and select the Reject
option.
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™ 3pocuments 3 Selected x

& Remove Selected

3 Columns 3 selected

%! Title Document Type Name Index
|

Regulatory Authority Dedi... [ Regulatory Authority Dedisi... | Trial\03 Regulatory\03.01 ...
|
|

Acknowledgement 1B Sign... | IRB IEC Acknowledgement ... Country \United States\04...

Contact Details_List | Site Contact Details Country \United Kingdom...

@ Compare

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

3. On the Reject Document screen, add the rejection reason and click on the Reject

button.

Reject Document =

1 document selected

Reason for Rejection

( PI Change @ ][ Document Type Confirmation @ |( Incorrect Protocol @ |

Comments

Document Reject

Layout

The layout menu, above the metadata pane, allows the user to choose from several page
potential layouts.

Browse

CL: Public
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e Browse with Metadata
e Review
e Preview (bottom)
e Undock
e Undock (New Windows/Tabs)
Vo by Incien ] - an - ¥ T » . dlgots & - Q . " 1 & Lyt v
R ——— © XN A A = B P & Noi\Wion Select Layout x
.-:.,«,'u‘--.n-,- 3 Tow ame_ T Didunes Oocumert Cusrest W (L Wernong »
W agvg
L Select Layout x e e e —
Y =
= 1 ) & . B
Browae Browse with Metadata Review
f
e f=
B B
Preview (bottom) Undock Undock (New
Windows/Tabs)
‘o Pl @)
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Content Editing and Versioning

Document editing and versioning in Tl Collaborate follows a check-in and check-out process.
The various methods of content editing and versioning provide the ability to track changes
across multiple document versions while enabling users to edit content efficiently. This
functionality is available through various editing methods

e Online Edits: Using the Online Edit functionality, users can make changes to
documents directly within Tl. However, users need to save the edits manually.

e Offline Edits: The Offline Edit functionality allows users to download the document on
their systems and upload the updated documents back into the collaborate room.

e Team Edits: This option enables multiple collaborators to edit a document
simultaneously. Team members edit documents along with adding comments and
responses.

Checkout and Edit

The document edit process begins with checking out a document from the Documents
Library module.

To check out and edit a document, follow the steps below.

1. Within the Documents Library modal, click on the horizontal ellipsis (three-dot menu)
icon of a document.

2. Select the Check Out option.

3. Select any one of the following checkout options.

a. Online
b. Offline
c. Team Edit
R I
‘: R Madule Documents Library
Training Yeam Collaborate Room v10.3 Wi - Collaborative Workspace v
jocument » @ Manage Sacurity BMassCodng Pimpot  wExpoty B Em C 2
T . P ] 3 s 3 o
Fiers Show Empty Fo... 1-20f 2(1 selected)

(= Title Submitted On +  Document Owner

v 55 Index

=  TestDacument 2 24 00 i in1
» I8 Study Colisboration 73 4 Chage Cadarel 20 Dec 2024 00:32 Training Admin
™ Sugng 18
Trasning Admin 1
» e *Share 4
» I *Upload &
x
LI
8 Ve
- » |—| - I © Oniine
Use 16 & -
RA m EdR
« AN
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4. Once a document is checked out, the document is highlighted with a lock icon with
the reviewer's name.

B Document * & Manage Security £ Mass Coding 4 Import * “ Export &= Email -

1-19 of 19 (0 selected)

Title Submitted On {
Document 1 04 Mar 2025 01:18
& - o 23 Oct 2024 00:59

Reviewing by Training Admin 1

12 0ct 2024 02:19

o 0O O 0O O

® 06 Feb 2024 03:05

Online

This option is intended to be used by those who would like to edit the document within Tl
without downloading the file. Choosing this option will immediately open the Document
Viewer in Edit Mode, where the user can perform any necessary changes to the document.
While checked out, the document is locked for all other users, preventing inadvertent
overwriting or conflicting edits. Other users will be able to view and download the current
effective version of the document, but they will not be able to check it out until it has been
checked back in.

To edit a document online, follow the steps below.

1. Check out a document to edit and select the Online option.
2. Click on the Editing mode menu in the top right and select any one option.
a. Editing: This option allows users to make any changes in the document.
b. Reviewing: This option allows users to suggest changes to the document.
c. Viewing: This option allows users to view the file without making any changes
to the document.

e tome soedt Osw  Léyod Sl Colltosten  Pecton W Puges

INTROOUC TION & PURPOSE

EL) SCOPE
»w RESPONSIILITIES T Vewey 9

o DEFINTTIONS

50 PROCEDURES

60 FORMS AND ATTACHMENTS
€1 Appmrcia A
£2 Appardu B

ro RETERINCES

o REVISON MBS TORY

| 19 | Documan Cuaton
L

|
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3. Accessing the toolbar at the top of the Document Viewer to access options like File,
Home, Insert, Draw, Layout, References, Collaboration, Protection, View, and
Plugins etc. to make edits to the document.

Fie Hoow insert Dwaw Layoua Refonunces Cetuvoumon

1.0 INTRODUCTION & PURPOSE

20 SCOPE

10 RESPONSIBILITIES

4. From the vertical toolbar on the left side of the editor, select the following options.
a. Find: Click on the Find icon to search for specific text and replace it with
alternative text.

Home Insert Draw Layout References Collaboration

D.__. Find and replace »

Case sensitive

Whole words only

b. Chat: Select this option to chat with other collaborators responsible for
reviewing the document.

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

CL: Public Page 190 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

Fle Home Inset Draw Layou! References  Collaboration  Protechon  View  Plugins

Q  Chat X [ &

* Training Admin 1

1.0  INTRODUCTION & PURPOSE

20 SCOPE

30 RESPONSIBILITIES

h 40  DEFINITIONS
I 50 PROCEDURES

6.0  FORMS AND ATTACHMENTS
6.1 Appendix A
6.2 Appendix B:

7.0 REFERENCES

Neod more information R 8.0  REVISION HISTORY

Version Effective Author
Date

c. Headings: Select this option to view the document's structured outline.

Fle Home Inset Draw layout References Cofaboration  Prolecion  View  Plugins
L sy V3 . Tt I+ 9

Headings 8B X =)

Q
=) 1.0 INTRODUCTION & PURPOSE 5
2.0 SCOPE -
B 3.0 RESPONSIBILITIES 5
4.0 DEFINITIONS :
5.0 PROCEDURES 1.0 INTRODUCTION & PURPOSE

6.0 FORMS AND ATTACHMENTS

20  SCOPE
6.1 Appendc A
9.2 Appendec B , 30  RESPONSIBILITIES
~
8.0 REVISION HISTORY 4 4.0 DEFINITIONS

9.0 PROCESS FLOW
5.0 PROCEDURES

6.0 FORMS AND ATTACHMENTS
6.1 Appendix A
6.2 Appendix B

7.0 REFERENCES

8.0 REVISION HISTORY

Offline

This option offers the user a chance to download the document to their computer. The user
will then make any changes required using their preferred, locally installed software and
upload an updated copy to the Collaborate room. When checking out a document offline, the
document is immediately locked, and the system prompts the user to (optionally) download
the document.

To edit a document offline, follow the steps below.
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1. Check out a document to edit and select the Offline option.
2. On the Offline Checkout Confirmation popup, click on the Download the Document
button to download the copy into the system.

Offline Checkout Confirmation X

"Test Document' is checked out for Offline Editing

Note: It is recommended to download the document during offline edits to ensure working on
the most up-to-date version of the document.

Check-In
When a user has finished editing the document, they need to check in the document.

Check-In for Online edits

To check in a document for online edits, follow the steps below.

1. Click on the horizontal ellipsis (three-dot menu) icon of a checkout document and
select the Check-In option.

Specifications document

@ Add Document
J + [ Copy Link

X Rejec vi.1

_ _ plate
& view document security

# Check In 5

o o O
-

) S=t a5 Restricted Document Content

2. Otherwise, navigate to the Document View and click on the Check In button to check
in the document from the Document Viewer.
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B Document » & Manage Security £ Mass Coding 4 Import ¥ ¥ Export * &= Email 02 &

Home Insert Draw Layout References Collaboration Protection

View Plugins

g o

3. On the Check In popup, select any one of the options by clicking on the radio buttons,
optionally enter a comment, and click on the Save button.
a. Major
b. Minor

c. No Change

Check In

wWhat kind of version would you like to check in?

Fa oy

® Major () Minor () No Changes

Comments

Cancel Save

4. If Major is selected, the document is updated to a new major version and is displayed
in the document metadata panel.
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797406

Versions

@ compare

N @ 4 Mar 2025 04:39:39 AWM
OO File Name

Created By

1_: trainingadmin1@ti.com
Versions
Full Name
% Training Admin 1
Queries
Comments
9
o [Joz2 4 Mar 2025 03:34:32 AM ==
D 0.1 23 Oct 2024 12:55:28 AM =

5. If Minor is selected, the document is updated to a new minor version and is displayed
in the document’s metadata panel.

797406

Specifications document

Versions

[0 compare

: @ 4 Mar 2025 03:34:32 AM ™
OO File Name

Related SOP Template Mew.docx
P Created By
) trainingadmin1@ti.com
Versions
Full Name
% Training Admin 1
Comments
D
o [Jo.1 23 0ct 202412:59:28 AM =
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6. If the No Changes option is selected, the edits are discarded and the document
remains in its previous state and version.

Check In x

What kind of version would you like to check in?
(O Mazjor (O Minor @) No Changes

Any changes made on the document will be discarded

Comments

Cancel Save

7. Click on the refresh icon within the Grid View.

B Document ~ & Manage Security £ Mass Coding 4 Import * ¥ Export ¥ = Email

1-19 of 19 (1 selected)
(m] Title

] [w] *  Document 1

Specifications document

myTl 2.0 UAT Draft Steps

Trial Interactive w10.4.3 Release Notes v0.1

Check-in for Offline edits

For Offline edits, users need to upload the locally edited document in the Attachment*
section by clicking on the Browse button.
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Check In x

What kind of version would you like to check in?

o . ~ - T B = —
@ Major () Minor () No Changes

Comments

Cancel
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Team Edits

This option creates an online editing session involving multiple users, who can all work on the
document simultaneously and see each other’s changes in real time.

Set up Team Edits

The user who creates the team editing session will be identified as the Collaborative Review
Owner and can define which users will take part in the collaborative edit. The owner of the
session can be reassigned later, if necessary, via the metadata panel in the collaborative
editing module.

To set up team edits, follow the steps below.

1. Check out the document to edit from the Documents Library and select the Team Edit
option. The Team Edit window opens.

(w] Title
*
© Add Document
0 . (3 Copy Link
X Delete
O ® * X Reject v0.1
U ® & view document security Iplate
® Check Out » I
0O @ ® I @ Online
U Set as Restricted Document Content & Offline
OB ® ' B AddtoCart fon 0.1
W Add to Favorites
[ ® =

2. Within the General Info section, perform the following and click on the Next button.
a. Assign a due date for the collaborative review by overriding the default date.
b. Disable the Disable Auto-Naming toggle switch to personalize the review title.
c. Optionally add the review instruction into the text box.
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Team Edit

x
@ Generalinfo
General Info
Collaborators Collaborative Review Titie*

Collaborative Review 1 Disable Auto-Naming

Collaborative Edit Due Date
18 Mar 2025 5o

Instructions
Open Sans v 14 v 6 BIUS % @ Ev Ev Ev

Enter the instructions here

Cancel Next

3. Within the Collaborators section, add the required number of collaborators from the
All Users section to the Selected Users section.

4. Additionally, click on the +Add 1 Editor button to select all editor users with edit rights
to the folder where the document is located.

5. Once the collaborators are added, click on the Check Out button.

Team Edit

Collaberators

m e

Usery

AL Uners 1 Seimcted Uvers O Rermawn Al

6. The checked-out document for team editing is highlighted stating the document is in a
collaborative review.
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[m] Title

] * | Document 1
Specifications document
Collaborative Review 1

O

O 'y —

0 ® -

Participate in Team Edit

Collaborators participating in a team edit can simultaneously edit documents in the
Document Viewer. Additionally, the Collaborate Review owner can make changes to the team
editing session setup via the metadata panel.

To add or remove collaborators and collaboratively edit a document, follow the steps below.

1. Navigate to the documents metadata panel and select the Collaborate Review tab.
2. Click on the Review Owner* dropdown and assign a different review owner.
3. Access the Collaborators* dropdown and add additional collaborators to the review.

TI Document

Title

Collaborative Review 1

o Status

OPEN

(}‘> Review Owner

o Training Admin 1 v

p Document Owner

fersions trainingeditor1@ti.com

? Proxy Owner(s)
@

Review Due Date

18 Mar 2025 He
e Collaborators © Add
Review
(e ©) x
References © Add
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4. Click on the Document View to access the document in edit mode. Multiple users can
make changes in real time, with each collaborator marked in a different ink.

|TRANSPERFECT Demo Doc #5

PAGE: 2072

Document Tyee: Blostats

1.0 INTRODUCTION & PURPOSE

Here are the changes that Editor 104 is making. {1

Here are the changes that I'm making as Admin 103

2.0 SCOPE

3.0 RESPONSIBILITIE
4.0 DEFINITIONS

5.0 PROCEDURES

51 Process Overview
5.2 Entry Criteria
5.3 Recommended Tools

5. Click on the Comments button from the vertical toolbar to add comments that can
viewed by other collaborators as well.

File Home Insen Draw Layount Referances Cokaboraton Frolection  View Pluging
= Comments £ v X = ' ; @

Q |rla|nmo‘H-Mor1 S BV

e Changes Acad T

Add teply

1.0 INTRODUCTION & PURPOSE
Training Admin 1 s B v

20 SCOPE

Changes added

Add reply 10 RESPONSIBILITIES AND DUTIES

40 DEFINITIONS

50 PROCEDURES

6.0 FORMS AND ATTACHMENTS

6. Navigate to the documents metadata panel and update the review status by selecting
Pending, In Progress, or Complete options.
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797406 [ REVIEW ID 203 &

Specifications document

Collaborate Review 1

[ Pending H In Progress H Complete ] E]

Collaborative Review

Collaborate Review 1
r
1 OPEN Due 19 Mar 2025

Closing a Team Edit

Once the collaborators have completed editing the document, any one of the collaborative
reviewers can close the session and check back in the document. A team edit can closed
directly from the documents metadata panel from the Documents library and from the
Collaborate modal.

Method 1
To close a team, edit, follow the steps below.

1. Click on the Close & Check In button from the documents metadata panel.

797406 / REVIEWID 903 4

Specifications document

Collaborate Review 1

[ Pending ][ In Progress ][ Complete ] E]

— Collaborative Review

Collaborate Review 1
F

1 OPEN Due 19 Mar 2025

o

2. On the Close & Check-In popup, select any one of the version change options,
optionally enter comments, and click on the Save button.
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Close & Check In x

what kind of version change would you like to make?

o) Major
Minor

No Changes

omments

Enter comment

400

Cancel

Method 2
To close a team edit through the Collaborate modal, follow the steps below.

1. Navigate to the Collaborate modal and expand the My Reviews > Pending folder.

o » Room Module
a5 l‘ o . Collaborate
Training Team Collaborate Room v10.3 (tws) w Collaborative Workspace ¥
Q Enter keywords or phrase (o2 Layout ¥
z
1-10f 1 (0 selected)
55 My Reviews
Title Description Created Date
B In Progress o
" /i Collaborate Review 1 05 Mar 2025
B Completed 0 ?
I Review Closed 7
» @ By Status

2. Select the review and click on the Collaborate Status tab from the quick view panel on
the right-hand side.

Q Enter keywords or phrase P Layout «
1-10of 1 (1 selected) o Profile Collaborate Status versions
4 Title Description

> Collaborate Review 1

3. Complete the check-in process by adding the type of revision and any comments, and
then click Close Review Session and Check-In.
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Close & Check In x

What kind of version change would you like to make?
@® Major

() Minor

() No Changes

Comments

Enter comment

0 /400

Cancel | Close & Check In

4. The Collaborate Status tab will display the status as closed with the User Name and
Comments, if any.

Profile Collaborate Status Versions

@ Mar 04, 2025

serMame Training Editor 1

Statu

L1

Comments

Documents and Collaboration Review
All edits, regardless of method, are tracked as part of a document’s history. Versions of the
document can be viewed and compared in the Versions tab of the Metadata panel.

To view the collaborate review history, follow the steps below.

1. Click on the Versions tab from the quick view panel to view the document versions.

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

CL: Public Page 203 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

Prof Collaborate Status |Versions|

Versions

D Compare
1.2

Collsborate Details

Created after Collaborate Review Collabor
ate Review 1

11

Collaborate Details ('

Created after Collaborate Review Collabor
ative Review 1

0.2

] 04

2. Select two document versions and click on the Compare button to view the document
versions in a side-by-side view.

Profile Collaborate Status Versions
Versions

V] 1.

1.2 4 Mar 2025 11:18:59 PM

REVIEWID 903

Collaborate Details ('

Created after Collaborate Review Collabor
ate Review 1

14
REVIEW ID 902

4 Mar 2025 07:33:53 AM

Collaborate Details (£

Created after Collaborate Review Collabor
ative Review 1

3. Click on the Collaborate Details link to view the review details in a different popup
window.
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Q

Profile Collaborate Status Versions

Created Date Last Updated Date

Versions
Collaborate Details

@ Compare

@ | Training Admin 1 CLOSED

@ 012 AMar 2025 TIIBSOPM o
REVIEW 1D 903

Created after Collaborate Review Collab
orate Review 1

File Name
SOP Template New.docx

Croated By
trainingadmini@ti.com

Full Name
Training Admin 1
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Only Office Plugins

The OnlyOffice Workspace is a robust productivity suite featuring word processing,
spreadsheets, presentations, and collaboration tools. These tools are essential for streamlining
organizational processes. Plugins, as integrated extensions, add extra functionality to the
software, allowing users to customize and expand OnlyOffice's capabilities to meet specific
needs.

Note: To access the plugins, check out a document for online editing and navigate to the
Plugins menu in the toolbar at the top of the document viewer while in editing mode.

I Document v & Manage Security £ Mass Coding A Import v ¥ Export v = Email
(=L & Q Ll L2 * . v

File Home Insert Draw Layout References Coliaboration Protection View

B | & @ 2 T % 2 Th Z w0 \J

@ & 3 %I Photo LanguageTool Apertium Mendeley Thesaurus Zolero Speech draw.io Speech
Editor « v v input

ol |

= (y LT % 2 T Z 0 i &

Photo LanguageTool Apertium Mendeley Thesaurus Zotero Speech draw.io Speech
Editor + v v input +

il

ccessfully b
in hundreds of clinical trials to store critical trial documents g
Trial Interactive’s platform is a web-based and mobile-enablg
that provides eClinical solutions for eTMF and content mana
tools used in conducting a clinical trial. Trial Interactive’s pro
2 any organization looking to leverage new efficiencies and op
trial management, content management, and eLearning:

List of Only Office Plugins

Trial Interactive now supports the use of various plugins within OnlyOffice, enabling users to
integrate additional features and functionalities directly into the platform.

Important

1. To access the ONLYOFFICE Docs user guide, Click here
2. To access the ONLYOFFICE Document Editor user guide, Click here
3. To access the ONLYOFFICE Spreadsheet Editor user guide, Click here

Draw.io

The Draw.io plugin for OnlyOffice allows users to create and edit diagrams, flowcharts, mind
maps, and other visual representations. The plugin integrates draw.io, an open-source
diagramming application that allows users to create a wide variety of diagrams: flow charts,
mind maps, Venn diagrams, infographics, network and architecture diagrams, UML diagrams,
etc. Ideal for project management, software design, and business documentation, the Draw.io
plugin boosts productivity by keeping all the visual and textual content in one place. This
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way, users can work with such diagrams without leaving the editor interface or launching any

additional applications.
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draw.jo

File Edit View Arrange Extras Help
B wx- Q@ aQ « + - Save&Exx 110
oo~ =0 Diagram Stybe
Oodo -
DDBO@ = ooh ’ ops [
AaDo : o -
DAS2XD = )
Dla(mimin i
5 o S / / Options

AL i
— — — — —— e
oy Paper Sire
* Advanced US-Lotter (857 117 v
* Basic @ Porrat

AN E£02 Data

+ More Shapes J + Clear Defaull Style
Apertium

The Apertium plugin for OnlyOffice offers a robust, open-source machine translation tool
supporting multiple languages. This free platform allows users to translate text seamlessly
within documents, making it an excellent solution for businesses and teams collaborating

across languages.

- Apertium X l
Apertium

:7—' Engash ¢ Spasoh

=] Hige fiesid Engash -+  Spanish
Hide fiedd

—Fransh used succ
TransPerfect is prusba Inderactiva ha hundr itical trial
ulitzad osamente pof
TransParfect cliontes para encima 15 Interaq d and mob
aflos en centenaras de prusbas
clinicas para almacenas la prueha i - >
aibca ¢,)é,;;,,cnu tan parte de ka PfOWd TransPerfect Ia prueba Interactiva ha F and cont
Prusha Electronica Lims Masstra d x utiizado axilosaments por l
useda i TransPedect cientes para encima 15 jal Interact
P 10 & -1 afios en centenares de pruebas o w
L OrgaNIY  ciinicas para aimacenar ia prueba v efficienc
criica documenta tan parte de la
manag Prueba Electronica Lima Maestra ’ and elea
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Zotero

Zotero is a free, open-source reference management tool designed to act as the personal
research assistant. It helps you collect, organize, cite, and share research sources with ease.
The Zotero plugin for OnlyOffice integrates this powerful tool directly into the document
editor, enabling seamless management of references while working on documents. With
Zotero, users can save references from library catalogs, research databases and websites.
Additionally, users can add PDFs, images, audio and video files, snapshots of webpages, and
write annotations and attach them to the citations. Users can also create bibliographies using
a wide range of major citation styles.

File Home Insert Draw Layoul References  Coliaboration  Protection View  Plugins

QZotero X|_.|v8.x.‘»'l-;‘xlnzrl-.a.x.i-l
= To use Zotsro you should gst an API key. _
Navigate to Zotero AP settings. Create and il Zotero > &
copy API key into the field below.
= API Kay A
AP! Key To use Zotero you should get an API key.
= il Navigate to Zotaro AP settings. Creato and
Save ] coDy API key into the fisld balow.
}I = APl Kay
Save as text AP Kev
active has u
Th i Save .
- to store crit
- - Save as text web-based
ns for eTMF
i used In conducting a chinical trial. Tria
organization looking to leverage new
I management, content management,
Thesaurus

The Thesaurus plugin for OnlyOffice allows users to easily find and replace words with
synonyms directly within the editor. This enhances vocabulary and improves writing quality
by providing quick access to word alternatives, enabling more refined and diverse content
without leaving the workspace.
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Talk

Talk: Talk is an instant messenger that provides real-time communication between co-
workers. It offers all the traditional features a user can expect from a messenger i.e., history
archiving, file transfer, multi-user chat support, search function and emoticons etc.

Photo Editor

The Photo Editor plugin for OnlyOffice enables users to edit images directly within the
document editor. It offers features like cropping, resizing, flipping, rotating, drawing lines and
shapes, adding icons and text, applying masks, and using filters such as Grayscale, Invert,
Sepia, Blur, Sharpen, and Emboss, simplifying the process of enhancing visuals.

Photo Editod

Grayscon Trvert Aemove White Poelaln . .
Seod Secal '

Cone Filter
Eur Sharpan Brigatness

Embass Nose

7%
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Mendeley

The Mendeley plugin for OnlyOffice integrates a powerful reference management tool
allowing users to insert citations, manage references, and create bibliographies seamlessly.
This plugin streamlines the citation process and ensures accurate referencing directly within
documents.

Fie Home et DOvaw  layodt  Feleences  Coloboraion  Protecton View  Plugns

Mundeley

Mendeley

0 use Manoaey, regrstar t

th form That wit D op

Mipn -prod-00-2 nalsierscive com@ 1 34

SEY s used successfully by
- & Copy Lk ang Opea Foma critical trial documents
sed and mobile-enable
e MF and content manag
Appicaton © Trial Interactive’s prod
- lew efficiencies arld op
nt, and elLearning:

Auto Complete

The AutoComplete plugin for OnlyOffice enhances productivity by predicting and suggesting
words or phrases as users go on typing. The AutoComplete helps save time, reduces errors,
and ensures consistent terminology, making it particularly useful for repetitive tasks or
handling professional documents efficiently.

Language Tool

The LanguageTool plugin for OnlyOffice provides advanced grammar, style, and spell-
checking capabilities in multiple languages. It helps users improve the quality of their writing
by identifying errors and suggesting corrections directly to the editor, ensuring polished and

professional documents with ease.

To use the language tool, highlight the text, select the Language Tool plugin from the top
toolbar, and click the Start button.
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Speech

Speech: The Speech plugin for OnlyOffice converts text to speech, enabling users to listen to
their documents being read aloud. This feature is ideal for proofreading, accessibility, and

multitasking, helping users catch errors, improve content flow, or review documents hands-
free directly within the editor.

e [ st Traw Lot Fatrwaces Caaterabor Pratecaoe Vo Fuge

" Ex [Z I W s ™ oZ @Y
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Select the text and click on
Start

Start
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TransPerfect's Trial Interactive has used successfully by Tranj
hundreds of clinical trials to store critical trial documents as p:

. Interactive's platform is a web-based and mobile-enabled softy
provides eClinical solutions for eTMF and content managemen|
used in conducting a clinical trial. Trial Interactive’s products d
organization looking to leverage new efficiencies and opportui]

Speech Input

The Speech Input plugin in OnlyOffice enables users to convert speech into text effortlessly.
The Web Speech API recognizes spoken words and inserts them directly into documents,
streamlining productivity and minimizing typing effort. The plugin supports multiple

languages, including English, French, German, Italian, Spanish, Portuguese, Turkish, Chinese,
and more.
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COLLABORATE MODAL

The Collaborate modal in the Collaborative Workspace displays and provides access to
Collaborative Team Edit sessions. These sessions are categorized based on the user's
participation and their status. Additionally, users can view and update the session profile,
manage collaboration status, and access different versions of the collaboration review.

To access the Collaborate modal, follow the steps below.

1. Click on the Collaborative Workspace from the module’s dropdown.
2. Click on the Collaborate modal from the left-hand navigation menu.

sss » Room Module
58 l b L i Collaborate
Training Team Collaborate Room v10.3 (W5 w Collaborative Workspace w

Q Enter keywords or phrase 9 Layout »

0

0 -0 of 0(0 selected)
» Ba My Reviews

» BB By Status Title Description

Collaborate Views
To view documents within a collaborative session by different criteria, follow the steps below.

1. Expand the My Reviews and By Status folders.
2. Under My Reviews folder, select the following sub-folders.
a. Pending
b. In Progress
c. Completed
d. Review Closed
3. Under By Status folder, select the following sub-folders

a. Open

b. In Progress
c. Closed

d. Overdue
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» Room Module
l e Training Team Collaborate Room v10.3 (CWS) w Collaborative Workspace w
Q Enter keywords or phrase &P Layout +
~»
-~

1 1 -3 of 3 (1 selected)
v U= My Reviews

i Pending o () Title
B In Progress o
5 >
I Completed o
I Review Closed 8
v & By Status
[EEr——
|
B InProgress o

B Closed 37
I overdue 3

Collaborate Metadata Panel

The metadata panel of a document in a collaborative session allows users to view and update
the profile details, close the session, check back in the updated document, and access
different versions of the document.

To access the metadata panel of a collaborate document, follow the steps below.

1. Select a collaborate document and expand the metadata panel.
2. Click on the Profile tab, update the following details if required, and click on the Save

button.
a. Title*
b. Collaboration Review Owner*
c. Review Due Date*
d. Collaborators*
e. Reference Documents
f. Comments
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Ti Document
? S M DENODIC 7 8 AlE2v22 08 Aug 2022 25 May Demo Doc Admin 103 Mon 08/08
> Working Demo Do...  Thisis areviewses... 22 Dec 2022 22 Dec 2022 =
] & & soPDemoDoc #1 ... 19 May 2023 19 May 2023
22 Aug 2022 Glo
- [ Add
Open

3. Select the Collaborate Status tab and click on the Close Review Session and Check In
button.

Profile Collaborate Status Versions

r

 Close Review Session and Check In

4. On the Close & Check In window, select a version change option and click on the
Close & Check In button.
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Close & Check In x

What kind of version change would you like to make?

(@) Major
J Minor

No Changes

Comments

Enter comment

) / 400

Cancel

5. Once the session is successfully closed, the Collaborate Status tab displays the review
status as Closed along with the user's name.

Profile Collaborate Status Versions

@ Mar 10, 2025

UserMame Training Admin 1
Comments

6. Navigate to the Versions tab to view the version-specific details. Click on the
Collaborate Details tab to view the collaborate review details in a separate popup.
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2 Profile Collsborate Status
Collaborate Details x _.
Versions
@ | Training Admin 1 CLOSED I
M Compare
04

10 Mar 2025120530 AM =
HEVIEW ID 466

Created after Collaborate Review 25 May

B
Lio3 5 May 2022 05:03:25 PM
REVEWID 428

ﬂ Collaborate Detalls (£
Created after Collaborate Review 25 May.

both versions.

Compare 2 Versions

7. Select two versions and click on the Compare button to display a side-by-side view of

Version 0.4, 10 Mar 2025

Version 0.3, 25 May 2022

Collaborate Status Versions

Profile
x

Versions

I Compare

@M 10 M 0I5 120030 A =
HEVEW O 4
(%] Collaberate Detaiy 2
Created after Collaborate Review 25 May

Cancel

03
& 2% My 2022 OIQRZS T | -
MVEW D a8

Cailabarats Oetails (&
Created after Coflaborate Review 25 May
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APPROVAL WORKFLOWS

This section explains the procedure to initiate the change control and administrative approval
workflows and electronically sign a document.

Change Control Workflow

Documents requiring change control can be submitted for review or signature workflows
either upon submission to Tl or after content is generated/edited in Tl. Users with editor and
above access can initiate a workflow.

Initiate Workflow

To initiate a workflow for a controlled document, follow the steps below.

1. Navigate to the Documents Library modal within the Collaborate Room and expand
the necessary folder to access the document.

2. Click on the paper plane icon which indicates the document is ready for workflow or
select the three-dot menu and select the Initiate Workflow option.

» Room Module .
l g . , Documents Library
Training Team Collaborate Room v10.3 (cws) w Collaborative Workspace w
B Document « & Manage Security £ Mass Coding A Import W Export =
View by Index o : -
v

Filters Show Empty Fo... 1-80f 8 (1 selected)
Q Search by fok o we v i X

; ‘ = O Title Submitted On t

v 55 Index

X ol Developers Sites 1 n2 1:
» Wa Study Collaboration 78 7] ) er € 3 Jun 2023 01:02

i» Staging 19

W * A4
BGL 17

» B *Share 4 o -
] w 1) Copy Link 104:46

» B8 *Upload 61

; < 3 Relect 100:29

1 LG CLanT <eciuity 100:32

100:43

504:11

3. On the Workflows wizard, select the appropriate workflow for the specific document
type.
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Workflows x

Select Workflow

) 2 Step Test (i=) cow-2

Workflow {"5 1-Level Approval Workflow with eSignature

Cancel

4. Specify the number of approvers to complete a stage in the workflow in the Minimum
Number of Approvers section and click on the Next button.

1-Level Approval Workflow With ESignature Step1 @ x

© Approval stage 1 Approval stage 1

@ eSignature

»

1 -

1 approver
(m) Name Emall
QC1 N/A
& | Training Admin 1 trainingadmin1@ti.com
Back to Workflow Selection Cancel

5. Within the eSignature step, select the signers who should review the document and
click on the Next button.
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1-Level Approval Workflow With ESignature Step2 C@® 0O X

() Approval stage 1 eSignature
© eSignature ,
() Training

1 signer

(w) Name Email

eSignature Permission N/A
& ‘ Training Admin 1 trainingadmin @tl.com
Back to Workflow Selection Cancel m

6. On the Training step, check the Training Needed checkbox if users are required to
complete training in GlobalLearn when the new version becomes effective and click on

the Review button.

1-Level Approval Workflow With ESignature Step3 O 0O @ O X

() Approval stage 1 Training

@ eSignature

(9] Training Needed
© Training

(® Review & Confirm

Back to Workflow Selection Cancel

7. In the Review & Confirm step, verify the details and click on the Add Document(s) to
the Workflow button for users to begin the review.
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1-Level Approval Workflow With ESignature Step 4 ¢ o x
(3 Approval stage 1 Review & Confirm
® eSignature [ Approval stage 1

@ Training

B eSignature

© Review & Confirm

@ Training

Back 1o Workflow Selection Cancel

8. Once the document is successfully added to the workflow, the icon in the grid
changes, indicating the document is under review.

View by Index - ° B Document v & Manage Security B Mass Coding A Import - ¥ Export - Emai
Fileers Show Empty Fo... 1-60f 6 (0 selected)

Q Search by fol < —34
7 Advanced v | 4+ O Title Test Document v Clear Values

v B Index

» B8 Study Collaboration 78 C 2 i Title Submitted On 1 Document Owner
= Staging 19

_ [ ] 8 b Test Document 19 Dec 2024 03:53 Training Admin 1

» Im *Share 4

| o Test Document 2 19 Dec 2024 04:456 Training Admin 1

» B8 *Uplcad 6!
- Test Document 3 20 Dec 2024 00:29 Training Admin 1
o0 Test Document 3 20 Dec 2024 00:32 Training Admin 1

Important

e The Change Control workflows enabled via Settings > Workflows > Workflows are
displayed in the Workflows wizard and available for selection.

e The wizard for a specific workflow shows the number of steps configured during its
creation, which may vary depending on the workflow.
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Claim a Document in a Workflow

The section describes the procedure to locate and claim a document which is sent for review
through a workflow. To locate and claim a document, users must have access to the
collaborate room and should be participants in the ongoing document review process.

To locate and claim a document, follow the steps below.

1. Navigate to the Documents Library modal, and set the view to ‘Document Life Cycle’.
2. Click on the Pending folder and select the document.

» Room Module )
232 l ] . - . Documents Library
Training Team Collaborate Room v10.3 (cws ) w Collaborative Workspace

A Import = ¥ Export « Emall - -
Viewby By LifeCycle ~ [B+] !
— 1-10of 1(1 selected)

-

B rending | L 2samen ||| #]

I Review In Progress 0

v Title

B eSignature Requests 0

eSignature In Progress 0 .
B esig . 2> % Test Document
B eSignature Completed 0 |

B Rejected 0
B Approved 14

I Effective 4

3. Navigate to the metadata panel of the document and click on the Claim button.
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824829 Go to Index im

Biostats_CC

Submitted Name
Test Document

Metadata

~ Document Metadata

+ e
(a]

Restricted Document Content J

Change Control Documents

M
W
Pt
D
og
(=]

Document Type  Biostats_ChgCntrl Qv

7 ¥ Select

Versions Title Test Document

& Training Admin 1 v

?G Document

ueries Owner

4. Review the document and mandatorily add a status from the available dropdown

options.
5. Click on the Save button so that the document moves to next stage of approval or

signature.
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8242829 Go to Index Im

Biostats CC

Submitted Name

Test Document

=]
el Metadata 8
=
Metadats
~ Document Metadata
a 1-Level Approval Workflow with eSignature: Approval
" stage 1
Approved v
¥
GL
E2 =

~ Workflow History

Cancel

Important

e Documents to claim can also be accessed from the Documents to Approve and
Document Life Cycle sections from the Collaborative Workspace dashlet.

¢ Pending Documents have at least one stage of review in the workflow.

o Documents need to be claimed before sending an eSighature request.
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Create eSignature Request

Once the Pending documents are claimed, eSignhature request can be created and the
document can be sent for eSignature to the appropriate users.

To create eSignature request, follow the steps below.

1. Navigate to the Documents Library modal, and set the view to ‘Document Life Cycle’.
2. Click on the eSignature Requests folder and select the document.

» Room Module i
823 l ¢ o i Documents Library
Training Team Collaborate Room v10.3 (Cws ) w Collaborative Workspace w

= A Import - W Export v Email —
View by Document Lif... v [JE«3
zc 1-10of 1(1 selected) ::D

i Pending © 1 Title

7
Review In Progress 0
b e A ® — | Test Document
B eSignature Requests 1

I eSignature In Progress 0

B eSignature Completed 0
B Rejected 0

3. Navigate to the metadata panel of the document and click on the Claim button.

824829 Go to Index Im

Biostats_CC

Submitted Name
Test Document

Metadata
~ Document Metadata
|
f Re i Content U
OO Category  Change Control Documents
Document Type  Biostats_ChgCntrl o
5 ¥ Select
Title Test Document
?0 & Training Admin 1 v
e 65 D -
9 iod 0 ~
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4. Click on the Create eSignature Request button.

824829 Go to Index im

Biostats_CC

Submitted Name
Test Document

=)

Metadata

~ Document Metadata

 1-Level Approval Workflow with eSignature: eSignature

5. Move the requested signatories into the right column of the ‘Send for eSignhature’
panel, assign a signer role, and click on the OK button.
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Send For ESignature x

eSignature Type (@) Paralle O Ssena

1 Columns 1 selected

12 Columns v Name Signer Role
) Name Tite & | Training Admin 1

6. A success message is displayed indicating the specified users are required to sign the
document and are notified by email that the eSignature is pending.

Sign a Document

To sign a document, follow the steps below.

1. Navigate to the Documents to Sign tab within the Collaborative Workspace dashlet.
2. Select the document to eSign and click on the arrow.

Collaborative Workspace

¢ | Documents to Sign| Pen:

1- 3 of 3(0 selected)

Title Category Document type
] 2 Trial GL
| <& Change Control Documents TMFMgmt_ChgCntrl
) Test Document Change Controi Documents Blostats_ChgCntri

3. The Document View opens by default with My eSignature view applied and the
Waiting for Signatures folder selected.
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@ Waiting for Signatures 10

B Completed 27

Grid View Document View

» Room Module ;
l g o y Documents Library
Training Team Collaborate Room v10.3 (tws | w Collaborative Workspace v
~ 4 Import ¥ Export v Emai € Cancel eSignature i Q Enter keywords

View by My eSignatures v £« 3 °

> & O * -

~
J Py o ab

B Canceled 2 (e oy {0 b

L ~C in M e

4. Select the eSignature tab in the metadata panel and enter a reason from the available
dropdown options.
5. Click on the Sign Document button.
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$24529 Go to Index

Blostats_CC

Submitted Name

Test Document

eSignature Type Parallel
eSignature Status ® Waiu
O Training Admin 1 [ Wnieing Sor vigramary |
1 approve this document v

UE& T 1% de il

6. On the ‘Please Provide Your Credentials’ popup, mandatorily enter the Username* and
Password*.
7. Once the user’'s name and password are entered, click on the OK button.

Please Provide Your Credentials x

Username
Trainingadmin1@ti.com

Passworg

(K]

[ — l

8. Once the document is signed successfully, the metadata panel displays the status as
Completed and the Document Grid displays the status as Signed.
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26 - 28 of 28 (1 selected) u) @ manage Cou I 2 Views ~ ek S
. Titie e Document ssue Biostats CC
Tralning Adm 1, compl Yoot Document
- Training Admn 1, compl
= ) Parallel
A =x (] = | Tewt Document Tralning Admie 1, compl Sgred
1 [ore ]
o]
v
L
Vignany

Non-Approval of Documents

It is also possible to mark a controlled document obsolete. Once a document is marked as
obsolete will not be eligible for editing or workflows. However, the document history and

properties will remain intact. Additionally, the obsolete documents can be restored in case
they were rendered obsolete in error.

To mark a document as obsolete, follow the steps below.

1. Click on the three-dot menu of a document to mark as obsolete.
2. Select the Make Obsolete option.
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» Room Module .
l g s - ; Documents Library
Training Team Collaborate Room v10.3 (cws | w Collaborative Workspace
Document » & Manage Security £ Mass Coding 4 Import » ¥ Export v
View by Index o ) : g B - -
FEcs SROW BNy, 1-20f2(1 selected)
Q Search by fole - - v —
sbolde =< () Title Submitted On t
F % Index
U Doc1 r 4:12
» I Study Collaboration 78 = 03 Mar2025'9
i Staging 19

mGL 19

» Im *Share 4

» I *Upload 61

% Check Out 4

U Set as Restricted Document Content

3. On the Make Document(s) Obsolete popup, mandatorily enter a comment and click
on the Confirm button.

Make Document(S) Obsolete x

NmMments

Marking document obsolete

Cancel Confirm I

4. To view the obsolete documents, set the view to display only the obsolete
documents.

5. Click on the three-dot menu and select the Restore option to add documents back to
their initial location.
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» Room Module ,
l ¢ T . : Documents Library
Training Team Collaborate Room v10.3 ((wWs | w Collaborative Workspace ¥
O Restore 4 Import v ¥ Export v & Email ool .

view by Obsolete v K-

~ 1-10f1(1selected)

-~

“ B Obsolete Documents 2 vd Title Obsolete By

Training Admin 1

O Restore
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Administrative Workflows

Effective Documents can be routed through an administrative workflow. Effective versions of
controlled documents will sometimes require a minor housekeeping change after approval.
These changes should not impact the effectiveness of the document. An example of this type
of change would be correcting a minor typo. It would be inconvenient to use the full
versioning workflow in correcting such a trivial error, and this is why Tl Collaborate includes a
feature called Administrative Workflow.

The key difference between an Administrative Workflow and a standard Approval Workflow
is that the administrative workflow will appear as a minor version change. Still, the Effective
date and Periodic Review timeframe will remain unchanged from the currently effective
version.

To carry out an Administrative Workflow correction, the user must be added to the related
group in a room.

Initiate a Workflow

To initiate an administrative workflow, follow the steps below.

1. Check out an effective document and check back in the updated version.

1-20 of 20 (1 selected) 22 B I Manage Columns

2 Title Submitted... + Document O... Document Lif...  Current Work...

© Add Document
v mr Q) Copy Link :
[ A4 . fraining Admi...
X R ;
fraining Admi... Approval stag...
i\ L
. @ View document secur ity fraining Admi... Approval stag...
® Check Out ’ l
4 * 1 Set as Restricted Document Content  [raining Admi...  Effective; Peri...

2. Click on the paper plane icon which indicates the document is ready for workflow or
select the three-dot menu and select the Initiate Workflow option.
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(m] Title Submitted On + Document Owner

GL Document Training Admin 1

© Add Document

() W « ([ Copy Link 1115 Training Admin 1
<

O W A4 “ % Reiect LN Training Admin 1

= B Make Obsolete

[—" 4 i 8 View document security £48 Yraining Admin 1

O b 4 * s i " 132 Training Admin 1

|4 Initiate Workflow I

) @ U Set as Restricted Document Content  .5g Training Admin 1

3. On the Workflows wizard, select the appropriate workflow for specific document type.

Workflows *

Select Workflow

¢ W, "
Administrative Workflow 2 Step Test

CCw-2 Workflow

1-Level Approval Workflow with eSignature \: =) Administrative Workflow 1

Cancel

4. Specify the number of approvers to complete a stage in the workflow in the Minimum
Number of Approvers section and click on the Next button.
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Administrative Workflow 1 Step1 @ O O X

© Approval stage 1 Approval stage 1

Please select

vho should review tt
1Pf w uid view t

(@ eSignature

1 approver

%) Name Email

Back to Workflow Selection Cancel

5. Within the eSignature step, select the signers who should review the document and
click on the Review button.

Administrative Workflow 1 Step2 O ® O X

@ Approval stage 1 eSignature

Please select signers who should review this document

© eSignature
Minimum Mumber of Approvers:

(@ Review & Confirm

1 signer

Name Emnail

Back to Workflow Selection Cancel

6. In the Review & Confirm step, verify the details and click on the Add Document(s) to
the Workflow button for users to begin the review.
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Administrative Workflow 1 Step3 OO ® X

(@ Approval stage 1 Review & Confirm

(@ eSignature

© Review & Confirm

Approval stage 1

eSignature

Back to Workflow Selection Cancel Add Document(s) to Workflow

Locate and Claim a Document

To locate and claim a document in an administrative workflow, follow the steps below.

1. Navigate to the Documents Library modal, and set the view to ‘Document Life Cycle’.
2. Click on the Pending folder and select the document.

» Room Module )
a2 l d e . Documents Library
Training Team Collaborate Room v10.3 (cws) w Collaborative Workspace +
2 i A import ¥ ¥ Export &= Emall “- v
View by Document Lif... v JE+3
o 1-20f 2(1 selected)
B Pending 2 (=] Title
" = B
e G U+ 9 ® = Test Document 2

B eSignature Requests 0

I eSignature In Progress 0

GL Document

I eSignature Completed 1
I Rejected 0

3. Navigate to the metadata panel of the document and click on the Claim button.
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859261

GL Document_05Mar2025

Submitted Name
GL Document

Metadata

~ Document Metadata

L e

Categ Trial
¥
ument Type | GL
G’O Tit GL Document

05 Mar 2025

Go to index d

Q v
¥ Select

4. Review the document and mandatorily add a status from the available dropdown

options.

5. Click on the Save button so that the document moves to the next stage of approval or

signature.
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859261 Go to Index

GL Document_05Mar2025

Submitted Name

GL Document

Metadata

* Document Metadata

~ Administrative Workflow 1: Approval stage 1

[Approvcd v
GL €
X
e I
e

Cancel S‘IVQ

6. On the Document Approval confirmation popup, click on the Yes button.

Document Approval x

Are you sure you want to approve this document? Document Type: Trial/GL

o -

Important

e Documents to claim can also be accessed from the Documents to Approve and
Document Life Cycle sections from the Collaborative Workspace dashlet.
¢ Pending Documents have at least one stage of review in the workflow.
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o Documents need to be claimed before sending an eSignature request.

Create eSignature Request

Once the Pending documents are claimed, an eSignature request can be created and the
document can be sent to the appropriate users. Once the document is successfully claimed, it
can be located in the eSignature Requests folder.

To create eSignature request, follow the steps below.

1. Navigate to the Documents Library modal, and set the view to ‘Document Life Cycle’.
2. Click on the eSignature Requests folder and select the document.

» Room Module :
l § — . ) Documents Library
Training Team Collaborate Room v10.3 ((ws | v Collaborative Workspace ¥
= D Import v ¥ Export v = Email - v
View by Document Lif... v JE*3
-~ 1-1of 1(0 selected)
L
B Pending 1 Title
Review In Progress 2 - ~
5 L | > x o GL Document

B eSignature Requests 1

B eSignature in Progress 0

3. Navigate to the metadata panel of the document and click on the Claim button.
4. Click on the Create eSignature Request button.
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859261 Go to Index
GL Document_05Mar2025
Submitted Name
GL Document
£
Metadata
~ Document Metadata
i
! ~ Administrative Workflow 1: eSignature
P ‘ v
% GL -
X X
'D r

5. Move the requested sighatories into the right column of the ‘Send for eSignature’
panel, assign a signer role, and click on the OK button.

Send For ESignature

eSignature Type (@ Paralle O se

1 Columns
14 Columns LJ Name Signer Role
Name Title O a Training Admin 1 Approver v

Trainer of t...

of2 Nexxh M

cancel n

Note: Signatories specified during workflow creation are selected by default.
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6. A success message is displayed indicating the specified users are required to sign the
document and are notified by email that the eSignature is pending.

Sign a Document

To sign a document, follow the steps below.

1. Navigate to the Documents to Sign tab within the Collaborative Workspace dashlet.
2. Select the document to eSign and click on the arrow.

Collaborative Workspace

)cuments to Approve | Documents to Sign | Pending Coliaborative Reviews Document Life Cycle

1-3of 3 (1 selected)

(] Title Category
(0] 9 W Techwriter Team Training Trial
O = URS Writing Stucture Change Control Documents

3. The Document View opens by default with the My eSignature view applied and the
Waiting for Signatures folder selected.
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» Room Module .
l d o " Documents Library
Training Team Collaborate Room v10.3 (Cws ) w Collaborative Workspace
 Import ~ ¥ Export v &= Email (# Cancel eSignature .

View by My eSignatures v [+
3] Q * v

~
-~

P
Jsta ¥
&
¥

5.8

|
8 Canceled 2 (el

M Waiting for Signatures 10 i

B8 Completed 28

4. Select the eSignature tab in the metadata panel and enter a reason from the available

dropdown options.
5. Click on the Sign Document button.
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859261 Go to Index I8

GL Document_05Mar2025

Submitted Name
GL Document

= o

= esignature Type Parallel

eSignature Status

i () Training Admin 1 Waiting for signature
Comments
Reason
P’ | approve this document v
Sign Document
Queries Cancel eSignature

6. On the 'Please Provide Your Credentials’ popup, mandatorily enter the Username* and

Password*.
7. Once the user’'s name and password are entered, click on the OK button.

Please Provide Your Credentials x

Username
Trainingadmin1@ti.com

Pas

(M3

Worg

- ]
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8. Once the document is signed successfully, the metadata panel displays the status as
Completed and the Document Grid displays the status as Signed.

- Titke Signers Docurnent lssue I GL Document 05Mar2025
- Renorts feators ¢ Training Admin 1, compl ©L Decument

- Training Admin 1, compl
== Parallel
* et ent Fraining Admin 1, compl. Signed
GL Document Training Admin 1, compl... l O Training A S—

9. The signed documents can be located in the Completed folder within the Document
Life Cycle view.
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Periodic Review of Documents

The Periodic Review process determines users or groups of users responsible for reviewing a
document after a specific time to ensure the document is correct i.e., after every year or two
years. Within Tl Collaborate, Admins can define the period when a document requires
periodic review along with the reviewers.

To complete a periodic review of documents that do not require a change, follow the steps
below.

1. Click on the View by dropdown and select the Document Life Cycle view.

W Document» 8 Manage Secur! Mass Cod
View by My Submitted ~ ‘ I &e Y . ne
View Documents By
. & A
NOEX MY UST WORKFLOW
Index My Edits By Status
Obsolete Documents | Own By Reviewer
Site My Workflow I Document Life Cycle I
ASSignments
Country By Workflow
My eSignatures

2. Open the Periodic Review Required folder and select the document.

> Room Module 2
l g o . Documents Library
Training Team Collaborate Room v10.3 (cws) w Collaborative Workspace w
A import ¥ W Export ¥ M Ema ~ v
ETEEETE -
~ 1-10f1(1 selected)
<
I Pending 1 L Title
& Review In Progress 2 -
* = | Test Document Periodic Review
B eSignature Requests 0

I eSigrature In Progress 0

B eSignature Completed 2

B Rejeczed 0

B Approved 14

B Effective ¢

IR Periodic Review Required 3
B Periodic Review Overdue 3

I Periodic Review In Progress 5

3. Click on the horizontal ellipsis icon (three-dot menu), and select the Check Out
option.
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4. Select an edit method i.e., Online, Offline, and Team Edit.

P Import * ¥ Export ¥ = Emal W

1-10f 1(1 selected)

X F
Q¥
& View document securit,
l ® Check Out ’ I Q@0 e
U Set as Restricted Document Content & Offline
¥ Add to Cart © Team Edit

5. Once the edits are made or no change is required click on the Check In button.
6. Select the No Change option and add a comment.
7. Click on the Save button.

4 mporty WExpoty B Email Lol ¢

5 L} [ - & * - v

Draw Layou!  References Cogaboration  Protection Viaw Plugins
4’-’_1'-'-\5&4".-8-'.-\-;-~-..3.......'g.. o SO ROE A T NI Y
= . ‘ ‘

Check In *

r

B @ 9

vAS AR

What kind of version would you like to check in?

[

1 O Min @

Any changes made on the document will be discarded

No Changes. Periodic Review Completed.

=i Cancel Save

8. Navigate to the Grid View and click on the Refresh button.
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4+ import * ¥ Export * &= Email “ew
1-1o0of1(1 selected)

Title

Test Document Periodic Review

9. Navigate to the History tab documents metadata panel and click on the View all
History button.

850828 Go to Index im

Test Document Periodic Review_14Mar2025

Submirted Name
Test Document Periodic Review

[

Open Document Metadata

Updated by

Training Admin 1

T

Metadata Field Was Updated

Updated by

Metadata Field Was Updated

Updated by

Metadata Field Was Updated

Open Document 4 Mar 2025

Updated by 2 €

Training Admin 1 D View all History
a

D View all History
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10. On the All History tab, view all the periodic review actions.

All History x

id MMM yyyy + 0 dd MMM yyyy S

Periodic Review Finished
Updated by Training Admin 1
(®) Document Was Checked in $ Mar 2025 03:281 I
Updated by Training Admin 1
cription No changes.

® Metadata Field Was Updated

Updated by Training Admin 1
Actwity detalls Next Review Date, old: "03/14/2026", new: "03/14/2027"

11. To view specific actions for a specific period, add a criterion from the Activity Type
dropdown and specify the From and To dates.

All History x

Activity Type

Periodic Review Finished v

14 Mar 2025 [0 14 Mar 2025 .

Periodic Review Finished

foted by Training Admin 1

Periodic Review Finished

joted by Training Admin 1
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Important

e Documents, once effective, can be routed through the periodic review process.

e Online checkout option is recommended for documents that do not require a change.

e For documents that do require changes, the document would be revised per the usual
process and sent through the appropriate workflow for approval/ up version. In that
case, the periodic next review date would be generated based on that document’s
new approval date.

e Periodic Review does not apply to documents that are not configured for the Change
Control Workflow at the Document Profile Level.

e |If a major or minor version is checked in during a periodic review, the document can
be located in the Periodic Review In Progress folder and routed through the approval
workflow.
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SITES

This section provides detailed instructions on adding, deleting, importing, and exporting data,
performing mass coding, managing security settings, and customizing columns. It also
includes comprehensive guidance on General Information, Contacts, and Site Visits.

To access the Sites modal in the Collaborative Workspace, follow the steps below.

1. Select the Collaborative Workspace module from the Module dropdown.
2. Click on the Sites modal from the left-hand navigation menu.

ot » Room Module )
£ l P o : Sites
Training Team Collaborate Room v10.3 (cws) w Collaborative Workspace
© Add X D¢ A import ¥ Export S M:
View by By Status v B
o 0- 0 of 0 (0 selected)
Site Status

Add Sites

To add new sites, follow the steps below.

1. Click on the Sites modal from the left-hand navigation pane within the Collaborative
Workspace module.
2. Click the +Add button to create a new site. This opens the New Site form.

> Room Module
l i Sites

Training Team Collaborate Room v10.3 (cws) v Collaborative Workspace w

m 4 Import ¥ Export 8 Ma
View by ByStatus

0-0of 0(0 selected)
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3. In the General Info tab, expand the following sections and add the necessary information.
e Info: Add information to the following fields.

1. Institution Name*; Mandatorily add the institution name from available options.

2. CRA: Select users from the dropdown options as CRAs

3. Start-Up Specialist: Select users from the dropdown options as Start-Up
Specialists.

4. Site Number: Enter the site number.

5. Site*; Mandatorily enter the site name if Disable auto Site Name is disabled.

6. Disable auto Site Name: Check the checkbox to manually add the site name or
vice versa.

7. Reason for not using the auto site name: Mandatorily provide a reason for not
using the site if Disable auto Site Name is disabled.

New Site %

General Info | Contacts

test site 001

. Editor AP @ | X

Site-001

Site 1

Add Site Name

¢ Address: Add information to the following fields.

Country: Select a country from the dropdown options.
Website: Add a website

Address: Add the address to the respective field

City: Enter a city for the site

State: Enter a state for the site

Zip Code: Enter the ZIP Code for the site

Phone: Enter phone number for the site

Fax: Enter the fax number for the site

Geo Code: Enter the geocode for the site.

©ONOOGOAWDNS
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eneral Info] Contact

Country @ United Kingdom v X

¢ More: Add information to the following fields.

Expiration Date

Status

Site Email Domains
Preferred Communication Mode
Main IRB/EC Name
Reg Pack Sent Date
IRB/EC Submit Date
IRB/EC Approval Date
Site Activation Date

10. Reg Pack edelivery

11. eFeasibility Status

12. Effective Closure Date
13. Address Line 2

14. Address Line 3

15. Email

16. Other

17. Country Approval Date
18. Status Date

19. Organization Name

©ONOOGOA®DNS

4. Once the necessary details are specified, click on the Add button.
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New Site

General Info

(=]

-0

dd MMM yyyy

Cancel

5. On the Contacts tab, perform the following to configure the list of contacts within the

site.
New Site x
General Info Contacts
© Add # Edit i Delete &x Deactivate & Convert to User
(] Last Name First Name Email Contact Type
No records available.
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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e Add Contacts: To add contacts, follow the steps below.

On the Contacts tab, click on the +Add button.

On the Add Contact form, add details to the mandatory metadata fields.
Click on the Finish button.

To add existing contact, switch to the Add Existing tab.

INIRECES

Add Contact X

Create New Add Existing

Emai
dagabid625@jofuso.com a

Prefix

First Name

Test User

Last Name
001

Suffix

Cancel Finish

¢ Edit Contact: To edit a contact, follow the steps below.

Select the contact within the contacts list.

Click on the Edit button from the top menu bar.

On the Edit Contacts screen, make the necessary changes.

Once the details are modified, click on the Edit button at the bottom of the
Edit Contacts screen.

INFAENES

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

CL: Public Page 254 of 306



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

INTERACTIVE
Edit Contact x
dagabid625@jofuso.com B
Test User
001
Clinical Research Associate v x

o Delete Contact: To a contact, follow the steps below.

1. Select the contact within the contacts list.
2. Click on the Edit button from the top menu bar.

New Site

General Info Contacts

© Add # Edit &x Deactivate & Convert to User

Last Name First Name Email Contact Type

_ daga bld 625@J0f m

e De-activate Contact: To deactivate a contact, follow the steps below.

1. Select the contact within the contacts list.
2. Click on the De-activate button from the top menu bar.

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

CL: Public Page 255 of 306



TRIAL

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

¥

New Site
General Info  Contacts
© Add # Edit @ Delete & Convert to User
Last Name First Name Email Contact Type

_ dagabld 625@J0f m

e Activate Contact: To activate the contact, follow the steps below.

1. Select the contact within the contacts list.
2. To activate, the contact, click on the Activate button from the top menu bar.

New Site

General Info Contacts

© Add & Edit i Delete & Activate & Convert to User
Last Name First Name Email Contact Type
D Clinical R...

e Convert to User: To convert a contact into a user, follow the steps below.

—

Select the contact within the contacts list.

Click on the Convert to User button from the top menu bar.

3. On the Convert Select Site Contacts screen, provide a role and the actions to
the user and click on the Convert Contact to Room User button.

N
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Convert Selected Site Contact(S) To User(S) X

Role

Editor v
Actions

| study Startup @ | eSignature @ | Page Manipulations @ | X

Cancel Convert Contact To Room User

6. Once the General Info and Contact Details are added, click on the Add button.

Delete Site

To delete a site, follow the steps below.

1.  On the Sites screen, check the box next to the site to delete,
2. Click on the Delete button.

Py Room Module
RIAL 2
l 8 Sites

Tl Training Team.., (Cws) v Collaborative Workspace »

© Add - P Import V¥ Export 8 Mass Coding
. | ~

~ 1-20f 2(1 selected)
-~
B All - Institution Na... Site Status Country

s . PENDING United States

3. On the Delete Site(s) dialog, enter the reason for deletion in the provided field.
Optionally, select Delete reconciliation data or Remove Site from Audit Configuration if
applicable.

4. Click the Delete button to confirm the deletion.
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Delete Site(S)

Are you sure you want to Delete 1 Selected Site(s)? This action is irreversible

ookt ST

Note: This action is irreversible, and a confirmation message will indicate the site has been
deleted.
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Import Sites
To import sites from the Collaborative Workspace module, follow the steps below.

1. On the Sites screen, click the Import button from the top menu bar.

= P 1RIAL Room Module .
] l| NTERA = : Sites
Tl Training Team... (tws) w Collaborative Workspace w
© Add x &8 Mass Coding
o
= 1-20f 2(1 selected)
-~
v 2 All (w Institution Na... Site Status Country
EE T St | \ = United states
) - PENDING United States

2. On the Sites Import dialog, click on the See the sample worksheet template to download
a template and enter the necessary details.
3. Click Select to upload a metadata file in .xIsx format. Ensure that the spreadsheet
contains two worksheets.
e The first worksheet should list investigative site details.
e The second worksheet should list contacts.
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Sites Import Step1 ® O O O 0O O x

Upload File

This wizard supports the import of many sites at once using a spreadsheet.
The spreadsheet should contain two separate worksheets:

Waorksheet one should contain the list of institution names and addresses
Waorksheet two should contain the list of contacts including the Principal Investigator

Metadata File (format: xisx): =

See the sample worksheet template

Cancel

4. After selecting the file, click Next to proceed with the import process.
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Export Sites

To Export sites, follow the steps below.

1. Click the Export button at the top of the screen to export all sites in the grid. To export
specific sites, check the box next to the site name.

- P 1RIAL Room Module -
- l @ INTERA s . Sites
Tl Training Team... (tws) w Collaborative Workspace w
TEmeETE——— EEE »
z 1-20f 2(1 selected)
= Al (m Institution Na... Site Status Country
!
T M o e
0 - PENDING United States

2. On the Export Sites dialog, under Export Options, select one of the following sources and
click on the Next button.

e Selected records
e All Sites in the current grid
e All Sites in the room

Export Sites

Source

Step1 @ O %

Select Metadata Fields

(@ All Sites in the current grid
(O All Sites in the room

Cancel

3. In Step 2, choose the metadata fields to include in the export file and click on the Export
button to finalize and start the export.
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Export Sites Stepz @ X

Export Options Select Metadata Fields

Site Status @ || Country © || Principal Investigator © || Site Activation Date @ | Progress % ©
eFeasibility Status Q| Main Contact @ | Ma n Contact Phane 0 Start-Up Specialist © | CRA ©
Active Contact @ | Address © 1 ¢ ity © | Contact \'»,.'.' Q|| EmailAddress @ | Fust Name ©
b Last Name © | Mobile Number @ | Phone Number © | Prelic ©
State @ | Suffix © | User Name € | ZipCode 0

Site Fields Contact Fields Additional Contact Fielkds Sort By Alphabet v 1

« |m 62 Metadata Fields
w B 27 Site Flelds

Cance Previous

4. On the Export Sites success message popup, click on the Get Results button and
download the export file into the system as Microsoft Excel Worksheet.

® Exporting Sites
Room: Tl Training Teamn Collaborate Room

Success! Task is complete.

5. Within the downloaded file, click on the Investigative Sites_Header tab to view details

such as
1. Room Name
2. Exported On
3. Exported By
4. Time Zone

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

CL: Public Page 262 of 306



INTERACTIVE

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

ExpoctinvSites_Ti Train.. jo

File Home Insert Page Layout Formulas Data Review View Help & Shate
J A & = (‘-,"_‘ @Corvﬂ tonal Formatting ~ [5; p
a,:{c [C : Fort Algnment Number ﬁ;:'rmm.' 4% Table > Cel Editing
| - . . (52 Cel Stytes .
Chpboatd > Styles A
Al . fo v
A 8 C D E F G H 1 -
1 :.
2
3
<
5
6 Investigative Sites
7 Tl Training Team Collaborate Room
8 Exported On: 2025-03-07 01:19:06 (Eastem Standard Time)
5 Exported By: |
10 Time Zone: Eastern Standard Tlmo (UTC-OS 00) Eastern Time (US & Canada)
1
12 -
’ I Investigative Sites Header I Y e (#) ' ’
Ready B om o - ' -

6. Click on the Investigative site tab to view the following details.

Institution Name
Principal Investigator
CRA

eFeasibility

Main Contact

Main Contact Phone
Progress

Site Activation Date
Status

10 Start-Up Specialist

©ONOTOAWNS
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g o)
Fue Home nsen Page Layout Formulas Data Review View Help 5 Share
L—“ A & = % [E3 Conditional Formatting ~ =) o
- [ - % Focmat a5 Table ~
Paste LD fonm Alignment  Number r;_‘ SRS Celly Edung
- & - . . B Celt Stytes = .
Clipboud 5 Stytes ~
£10 v fe v
A B C D E F -
lInsttution Name | Principal Investigator CRA ~ eFeasibiity Main Contact |Main ContactPro
- 2 ‘ 377
|- B
1 Y.
L SECERINNT 2 s 100

0 NV e W N

Ll
=B v
H

-
~
‘.

‘ « | Investigative site Contacts + 1 N

7. Click on the Contacts tab to view the following details.

1. Institution Name
2. Site Number

3. Active Contact
4. Contact Type
5. User Name

6. Email Address
7. Prefix

8. First Name

9. Last Name

10. Suffix

11. Address

12. City

13. State

14. Country

15. Zip Code

16. Mobile number
17. Phone number
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ExportinvSaes Tl Traning

Fde Home nsert Page Layout Formulas Data Rewew View Help = Share
d [’] X A - o, ] Candtional Farmatting = Ty @)
< ™ . 5 For s -
Pate e Font | Agnment | Number _;.'_ s Cels | Editing
] - - - 59 Cell Stylen - - -
Clipboard a Stytes o
Al . fs Institution Name v
A 8 C D E F G H 1 3|~
1 [insttutior]Site Num/Active CaContact TUser Nan EmaiAdd Prefix [First Na|Last Narr Suffx
2 |Beachside View |Yes Pnncnpal_l
3 Beachside View Yes Sae Activii
4 Beachside view  |Yes ‘Reguiator |
5 |Hogwarts Hospital |Yes Principal |+
6 |Hogwarts Hospital |Yes ‘Sub-Inves;
7 |Northwestermn UniveYes Principal |« o
a
9
10
11
12 .
‘ Investigate site - ‘ »
Rescy i m - ' = o

Mass Coding Sites

To perform mass coding for sites, follow the steps below.

1. Select the site(s) to apply mass coding by checking the box next to the site name.
2. Click Mass Coding at the top of the screen.

P TRIAL RN Mo Sites
‘ L Ti Training Team... (cws) w Collaborative Workspace »
© Add X Delete 4+ import ¥ Export B Mass Coding
View by By Status v &
z 1-20f 2(2 selected)
~ Institution Na... Site Status Country

v A

— * United States

— * United States

3. In the Mass Coding dialog, select the relevant fields to code, such as Country, Expiration
Date, CRA, Start-Up Specialist, or any other applicable fields, and fill in the details.

4. Once all information is entered, click on the Save button to apply the mass coding to the
selected site(s).
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Mass Coding x

The selected site will be processed

Country

@ United Kingdom v X
CRA
[ Editor AP X u

Start-Up Specialist
(& Admin AP @ | X

(V) Reg Pack Sen

t
10 Feb 2025

+o
L

1:02:02 FHe

o]

o O

(V) IRB/EC Submit Date
10 Feb 2025 RHe

(v) IRB/EC Approval Date
10 Feb 2025 He

(V) Country Approval Date
10 Feb 2025 He

Cancel Reset m

5. On the confirmation popup, click on the Yes button.

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

Confirm Mass Coding

Are you sure you want to proceed with Mass Update?
Following fields will be updated:

CRA

Start-Up Specialist

Reg Pack Sent Date

IRB/EC Submit Date

IRB/EC Approval Date

Country Approval Date

Country

. -

CL: Public
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Manage Security of Sites
To manage security settings for sites, follow the steps below.

1. Check the box next to the site to manage security settings.

2. Click on the Manage Security button at the top of the screen, and choose either Editors
or Readers to manage permissions.

- l\ TRIAL . Moo Sites
’ ’ Ti Training Team O - Collaborative Workspace
O Add x ¢ + import ¥ fxpont B Mass Coding
View by By Status . O
e 1-20f2() selected)
<
- Institution Site Status Country Principal P—
Nnd 2
. =
United Stat

3. In the Security - Editors or Security - Readers dialog, switch to the Users or Groups tab.

4. Select the user(s) or group (s) by checking the box next to their name in the user list and
add them to the Selected Members section.

5. Click on the OK button.

Security - Editors x

Users Selected members

2 Columns 2 selacted

Q¢ C o
v Name Email
9 Columns 2 selected
Admin AP adminap@ti.com
ADMINISTRATOR

Last Name First Name Email Phone Mobile H

Editor AP
mToa

editorap@ti.com

cancc' n

6. On the Security Update Options popup, select the options by clicking on their respective
radio buttons.

1. Source
1. Selected Sites
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2. All Sites In The Current Grid
3. All Sites In The Room

2. Options
1.  Append New Security Members
2. Replace Current Security Members

7. Once the necessary, click on the Append (for append new security members) or Replace
(for replace current security members) button.

Security Update Options 3

Source
@ All Sites In The Current Grid
() All sites In The Room

Options

(@ Append New Security Members

() Replace Current Security Members

Cancel Append

Site Views
To access and configure the site views, follow the steps below.

1. On the Sites screen, click on the View by dropdown.
2. On the View Contacts By window, select a view by clicking on the view name.
a. By Status: Displays the contacts grouped by the site.
b. By CRA: Displays the sites grouped by the associated CRA.
c. By Country: Displays contacts grouped by their country association.
3. Click on the pin icon to pin a view and this view is selected once user access the Sites
modal.
4. Select the different view options by checking the box before their name.
5. Click on the Select button once the desired view is selected.
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© Add % Delete
s

View Sites By O B

By CRA

By Country

View options:

[ My CRA/Start-Up Specialist Sites ] My Favorite Sites

(] Set Default [ ] Set Default for all Rooms
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CONTACTS

The contacts assigned to a site are shown in the Contacts modal within the Collaborative
Workspace module. Users with the necessary access permissions can edit contacts, apply
mass coding, convert contacts into users, and export contact details and metadata.

To access the contacts modal within the eTMF module, follow the steps below.

1. Click on the modules dropdown and select the Collaborative Workspace module.

2. From the left-hand navigation menu, select the Contacts modal.

3. The Contacts screen displays the contacts configured within the site and its
associated data in the following columns.

Room Name

Site

Contact Type

Main Contact

Email Address

Full Name

Provide Document

Status

S@ e a0oTe

» Room Module
i Contacts
Training Team Collaborate Room v10.3 (cws | w Collaborative Workspace

8 & ¥ Export
1-2of 2(0 selected)

v B Al Room Name Site Contact Type

B Memorial Hospital
B Toon R e Principal investigator
1 INsoCcear Weinarc ter

- Principal investigator

Edit Contacts

To edit contacts, follow the steps below.

1. Click on the checkbox next to the contact.
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£ Mass Coding & Convert to User(s) ¥ Export

1-50of 5(1 selected) 5 (M Manage Columns
Room Na... Site Contact T... Main Cont...
TR TR
Tl Training... GBROO02A... Principal l...  Yes
i@l Tl Training... BHS003B... Principal I...
i@l = TlTraining.. BHSO003B.. Regulator...
il Tl Training... GBROO2A... Sub-Inves... Yes

2. Within the metadata panel on the right-hand side, make changes to the following
metadata fields.

a. Contact Type*: Select a contact type from the dropdown list.

b. Main Contact: Check or uncheck the Main Contact checkbox to designate the
contact as a main contact. If selected, the Main Contact column in the contacts
screen will display Yes and vice versa.

Email Address: This field is non-editable.

First Name: Enter or update the contact's first name.

Last Name: Enter or update the contact’s last name.

Address: Enter or update the contact’s address.

City: Enter or update the contacts city.

Q@™o ao
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Contact Type
Principal Investigator v X

Main Contact

Email Address

First Name

Last Name

Address

123 Main Street

City
Chicago

State: Enter or update the contact’s state.

Zip Code: Enter or update the contact's zip code.
Country: Select a country from the dropdown list.

Phone No: Enter or update the contact phone number.
Mobile No: Enter or update the contact's mobile number.

State
IL

Zip Code
Country
@ United States v X

Phone No

Mabile No

m. Prefix: Enter or update the contact’s prefix.
n. Suffix: Enter or update the contact’s suffix.
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o. Clinical Trial Experience: Enter or update the contact's clinical trial experience.

p. Provide Documents: Check or uncheck the Provide Documents checkbox to
enable or disable this setting. If selected, the Provide Document column in the
contacts screen will display Yes and vice versa.

g. Start Date: Select or update the start date using the calendar icon. This
indicates when the contact started working at the site.

r. End Date: Select or update the end date using the calendar icon. This indicates
when the contact stopped working at the site.

3. Once all the changes are made, click on the Save button.

Prefix

Suffix

Clinical Trial Experience

Provide Documents

Start Date @

dd MMM yyyy e
End Date @
dd MMM yyyy He

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.
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|§ Mass Coding & Convert to User(s) ¥ Export

1-50f5(1 selected)

Room Name Site Contact Type Main Contact

- Tl Training Tea... USA 001 Marti... Principal Invest... -

J == TITraining Tea... GBRO002 Albus ...  Principal Invest...  Yes
] **  TlTraining Tea... BHSO003Brad..  Principal Invest.. Yes
] »*  TlITraining Tea.. BHSO003Brad.. Regulatory Con... Yes
O

TITraining Tea...  GBRO0O02 Albus ...  Sub-Investigator  Yes

3. On the Mass Coding window, select the following option by clicking on its radio button
a. All Records in set: The metadata updates will apply to all contact records
b. 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.
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Mass Coding x

(O Allrecordsinset (@ Selected records

[v] Main Contact

(V] Provide Documents

Cancel Reset

7. On the Confirm Mass Coding popup, click on the Yes button.

Confirm Mass Coding x

Are you sure you want to proceed with Mass Update?
Following fields will be updated:

Main Contact

Provide Documents

No Yes

8. On the success message popup, click on the Get Results button.

® Mass Coding

Success! Task is complete.

Get Results

9. Once the task is complete, the Contacts screen displays the updated metadata fields.
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Convert to Users
Administrators have the capability to convert contact(s) to room user(s).

To convert a contact to a user, follow the steps below.

1. Select a single or multiple contacts by clicking on their respective checkboxes.
2. Click on the Convert to User(s) button from the top menu bar.

£ Mass Coding & Convert to User(s) ¥ Export

1-50f 5(2 selected)

(m) Room Name Site Contact Type Main Contact
Tl Training Tea... | USA 001 Marti... Principal Invest...

Tl Training Tea... | GBRO0O02 Albus ... | Principal Invest...

O Tl Training Tea...  BHS 003 Brad ... Principal Invest...  Yes

J ==  TITraining Tea..  BHSO003Brad.. Regulatory Con... Yes

3. On the Convert Selected Site Contact(S) To User(S) window, click on the Role*
dropdown and select Editor or Reader.

4. Click on the Actions dropdown and select the actions that the user would be allowed
to perform in addition to the basic rights associated with their user access role.
Note: The Actions dropdown displays options based on the role selected.

5. Click on the Convert Contact to Room User button.
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Convert Selected Site Contact(S) To User(S) x

Role
Editor v

ALTIONS

Study Startup ©
Page Manipulations © | aSignature ©

Communications ©

Name First Name Emall Contact Type
& Principal investigator
& Principal Investigator
M 4 of 1 P M

Cance! Convert Contact To Room User

6. Once the contact is successfully converted to a user, it is displayed in the users list
within the User Management module.

Export

To export contacts, follow the steps below.

1. On the Contacts screen, select users or click the Export button in the top menu bar.

£ Mass Coding & Convert to User(s)

1-5 of 5(0 selected)
O Room Name Site Contact Type
(] & = TiTraining Team SS... USA 001 Principal Investigator
(] & = TITraining Team SS... GBR 002 Principal Investigator
| == Tl Training Team SS... BHS 003 Principal Investigator
B == TlTraining Team SS... BHS 003 Regulatory Contact

2. On the Export Contacts screen, select any one of the export options and click on the
Next button within Step 1.
a. Selected records
b. All contacts in the current grid
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c. All contacts in the room

Note: If no contacts are selected, the Selected records radio button will be grayed out.

Export Contacts

Export Options

Export Options

Select Metadata Fields 8

Source

(® All contacts in the current grid
(O All contacts in the room

Step1 @ O X

3. Within the Step 2, select the required metadata fields and click on the Export button.
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Export Contacts Step2 © ® X

Export Options Select Metadata Fields

Room Name @ | Site @ || Contact Type @ || Main Contact @ /| Email Address © || Full Name ©
Select Metadata Fields 8 | Provide Documents @ || Status @

Sort By Alphabet v.¥

» | 8 Metadata Fields
+ || 8 General Fields
(v Email Addres

v

Cancel | Previous |

4. On the Export Contacts popup, click on the Get Results button and download the
Microsoft Excel Worksheet on the system.

(V) Exporting Contacts

Finished: Export: 2 of 2 completed
Success! Task is complete.

Get Results

5. On the downloaded file, click on the Metadata_Header tab to view the header details
ie.,

Room name

Exported On

Exported By

Time zone

oo oe
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ExportContacts_
File Home Insert Page Layout Formulas Data Review View Help 1= Share
[] & Calibri > 11~ = % [ Conditional Formatting ~ =] jol
L o S . AV B 2
Paste [D 8. I U A A Alignment = Number rZme“ :RDle Cells Editing
v 9 H & A~ v - [BZ Cell Styles ~ - =
Clipboyrd [~ Font N Styles ~
Al v ) v
A B C D E F G H I J K |-
_ I
2
3
4 4
5 ')
6 Metadata
7 | o
8 Exported On: 2025-03-11 00:53:17 (Eastern Standard Time)
5 Exported By:
10 Time Zone: Eastern Standard Time (UTC-05:00) Eastern Time (US & Canada)
n {
12
I Metadata Header I Metadata +) « »
Ready B @ M - 1 + 100%

Fie Home Incert Fage Layout Formutas Data Revivw View Halp S Sharm
0 X e i AR = Jenenal . | [ElConditicnsl Farmatting = ?Vn’.u‘ . 2 -3
n IWLE E $ - 9% 9 | [EErormat s Tubie - BDeletr ~  [F]+ O-
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Owphoad Font '. ™ Mumbie 1 ityes 115 Eating
M0 . [ A ~
- 8 C o E F G H
| \Provde
1 Room Ste  [Contact Type _[MainContact EmailAddress  Full Name |Documents Status
2 Principal nvestigator Actie
3 Principal hvestgator Yes Yes Actve
4 Principal Investgator Yes Yes Actwe
5 Regudatory Contact  Yes | Yes Actre
6 | Sut-Irvestigator Yes Yes |Actme
Ready - i ¥

Contact Views
To access and configure the contact views, follow the steps below.
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—

On the Contacts screen, click on the View by dropdown.
2. On the View Contacts By window, select a view by clicking on the view name.

By Site: Displays the contacts grouped by the site.

By Country: Displays contacts grouped by their country association.
By IRB/EC: Displays contacts grouped by the IRB/EC.

By Contact: Displays contacts grouped by the Contact Type.

Qo oe

3. Click on the pinicon to pin a view and this view is selected once user access the
Contacts modal.

4, Check the Set Default checkbox to set the view as a default and Set Default for all
Rooms to apply the view to all rooms.

5. Click on the Select button once the desired view is selected.

Y I B MassCoding A Correert 1o Uszr(s) + Export
G  ted)
View Contacts By ’ g JE
S m Name Site Contact Type

mlu @iningTea., USACO! Martl..  Principal Invest,..

By Country ‘alning Tea,,, GBRODZAIbus..  Principal Invest,,,
By IRB/EC @ining Tea., BHSO03 Brad...  Principal Invest,..
By Contact Type @iningTea.. BHS003Brad.. Regulatory Con..,

‘dining Tea..  GBROOZAIbus .. Sub-rwestigator

‘:J"L: m

Customize Contacts views
Users can customize the contacts screen view by Managing columns and configuring views.

To manage columns and views on the Contacts screen, refer to the standard steps detailed in
the Manage Columns section.
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COUNTRIES

To access the countries modal, follow the steps below.

1. Click on the modules dropdown and select the Collaborative Workspace modaule.

2. From the left-hand navigation menu, select the Countries modal.

3. The Countries screen displays the configured organizations and their associated data
in the following columns.

a. Country
b. Status
c. Sites
d. Language
s » Room Module .
s l 8 L — : Countries
Training Team Collaborate Room v10.3 (CWS) w Collaborative Workspace w

& Countries

o

Favorites 0 Active0 Canceled 0 Closed 0 On Hold 0 Planned 2 Rejected

© Add & Edit [w] 22 Columns
2 Countries
Country Status
& @ Bahamas PLANNED
£ @ United States PLANNED

Add Countries

To add a country, follow the steps below.

1. In the Collaborative Workspace module, go to the sidebar and click on the Countries
modal.
2. Click on the +Add button at the top of the grid.
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P l‘b Room Module
e ]

25 . ) Countries
Training Team Collaborate Room v10.3 (CWs) w Collaborative Workspace ¥

@ Countries

Favorites0 Active0 Canceled0 Closed0 OnHold0 Planned2 Rejected0

© Add # Edit

0] = Columns
2 Countries
Country Status
@ Bahamas PLANNED
v @ United States PLANNED

3. Inthe Add Country form, select a country from the Country drop-down list.
4. Optionally, fill in additional details i.e., Languages, Country Comments, and Room
Contact # etc.

Add Country x

Country

Langu

=]
[3¢]

Country Comments

Room Contact #

5. Once all necessary information is entered, click on the Save button to add the country
to the list.
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Edit Countries

To edit a country in the Collaborative Workspace module, follow one of the methods below.
Method 1

1.  On the Countries screen, select the country to edit by checking the box next to its
name.

2. Click on the Edit button. This opens the Edit Country panel on the right side of the
screen.

& Countries

Favorites 0 Active 1 Canceled 0 Closed 0 On Hold 0

© Add # Edit m Delete = Columns

7 Countries 1 selected

(m] Country

@ Bahamas

(] - @ France

3. In the Edit Country panel, make the necessary changes under the Details tab.

e Under General Information, update the Country name and Status if needed.
e Add or modify Country Comments as required.
¢ In Additional Information, set or update the Expected Approval Date.

4. Click on the Sites tab to view the sites associated with the country.

5. Click on the Status History button to view the status changes and users responsible
for changing the status.

6. Once the desired changes are made, click on the save button Save to apply the
updates, or Save & Next button to edit the next country in the list.
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Bahamas

PLANMNED

General Information

Country
Bahamas

Status
PLANNED o

D Status History

Country Comments

Additional Information

Expected Approval Date

dd MMM yyyy He
4 Previous Next p

Method 2

1. On the Countries screen, click on the country name to edit.

Favorites 0 Active 1 Canceled 0 Closed 0 On Hold O

o
[1%]

= Columns

[17]

© Add # Edit i}
7 Countries

(] Country

(] - |@ Bahama@

J = @ France

2. On the Country Details screen, Click on the Edit button.
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i Country Details

(5}

Ganeral Information

FLARNED D Status History

Additional Information ~

3. Make changes to the General and Additional Information sections and click on the
Save button.

| € A% Countries

i Country Detalls

« Bahamm E
runeD

General Infarmation

[~

PLANNID D Status History

Additional Information

4. Click on the Documents tab from the left-hand navigation pane to add documents
and access other functions.
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< All Countries

& Documents

K Document - 8 Manage Security 8 Mass Coding A Import -

« Bahamas
3 Documents
PLANNED

B | Submitted Name

= oo IRB-EC Submission Bahamas

Country Details

] «  |RB Approval Letter Bahamas

35) . IRB IRC Composition Roster BHS038
Sites

Security

Note: Refer to the Documents Library - Top Menu Ribbon section to add documents and
perform the other functions.

5. Click on the Sites tab from the left-hand navigation pane to add and access other
functions.

< All Countries

] Sites
O Add x t A Import ¥ Export
+« Bahamas
3 Sites
PLANNED
[ Site

IR

Country Details

(33

Documents

£

Security

Note: Refer to the Sites section to add sites and perform the other functions.

6. Click on the Security tab from the left-hand navigation pane to grant users, the
necessary access permissions.
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€ A Countries

& Security

O sius
« Bohamas

PLANNTD

Delete Countries

To delete a country in the Collaborative Workspace module, follow the steps below.

1. On the Countries screen, select the country to delete by checking the box next to its
name.
2. Click on the Delete button.

& Countries

Favorites 0 Active 1 Canceled 0 Closed 0 On Hold 0

@ Add # Edit i Delete = Columns

7 Countries 1 =zlected

(m] Country

-

] = @ France

3. On the Delete Country confirmation popup, click on the Yes button.
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Delete Country x

The Country Bahamas will be deleted. Are you sure you want to proceed?

No Yes

Manage Columns
To Manage columns within the countries screen, follow the steps below.

1. On the Countries screen, click on the Columns button in the toolbar at the top of the

grid.
» Room Module g
l i - — . Countries
rainin, eam Coliaborate Room viU. LW ) v ollaborative orxkspace v
T g Ti Collaborate R 10.3 (OW Collaborative Work
@ Countries
Favorites0 Active0 Canceled0 Closed0 OnHold0 Planned2  Rejected0
© Add ’, =]
2 Countries
] Country Status
O w Q@ Bahamas PLANNED
B Q@ Unite : PLANNED

2. To manage columns and views on the Countries screen, refer to the standard steps
detailed in the Manage Columns section.
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AUDIT TRAIL

An Audit Trail is a security-relevant chronological set and source of records that provide
evidence of the sequence of activities performed over a document. 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 Collaborative Workspace module, follow the steps
below.

—

Click on the Module dropdown and select the Collaborative Workspace option.
2. On the Collaborative Workspace screen, navigate to the left-hand menu and select the
Audit Trail modal.

» Room Module
l s Audit Teail

Training Team Collaborate Room v10.3 e Collaborative Workspace &

Audit Trail oocuments «

Actions Taken . Select Created By o

, Collaborative
0-00f 0(0 solected) Workspace

3. The Audit Trail screen displays options to apply certain filter criteria and export the
audit trail details.

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., Documents, Deleted Documents, Folders, Placeholders, and Users.

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.

4. Add the From and To dates by clicking on the calendar icon.

5. Add Document IDs separated by commas to retrieve data restricted to the specified
document IDs.

6. Check the Include Revisions checkbox for the Documents and Deleted Documents
parameter.

7. Click on the Apply button.
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Actiens Taken

Audit Trail  cecumenn =

8. The Audit Trail screen displays data based on the applied filters and parameters.

Note: Refer to the sections below to understand filters, parameters, and other actions within
the Audit Trail modal.

Audit Tra

il 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.

¢ Documents

e Deleted
e Folders
e Placeholders
e Users
Audit Trail |oocuments

Actions Taken v

0-00of 0(0 selected

O4Fet F3l = O6Ma 3 Q Document iD ) -l 2l © Apply
Deleted Documents
Folders
Placeholders

uUsers

1. User Interface for Documents: When the audit trail for collaborate documents is
retrieved, the data is presented in the following columns.

@~*ooo0gow

Activity Date
Created By
Document ID
Document Name
Index Path

Activity Type
Activity Related Date
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Audit Trail

Documents v Documents ~

Actions Taken  * Oafeb 2t [3 = O6Mar20x [3 Q

Select Croated By

1«25 of 610 (0 selecred)

Aczsiery Date Created By Decument 1D Dotument Narre

05 Mar 2005 2X46:47 EST Trawng Admsn 1 £59259 Gl Document_O5Mara025

05 Mar 2025 2x36045 EST Training Adrmin 1 859259 GL Document 0SAar 2025

05 Mar 2005 2534:18 B5T Trawng Adrin | 859259 GL Doctumens 05Ar 2025

Index Pah

Gl

Actiity Type Activity Related Outa

Opens DoCurnent Metadats

Open Document Metadata

Open Document Metadata

2. User Interface for Deleted Documents: When the audit trail for Deleted Documents is
retrieved, the data is presented in the following columns.

Activity Date
Created By
Document ID
Document Name
Index Path

Activity Type
Activity Related Date

@00 oTe

Audit Trail [oeleted ocumerts + }_{ Deleted Documents ¥ [

Actions Taken v Select Croated By

01 May 202 3 —  06Mar 202 3

125 ol 1,627 (D selecred)

Actaaty Date Created By Document 1D Document Name
02 Dec 2024 2000052 €57 Bostats
02 Dec 2024 2000:52 §ST Bostats
02 Dec 2024 20000052 £5T Sustats

ndex Path

Study Collsboration\Biost

Study CollaborationBiost

Study Collabor ation\Biost

Activity Type Activity Retoted Data

Metadata Update 15 Signed, okt: ™, new: ™

Is Portiobo, old: ™, now: ™

Mecaclata Update

Metadata Update s Password Protected old

3. Folders: When the audit trail for Folders is retrieved, the data is presented in the

following columns.

Activity Date
Created By

Folder ID

Folder Name

Index Path

Activity Type
Activity Related Date

@*oo0ow
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Audit Trail | roiers v Folders v
Actions Taken v Select Created By - olR select folders e A v
g = R

1-250f 679 (0 selected)
Activity Date Created By Folder Id Folder Nome Index Path Activity Type Activity Related Data
06 Mar 2025 04:45:3.., Training Admin 1 323859 GL GL Open Folder Profide
06 Mar 2025 04:45:3 Training Admin 1 323859 GL Gl Open Folder Profise
06 Mar 2025 02:14.0.,, Training Admin 1 323859 GL GL Open Folder Profile

4. Placeholders: When the audit trail for Placeholders is retrieved, the data is presented
in the following columns.

Activity Date

Created By

Placeholder ID

Placeholder Name

Index Path

Activity Type

Activity Related Date

@=*ooo0ow

"Audit Trail | #acenoisers H Placeholders ~ |

| . =
| Actions Taken v e reaind Hy 01 5ep 202 B3 = ODdFeb 20 55 2 Nk e © k2

’ 11301 13 (0 selectect)

’ ATty Owie Cravtad By Place hoider 1Y N ehokr Nanw AlTheRy Typme ATy Redatend Dt

| 20 Rov X4 Neader AP 2658461 Expmcrad Protocol Armesctewnt Metadits update Salrritrant Narma, OXE ™, v

; 20 Nov 2024 Arader AP 2048881 fxpacted Protocol Amendment Metadota update Gt Same odd T new 206443

' 20 Nov 2004 Reader 4P 2658851 Dpected Frotocol Amendment . Metadata update Document Type, oid: ™, rew: "2 |

5. Users: When the audit trail for Users is retrieved, the data is presented in the following
columns.

Activity Date

Created By

User ID

User Full Name

User Email Address

Activity Type

Activity Related Data

@rooooe
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Audit Trail | users . H Users v |
Actions Taken v Al Crwatad Sy US Jan 2025 B3 = 04 Feb 20 3 Al Uy @ A -
147 of 47 0 selecied) o ‘
Aoty Date Created 8y User © User Full Name Usesr Brrad Address Activity Tyoe Aoty Related Data
0 Feb 2005 o352 Spn In To Rooe Login t Aoom T Traring.. |
1 Jan A02% (3.F} “pnin To Boon Lugn o fsom “TI Traring
D) 3 o 2 = - S o oo Lagn o Koo T Tk

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.

0 l\: 8 ke Audit Trail
Training Team Collaborate Room v10.3 (oW = Collaborative Workspace v

Audit Trail pocuments =

Actions Taken  ~ Select Created By 04 Feb 202¢ 73 = 06 Mar 202 [J Q Oo nt o =)
0+ 0of 0 (0 selected) \
l Actions Taken v Select Created By 04 Feb 202¢ 3 - 06 Mar 202 [3 Q | er

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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AUdit Trail Documents ¥

Actions Taken v Select Created By

Select All Clear

Cancel eSignature Request

Change Control Workflow - Collaborative Review Completed
Change Control Waorkflow - Collaborative Review Created
Change Control Workflow - Document Effective

Change Control Workflow - eSignature Completed

Change Control Workflow - Periodic Review Completed

Chanan Contral Winelefloanar Davieadis Densnenne blendaed

Following are the actions associated with each parameter.

e Documents
o Cancel Signhature Request

Change Control Workflow-Collaborative Review Completed
Change Control Workflow-Collaborative Review Created
Change Control Workflow-Document Effective
Change Control Workflow-eSignature Completed
Change Control Workflow-Periodic Review Completed
Change Control Workflow-Periodic Review Needed
Change Control Workflow-Periodic Review Started
Check In Document after Editing

Check Out Document after Editing

Copy Document From Room

Delete Attachment

Delete Document

Document Edit Mode Switched

Document Shared from Room

Document Shared to Room

Edit Document Online Accessed

Move Document to folder

Metadata Update

eSignature

Export Document

Lock Document Profile

New Attachment

New Document Profile

Open Document

Open Document Metadata

0O 0O o 000 oo O o 0 o o o0 o0 o o o0 o o o0 o o o o
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QC Workflow - Approve Document
QC Workflow - Claim Document
QC Workflow - Release Document
QC Workflow - Swim Lane
Replace Attachment

Save Document

Security Update

Send eSignature Request

Set Document Start Version
Unlock Document Profile

Update Default Field Value

O 0O OO0 O OO0 O O o O

¢ Deleted Documents
o Change Control Workflow-Collaborative Review Completed

Change Control Workflow-Collaborative Review Created
Check In Document after Editing
Check Out Document after Editing
Delete Document

Edit Document Online Accessed
Move Document to folder
Metadata Update

Lock Document Profile

New Attachment

New Document Profile

Open Document

Purge Document

Security Update

Unlock Document Profile

Update Default Field Value

0O 0O O 000 00 O o 0O o o o0 o

e Folder
Change Control Workflow - Document Approved

Edit Folder

Metadata Update

Check Out

New Folder

Open Folder Profile

Security Update

Check In

Update Document Sort Order in a folder

0O O O 0O O O O O

e Placeholder
o Delete Placeholder

o Metadata Update
o Security Update

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

CL: Public Page 296 of 306



" TRIAL Trial Interactive v10.7 Collaborate - User Guide v1.0

d INTERACTIVE

e Users
Assign Group Actions to User

Assign User Actions

Edit User

New User

Pending User

Remove User from Group
Reset Password

Sign In to Room

User Access Level Update
User Invitation

User Registration

User was deactivated
User was reactivated

0O 0O 0O 0O 0O 0o O o0 O O 0 O

2. Select Created By: In the Select Created By field, users can specify one or more
usernames associated with document creation. When a username is selected, the
Audit Trail screen filters and displays records corresponding to the specified user.

| select Created By

Select Al Clear

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.
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05 Jan 2025 — 04 Feb 202: Q Document ID

Aug
Sep January 2025 Today
Oct Su Mo Tu We Th Fr Sa
Nov t 2 3 4
Dec

6 7 8 9 10 11
2025
Feb 2. 13 A4 15 16 A7 48

19 20 21 22 23 24 25

26 27 28 29 30 31

4. Document ID Filter: The Document ID field allows users to retrieve audit trial 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.
Audit Trail pocuments =
ActionsTaken v  Select Created By o4Fet [ = 06Ma f3 o et @ Apply ¥ Export
oF

1+ 25 of 48 (0 selected)
Activity Date Created By Document 1D Document Name Index Path Activity Type Actwvity Related Data
05 Mar 2025 234564 Training Admin 1 859259 GL Document_05Ma... GL Open Document Met.
05 Mar 2025 23464 Training Admin 1 859259 GL Document_05Ma Gl Open Document Met
05 Mar 2025 23340 Training Admin 1 859259 GL Document_05Ma... GL Ogpen Dotument Met

Note: The Document ID Filter is applicable only for Documents and Deleted Documents.

5. Select Folders: The Select Folders field allows users to specify certain folders and
retrieve the audit trail for those specified folders.

To specify folders, follow the steps below.

a. Select Folders as the parameter.

b. Click on the Select Folders button.

c. On the Select Folders screen, expand the desired category and select the
folder.

d. Toggle on the Show Empty Folders switch to display empty folders.

e. Enable the Automatically Check Subfolders toggle switch to automatically
select folders associated with the parent category.

f. To search for a specific folder, enter the search term in the Search box.
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g. Click on the Select button.

Audit Trall [im < ]@

Actions Taken v Select Created By 05Jan2025 (3 — O4Feb202¢ [  Select foiders
Select Folders *
1- 47 of 47 (0 selected) o ’
I Show Empty Fcld-?'s” Automatically Check Subfolders |
[ weh Enter the search temm here Q Io
v Index
’ M Trial

o
« @ 7 BHS 003 Brad Pitt 1
- 01 Trial Management
«» § (0 01.01 Trial Oversight

Note: The Select Folders Filter is applicable only for the Folders parameter.

6. Placeholder ID: The Placeholder ID field allows users to retrieve audit trial 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.

| Audit Trail  racehokders =

Em-:nsra-v.n . Seiect Craated By 01 5ep 202¢ [} = DeFet 202 % [ 2950460 xj o By
1.6¢ 10 sake |
Attratly Dale Crostedt ty Pacersider v Ancehoker Narvw Aty Type
20 Now 2004 Reuer AP 258460 Expoted Procoosd Avmndment Meratata wpiate
X0 Nowy 2024 Reader Al 2658400 Expocted Protocol Acrmndrment Wetodats vpdate
20 Now 2024 Peoder AP 258400 Expected Protocol Amendment Vietodata update

Note: The Placeholder ID filter is applicable only for the Placeholder’s parameter.

Actwty fustated (1

Sanined Navw

Docrrrent Type ¢

Duate Type. okt

7. All Users: The All Users filter 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.

.~ raw

pht = new. 72

" new “Verson. |
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‘ Audit Trail  user

Actiocs Taken v Sedact Croatnd By BRand0sS G -~ O4Fennx 3 All Usars O B2 apg +

1+ 2204 22| selecied)

| Arnvity Dats Created 8y Useri0 Jser Pl Actratty Ty Activty Relared Data

04 Feb 2025 M Sipnin To Roor

Login %o Roam “Ti Traming.

31 Jan 2025 m Signin To Room Lo@n 20 Roam T Traning

1 Jan 2025 S In To Saon La@n s Room “TI Traeing.. |
|

Note: The All Users filter is applicable only for the User’'s parameter.

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.

Audit Trail emrpocuments =

Actians Taken v Solect Croated By 053an 2028 13 = 04Feb 202

ol
1-500f 194 (0 selected)
Actmity Date Created By Dotument ID Document Name Index Pat! ACtivity Type Activity Redsted Data
| )
04 Feb 2025 2644554 Trainng001_Regsub,, Tnahd3 Regulatorny\a Open Document Met
04 Fety 2025 2644554 TralningD01_RegSub Tnahd3 Regulatoryd Dpen Dooument Met

Export Audit Trail

To export the Audit Trail data, follow the steps below.

1. On the Audit Trail screen, click on the Export button.

Audit Trail rolders v

Actions Taken v Select Created By NG - o3 Select folders

1 - 25 of 679 (0 selected)

Activity Date Created By Folder Id Folder Name Index Path Activity Type Activity Related Data
06 Mar 2025 04:45:3, Training Admin 1 323859 GL Gl Open Folder Profile
06 Mar 2025 04:45:3 Training Admin 1 323859 GL Gl Ogpen Folder Profile
06 Mar 202502:14.0. Training Admin 1 323859 GL Gl Open Folder Profile

2. On the Audit Trail Export popup displaying the success message, click on the Get
Results button to download MS Excel Worksheet containing the export data.
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® Audit Trail Export

Success! Task is complete.

~ Get Results

3. On the downloaded file, click on the Audit Trail_Header tab to view the header
related details.

% User Audit Trail_Training Team Collaborate Ro.. 2

File Home Insert Page Layout Formulas Data Review View Help
% B | R
[D X 2 & Number Celis Editing
Clipboard & Font Alignment Styles A
E19 v fu v
A B C 0 3 F G H 1 J K -
1
2
3
4
5
6 User Audit Trail
7
8 Exported On: 2025-03-06 05:42:06 (Eastern Standard Time)
9 Exported By:
10 Time Zone: Eastern Standard Time (UTC-05:00) Eastern Time (US & Canada)
11 From: 2025-02-03 17:00:00
12 To: 2025-03-06 16:59:59
13 Activity Types: Add User to Group,Assign Group Actions to User Assign User Actions Edit Use
14
15 -
= » I User Audit Trail Header I User Audit Trall ... ‘« »
Ready i) (&) - | +

4. Click the Audit Trail tab to access audit trail details.
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User Audit Trail_Training Team Collaborate Ro... o

File Home Insert Page Layout Formulas Data Review View Help
% | | E | 0
L—D = i Number Cells | Editing
Clipboard &5 Font Alignment Styles ~
C11 X 1« 2699 24
| A B C s

1 ActvityDate  |Created By |User id |User Full Nar
2 2025-03-06 03:39:13

3 2025-03-06 03:39:00°

4 2025-03-06 02:14:14|

5 2025-03-05 23:31:45

6 2025-03-05 06:34:41|

7 2025-03-05 05:28:08|

8 2025-03-05 05:27:27

9 | 2025-03-05 05:18:35|
10 2025-03-05 05:18:35|

11 2025-03-05 05:18:35° [ |

12 2025-03-05 05:18:35

13 2025-03-05 05:18:35]

14 2025-03-05 05:18:35

15 2025-03-05 05:18:35|
16 025-03-05 05 18.351", s voicaunsns s swarvims PRV, L mane s

| Ready i3 5] = i +  100%
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SAFETY LETTER MANAGEMENT SOLUTION

This solution description provides a high-level description of the Safety Letter Management
solution. This description is designed to inform TransPerfect personnel and to facilitate
discussions between customer-facing TransPerfect personnel and existing customers. It is
intended to be used in conjunction with the Safety Letter Management solution configuration
manual to provide a complete overview of the solution.

Overview

Trial Interactive’s Safety Letter Management solution provides a validated, dedicated
repository to electronically store and track safety letters and investigative site
acknowledgments for products that are being studied in clinical trials. It provides a
mechanism for sponsors to ensure that responsible staff members at their investigative sites
have been notified and proactively acknowledge the notification in a validated, secure
repository. The solution also enables a review team to follow essential processes for
information collection and document access.

Safety Letter Management Solution

A Safety Letter Management solution is essential for tracking pharmacovigilance (PV) and
other product safety notices because it ensures the continuous monitoring of the safety
profile of drugs or other medical products during clinical trials as well as on the market. The
primary goals of the Safety Letter Management solution are to store and provide information
about safety notices related to adverse product events. The Safety Letter Management
solution within Tl is just one piece of a multi-layered safety system.

What does the solution do?

e Utilizes Site Module to build out investigative sites, add contacts, and assign
acknowledgment responsibility to contact(s) at investigative sites.

e Leverages acknowledgments in the system to ensure all safety event-related
documents have been viewed and acknowledged by the appropriate site
personnel

e Offers an optional workflow and document management process to author,
collaborate on, and approve letters for distribution.

e Full 21CFRI1l compliant audit trail, tracking user, document, and workflow actions

e Provides streamlined, configurable folder structure for storing and managing
safety letters within the system.

e Provides flexibility to include a mechanism for external distribution of safety letters
via attachment, tracked in the communication module, for sites or users who wiill
not be acknowledged within the system.

e Leverages configuration to support storage of over 250 file types

e Documents are stored with consistent naming conventions based on configurable
metadata, allowing safety/clinical team members and site personnel to easily
identify the study, safety database ID, event date, and other relevant information
simply by viewing the document name.

e Provide notification and direct document links to site personnel when they are
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required to acknowledge a document.

e Provides a central view for all outstanding, overdue, and completed
acknowledgments for sites and for sponsor/CRO personnel.

e Report to show compliance data by investigative site.

¢ Mechanism for clinical/safety personnel to cancel, resend, and/or send reminders
to responsible site personnel directly from the document.

System/Technical Requirements

e Standard Trial Interactive browser requirements apply to the Safety Letter
Management Solution.

e |tis assumed that the system has no practical limit to the number of authorized users
who are asked to acknowledge documents and/or are accessing them within the
room.

e This solution has TransPort Translations enabled to easily request a certified
translation of any documentation.

e This solution can perform a Quality Review for oversight.

High-level technical capabilities:

e Users can view, and modify metadata on documents within a workflow if desired and
configured

e Users can Copy/move documents between rooms if desired and configured

e Users can perform translation requests for certified translations if desired and

configured

Users can run reports on Inventory, KPIs, User Access

Ability to access Audit Trail

Ability to add or remove user access

Ability to designate site contact as required to perform acknowledgments in the

system.

e Ability for Sites to be chosen based on Site-level metadata search when sending
acknowledgment requests, with users auto-populated based on their acknowledgment
designation in their contact profile. Additional users can be added as/if desired.

e Ability to send acknowledgment documents via built-in email mechanism to one or
multiple site contact personnel, with tracking in the communications outbox module.

Solutions available for interoperability:

Translations Portal
GloballLearn

Tl Connector
eTMF

elSF
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Target Audience and Business Use Cases

Target Audience and Intended Users

With Life Sciences Sponsors and CROs being the target audience, the Business Lead will
understand the requirements for continuous safety letter management, acknowledgments,
and tracking.

The audience of this solution depends on the organization but may include the following
groups.

Pharmacovigilance staff including safety coordinators
Medical monitor/medical SMEs

Product Management

Regulatory Staff

Clinical Team Members

Other Study Team Members

Sponsor (when utilized by a CRO)

CRA/Monitors (for oversight with sites)

Business Use Cases

In clinical research, sponsors need to track safety letter acknowledgments with investigative
sites for several critical reasons:

Regulatory Compliance: Sponsors are required to adhere to regulatory guidelines set
by authorities like the FDA, EMA, and others. These agencies mandate that all safety
information, such as updates on adverse events, product recalls, or safety warnings, be
communicated to all parties involved in the clinical trial, including investigative sites.
Tracking the acknowledgment of safety letters ensures that the sponsor complies with
these regulations.

Subject Safety: The primary goal of clinical trials is to ensure the safety of
participants. Safety letters typically contain crucial updates on potential risks or newly
discovered adverse events related to the investigational product. Tracking whether
the investigative sites have received and acknowledged these safety updates helps
ensure they are implementing necessary changes to protect participants.

Proper Site Response: Investigative sites must take appropriate actions in response to
safety concerns, whether that means adjusting protocols, modifying informed consent
documents, or monitoring subjects more closely. By tracking acknowledgments,
sponsors can verify that sites are aware of safety issues and are acting accordingly.
Documentation and Auditing: Sponsors are required to maintain accurate records for
auditing purposes. If there is ever a question about whether safety information was
communicated properly, being able to track acknowledgments from the investigative
sites provides a documented trail to demonstrate that the sponsor fulfilled their
obligations.

Effective Communication: Ensuring that safety letters are acknowledged by
investigative sites helps facilitate ongoing communication between sponsors, sites,
and other stakeholders. This contributes to smooth operations and helps identify any
potential gaps in information or misunderstandings.
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6. Risk Management: In clinical trials, it's important to anticipate and mitigate risks,
including those related to participant safety. Tracking safety letter acknowledgments
is a form of proactive risk management, ensuring that everyone involved in the study
has the latest safety information and is aligned on how to respond to any emerging
issues.

7. By properly tracking these acknowledgments, sponsors help ensure the integrity of
the study, safeguard participants, and maintain compliance with industry regulations.

Example Use Case:

Contract Research Organization - tracking for single or multiple studies for their Sponsor

A Sponsor has contracted their CRO to manage the distribution of safety letters to
investigative sites that are participating in their clinical trial(s). When events occur, they are
tracked and managed by the CRO Safety (Pharmacovigilance) team within their Safety
Database (Argus, ArisG, and Veeva Safety as examples). These cases have strict timelines
that they are required to meet for reporting, depending on the seriousness of the event and
other factors. After the event has been recorded, the investigative sites that are presently
utilizing the study drug are required to be notified of the safety event. The Safety Letter
Management solution provides a secure and compliant method to record the
acknowledgement requests to sites and their response. It provides the CRO and Sponsor with
the ability to provide proof to regulatory bodies that the notifications were made and that the
sites viewed the material.
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