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WHAT’S NEW IN TRIAL INTERACTIVE GQMS V10.7?

This section explains the overview of new features in Trial Interactive v10.7.

Quality Records Module in Collaborate Rooms

This feature introduces the Quality Records module, a powerful addition to the Collaborative
Workspace (CWS) Room Type that enhances the way organizations track and manage their
Quality Management System (QMS) records. This module provides a Dashboard and supports
key record types such as Incidents, Evidence, CAPA (Corrective and Preventive Actions),
Action Items, and Effectiveness Checks, with future expansions to include Change
Management, Audits, and Findings.

To maintain structured governance, rooms with the Quality Records module enabled offer
access control. Specific editor-level users can be restricted from creating documents and
viewing in-process documentation within the Documents module, ensuring proper security.

Super Admins can enable the module through room settings, after which admins and room
managers in the room gain instant access, while other users require explicit permissions. With
tailored actions and permissions, organizations can fine-tune access to creating Incidents,
CAPAs, and restricting document creation, ensuring only the right people have the right level
of control. With this addition, teams can elevate their quality management practices, maintain
compliance with ease, and drive operational excellence within the collaborative workspace.

The Quality Module is accessible from the ‘Waffle’ menu, with user access controlled through
the ‘Quality Module’ action, ensuring that only authorized users i.e., readers, editors, and room
managers etc. can manage and oversee quality processes.

Record Type Management

The Record Type Settings feature introduces a structured and efficient approach to
managing record-related workflows, forms, and configurations within the system. Designed to
streamline record type management, this functionality provides administrators with the ability
to create, edit, and configure record types, authority types, workflows, and teams in a
centralized interface.

By categorizing record types in a hierarchical tree structure based on predefined main topic
classifications, users can easily navigate and manage record-related processes. This feature
mirrors the existing Document Types settings but is specifically tailored to enhance record
workflow configurations. In this way, for the main type ‘CAPA’, there can be defined sub-
types such as ‘CAPA Plan’, ‘'SCAR’, ‘Continuous Improvement Plan’, ‘Risk Mitigation Plan’, etc.
Each of these subtypes can have its workflow, forms, fields, teams, and general
configurations, allowing great flexibility.

Users can define key record details, including naming conventions, workflow rules, due dates,
and field settings, through a dedicated Fields Tab. The system also supports import/export
capabilities and maintains a change log for version tracking and compliance. Automated
notifications and structured workflows ensure seamless record processing, enhancing
transparency and operational efficiency.

By offering a systematic approach to record management, this feature improves compliance,
streamlines workflow execution, and enhances collaboration across teams, ultimately driving
efficiency in record handling and decision-making.

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

CL: Public Page 5 of 212



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

@ INTERACTIVE

Team Management

Team Management allows users to create and manage teams responsible for reviewing and
performing necessary actions on the records. Teams can be assigned authority types for
workflow stages, record approvals, and other system-configured action items. Users can add
or remove team members, link teams to specific record or document types, and manage
authority levels, ensuring structured collaboration and compliance.

Teams can be associated with specific document types (for responsible departments) and
record types (for QMS workflows). By streamlining team assignments and authority
configurations, this feature enhances efficiency, accountability, and workflow automation
within the system.

Record Type Settings

The new Record Type Settings has a centralized and structured interface for creating,
managing, and configuring record types and their associated workflows, forms, and fields.
Designed to mirror the familiar Document Types settings, this functionality focuses
specifically on creating records for Incident, CAPA, and Action Items.

Users can navigate a hierarchical tree structure that organizes record types by predefined
categories based on forms designhated as ‘main topic’ in the Form Settings. This structure
provides clarity and consistency across the system, supporting robust configuration at both
top-level and subtype levels.

Through this interface, users can manage multiple aspects of record types, including:

Creating, editing, and deleting types and subtypes under each form category.
Importing and exporting record type configurations.

Managing naming rules and field behaviors per record type.

Viewing changes via the change log.

O O O O

The Record Type Settings ensure seamless configuration of record types, supporting
compliance, traceability, and process efficiency.

Workflow Management

The QMS Workflow Management introduces a structured and configurable approach to
defining and managing quality workflows within the Quality Management System. With a
dedicated Workflow Settings Page, users gain a centralized interface to configure and
manage workflows, ensuring seamless control over processes.

The introduction of Workflow Management enables workflow creation, allowing users to
define workflow names, descriptions, record types, and stages while leveraging a wizard-
based setup that guides them step by step through the configuration process. Users can
customize workflow stages and statuses, assign role-based permissions, and designate
responsible teams or individuals for each stage to ensure the record is reviewed and
transitioned to the next stage. Additionally, users can link forms to specific workflow stages.
To further enhance efficiency, the notification options support group-based alerts and
escalation levels, ensuring timely communication. Workflow management enhances
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traceability, governance, and compliance, providing organizations with a seamless way to
structure and optimize quality processes.

Incident Management

The Incident Management feature introduces a structured approach to capturing,
investigating, and resolving quality issues within the Quality Module. Serving as the
centralized entry point for quality concerns, the Incident Form ensures that reported issues
are accurately documented, assessed, and swiftly escalated as needed. By seamlessly
integrating with Investigations, Action Items, and CAPA (Corrective and Preventive Actions),
this feature empowers organizations to proactively manage risks, drive compliance, and
enhance overall product and service quality.

Incidents are categorized as Main Types, with the option to include Sub Types for better
organization and tracking. The workflow-driven approach ensures that incidents progress
through assessment, investigation, assessment, root cause analysis, and corrective action
implementation, helping to prevent recurring issues. Key fields such as Record Type and
Team allow organizations to configure workflows and assign responsibilities effectively.

Additionally, automated notifications, real-time dashboards, reports, and analytics provide
visibility into issue trends, ensuring proactive resolution and continuous improvement.
Integrated audit trails and compliance tracking help maintain detailed records, supporting
regulatory adherence and quality assurance.

By offering a systematic and structured process for incident resolution, this feature enhances
quality control, risk management, and overall operational efficiency, allowing organizations to
maintain high standards in product and service delivery.

The Incident Workflow Processing feature streamlines incident management by automating
submission, validation, and assignment. It enhances compliance, improves transparency, and
reduces manual intervention.

When an originator submits an incident, the system verifies its type and record type to check
for a predefined workflow. If a match is found, the record enters the workflow; otherwise, the
originator is notified.

Role-based access controls ensure data integrity. The originator’'s access is downgraded to
read-only, while team members gain controlled visibility. Assigned authorities can manage
incidents via the Assignments View, ensuring accountability.

This workflow-driven approach enables efficient incident tracking, structured collaboration,
and proactive issue resolution through automated transitions and notifications.

Incident Record Security Design

The Incident Record Security Design Specification introduces a robust and flexible access
control model to support the upcoming Records module within the Quality Management
System (QMS). This design ensures that sensitive quality records, such as Incidents,
Investigations, and CAPAs, are securely managed throughout their lifecycle, with permissions
dynamically adjusted based on user roles, team assignments, and workflow progression.

At its core, this feature enforces record-level security, ensuring each incident record has
individualized access rules. Users gain visibility and edit rights based on their roles (e.g.,
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Admins, Process Owners), direct assignments (e.g., Investigators, Workflow Participants), or
actions taken within the system. Room-level settings allow Super Admins to activate the
Records module and configure access at a granular level, while supporting the separation of
privileges between the Records and Documents modules.

Upon creation, incident records automatically grant access to key stakeholders, including the
Originator, Process Owner, and Room Admins. As the incident progresses through the
workflow, permissions are adapted in real-time, ensuring originators transition to a read-only
role, while team members and stage-specific contributors gain access aligned with their
responsibilities. Special provisions allow external Investigators to participate without
compromising broader system visibility.

Additionally, clear rules govern record deletion and obsolescence, balancing administrative
control with data integrity. Draft records can be deleted by Originators and Admins, while
workflow-submitted records can only be marked obsolete by authorized users.

This security design supports scalable, audit-ready governance of quality records, enabling
organizations to maintain strict data confidentiality, ensure proper accountability, and
streamline compliance. By embedding permission logic into the incident lifecycle, this feature
fosters a secure, transparent, and collaborative environment for managing quality events.

CAPA Workflow Processing

The CAPA Workflow Processing feature optimizes Corrective and Preventive Action (CAPA)
management by issue identification, root cause analysis, and action tracking. It enhances
compliance, accountability, and efficiency, ensuring a structured resolution process for quality
incidents.

When a CAPA is initiated, the system validates the issue, assigns responsible parties, and
tracks corrective and preventive actions through a predefined workflow. Each stage supports
role-based access, ensuring secure collaboration and controlled visibility. The system
automatically notifies assigned users, guiding them through investigation, corrective
measures, and verification steps.

With CAPA Workflows, notifications, and documented traceability, this feature improves
regulatory compliance, prevents recurring issues, and strengthens overall quality
management.

Action Item Workflow Processing

The Action Item Workflow Processing feature optimizes Corrective and Preventive Action
(CAPA) management by supporting the creation of Action Items. This enhances compliance,
accountability, and efficiency, ensuring a structured action plan and management process for
quality incidents and CAPAs.

When an Action Item is initiated, the system validates the issue, assigns responsible parties,
and tracks task execution through a predefined workflow. Each stage supports role-based
access, ensuring secure collaboration and controlled visibility. The system automatically
notifies assigned users, guiding them through the execution of the action item.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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QMS Workflow Engine Enhancements

This release introduces a powerful enhancement to the QMS Workflow Engine that
dynamically configures and assigns QMS Roles based on the type and category of each
record. Designed to ensure the right people are involved at each stage of a CAPA or
investigation, the new functionality integrates Record Types, Workflows, Teams, and Forms
to drive intelligent, metadata-based user assignments.

Now, when initiating a workflow (e.g., CAPA, Investigation), the system uses the record’s
metadata, such as Type and Category, to automatically determine the correct Teams and
associated Authority Types (Process Owner, Contributor, Approver).

For instance, a CAPA categorized under ‘Technology’ would automatically involve the Head
of IT and Technical Support as lead investigators, as per the configurations, ensuring a faster,
more accurate response aligned with the organization’s quality protocols.

This enhancement empowers Administrators to configure dynamic review groups that are
automatically assigned to workflow steps based on record metadata such as category, type,
and subtype. The system supports hierarchical mapping of Record Types and uses these to
determine the appropriate Teams and Authority Types for each workflow.

Within each Team, users can be assigned one or more Authority Types, such as Process
Owner, Contributor, or Approver, etc., representing the specific role or ‘hat’ they wear in the
context of a given record.

These Authority Types are further defined by their level of involvement (Assighed, Escalation,
Informed), ensuring accurate participation across the workflow. Workflow Configuration
Profiles provide control over workflow behavior, including step order, visibility of fields,
authority-to-action mappings, and targeted notifications.

When a workflow is initiated, the system notifies the authority types in each stage
(depending on the notification configurations). The authority then has to perform the relevant
actions and transition the record to the next stage.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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INTRODUCTION TO QMS

A Quality Management System (QMS) is a structured framework designed to ensure that an
organization consistently meets customer requirements and regulatory standards while
improving overall efficiency and performance. It encompasses policies, processes, and
procedures that guide employees in maintaining quality across all operations, from product
development to service delivery.

A well-implemented QMS fosters a culture of continuous improvement, risk management,
and compliance with industry best practices such as ISO 9001. By systematically monitoring
and controlling quality-related activities, organizations can enhance customer satisfaction,
reduce errors, and achieve sustainable growth. Ultimately, a QMS serves as a foundation for
operational excellence, helping businesses streamline processes, increase transparency, and
maintain a competitive edge in their respective industries.

What is a QMS?

A quality management system (QMS) is defined as a formalized system that documents
processes, procedures, and responsibilities for achieving quality policies and objectives. A
QMS helps coordinate and direct an organization’s activities to meet customer and regulatory
requirements and improve its effectiveness and efficiency on a continuous basis.

ISO 9001:2015, the international standard specifying requirements for quality management
systems, is the most prominent approach to quality management systems.

A QMS handles the following essential records:
Complaints

Investigations

CAPA

Action Items

Change Control

Root Cause Analysis
Effectiveness Checks

Risk Analysis

Audits

Findings and Observations
Training Management
Controlled Documents

QDMS: Quality Document Management System

Content Management for Quality and Beyond

Configurable Indexes, Workflows, Document Types, Required Documents, and Dashboards, Tl
provides a single place for Content Management. Create rooms to share and collaborate on
clinical documentation for trials, Quality Management, Regulatory, Departmental Workspaces,
and much more. Tl is designed to align document work streams with regulatory compliance
practices for document authoring, approval, control, and training.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Author to Archive

Complete the end-to-end process, collaborative document review and authoring, version

control, automated approval, and periodic review processes with built-in 21 CFR 11 compliant
electronic signatures.

Integrated Process for SOPS and Policies

Review and approval cycles, TI Content Management is completely integrated with Global
Learn for procedural document training. Content Management rooms can also be linked to
eTMF rooms for seamless sharing of study documentation.

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

Quality Dashboards displaying records assigned to them or their teams through the My
Assignments and Team Assignments Dashlets. Users can interact with these records using

filters, charts, and grid views.

Within the Quality module, the Dashboard page is displayed.

» Room Module
l u S 5 Dashboar
QMS Demo room 3 (QMs) v Quality =

QMS Demo room 3

#+ Edit Dashboard ## Configure Dashboard ~

Quality Records

Team Assignments My Assignments
Team Due From Due To
Team All v Select e select He

The dashboard includes the following edit options:

e Edit Dashboard
e Configure Dashboard

e » Room Module
HH l Pl e : Dashboard
QMS Demo room 3 (QMs) ¥ Quality =
QMS Demo room 3
£ Edit Dashboard ## Configure Dashboard ~
Quality Records
Team Assignments My Assignments
Team Due From Due To
Team All v Select e  select He

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

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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most important to the user. It ensures a personalized view for better accessibility of required
data.

Steps to Edit the Dashboard:

Navigate to the Dashboard section in the Quality module.
Click on the Edit Dashboard button located at the top left of the Toolbar.
Once clicked on Edit Dashboard, the Set Up Your Dashboard window will appear.
It includes the relevant options, such as:
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.

rwpe

» Room Madule
- “ % QMS Demo coom 3 (GW) Quality » pashty
QMS Demo room 3
o e
Set Up Your Dashboard x

| Set Up Dashboards

Set Up Dashboards

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

Steps to set up the dashboard.

1. The Set Up Your Dashboard window appears. By default, the Set-Up Dashboard
option is displayed. Expand the fields using the arrow and select the required
checkbox.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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QMS Demo room 3

© L0 ek bioaryd © Configure Dashboard =

Set Up Your Dashboard x

Set Up Dashboards

2. Click the Save button on the Set Up Your Dashboard window. The selected options
are displayed on the Dashboard.

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

4. Once all necessary changes are completed. Click the Save button at the bottom of the
popup window to apply the changes.

Set Up Your Dashboard x
Set Up Dashboards Set Up KPI Dashboard Set Up Layout
Title

Collection Name Search

Description

=+ Add  Remove

» Quality Records
» Users

» Common

M@ Collection Name

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

1.  From the Set Up Your Dashboard window. Click on the Set Up KPI Dashboard option.

Set Up Your Dashboard x

Set Up KPI Dashboard

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

3. Once all necessary changes are completed. Click the Save button at the bottom of the
popup window to apply the changes or click the Cancel button to discard changes.

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 the Layout:

1. From the Set Up Your Dashboard window. Click on the Set-Up Layout.
2. Select one of the available options of 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 use the Cancel
button to discard the changes.

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Set Up Your Dashboard x

Two columns Three columns

IS

preousr o

Configure Dashboard

The Configure Dashboard helps the user to arrange the dashboard as required. This includes
Configure Dashlets dashboards.

» Room Module
l ¢ QMS Demo room 3 ( (ZS ) w Quality =

QMS Demo room 3

£* Edit Dashboard £ Configure Dashboard ~

Configure Dashlets

Quality Records

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 user
can see the dropdown menu Configure Dashlets.

2. Click on the Configure Dashlets, and the Configure Dashlets window will pop up.

3. The Configure Dashlets window will display two tabs on the left:

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

| Configure Dashlets|
Access
Access

+ Add o

Title Available for
» = Quality Records %
» = Users Managers and above v
» & Common Readers and above v

< >

4. In the Access tab, the user can select the roles from the dropdown menu under the
Available or column to assign dashlets to specific roles and click the Save button to
save the changes and the Cancel to discard the changes.

Configure Dashlets

Oefaut View

» = Quadey Records -
Saperacming only
* & Users Adminnty slors ant above

Managers and Jbowe

* & Common Daables

5. Click on the Add button, and a new entry will appear under the list of available dashlet
as (collection Name). While adding a new dashlet, the user has to mention the Name
and Description in the right-side fields.
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Configure Dashlets 2 x

_
Access

Default View

Name
Collection Name

Title Avallable for
» % Quality Records v
» & Users Managers and above v
» & Common Readers and above v

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

Configure Dashlets 5 x

Hame

Default View Collection Name
Oesiription
Tie Avaliable for
» = Quality Records -
» = Users Managers and above 4
» & Common Readers and above .
Confirmation x

Are you sure that you want 1o remove the collection?

7. Click Yes to remove the selected name and No to discard the change.

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 at the bottom of the pop-up window to save the changes or
click Cancel to discard the changes.
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Configure Dashlets 2 x
Access
Default View
lease select Defaulr list of Dachlets for each Role
Reader Editor Manager Administrator
+ Add =]
Title Reader L\\

» % Quality Records

» & Common v
lect Er i nal 3
El >
Quality Records
The Quality Records dashlet consists of two sections:
¢ Team Assignments
¢ My Assignments
» R Modul
l I o D Dashboard
QMS Demo room 3 (QMs) w Quality =
QMS Demo room 3
© Edit Dashboare & Configure Dashboard ~
Quality Records
Team Assignments
Team Due From Due To
Team All v Ho alect 0o
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The Quality Records section also presents the records in chart format, for example:

e Donut Chart
e Stacked Column Chart
e Stacked Bar Chart

Donut Chart: A Donut Chart displays data in a circular format, similar to a pie chart, with a
hollow center, making it easier to compare proportions across categories.

K- -
Toam » v v 0 -0 — _

Stacked Column Chart: A Stacked Column Chart displays data in vertical columns where
values are stacked on top of each other, showing the total and the contribution of each
category.

‘ ro o ° N -

= _—

Stacked Bar Chart: A Stacked Bar Chart displays data in horizontal bars where segments are
stacked to show both the total and the breakdown across categories.

. i ° o e « N
o~ - s
| s e e e |
- - N
[ =]
o~ =
-~
-
@ o
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Team Assignments

Users with Manager and above access levels can view the Team Assignments tab in the
Quality Record Dashlet.

1. Expand the Team drop-down and the user can view the records created by Teams.
Additionally, the user can apply filters for "Due From" and "Due To" and selects dates
for each Team Assignments.

Quality Records

Team Assignments

Team Due From Due T
] elect 5o
) Nov
Product Team i April 2025 Today T April 202: Today
e S Mo Tu We Th Fr Sa i Su Mo Tu We T B Sa
UAT Team 2025 April 2025 2025 April 2025
Team UAT Test Feb 1 2: 3 4 5 Feb 1 2 3 4 5
Incident UAT Team 6 7 8 9 10 11 12 6 7 8 9 10 11 12
CAPA UAT Team b 13 14 15 16 17 18 19 3 3 14 15 16 17 18 19
May May
Team Demo 20 21 22 23 24|25|26 20 21 22 23 24[/25|26
in — | —
27 28 29 30 i 27 28 29 30
A UR
ap

2. Based on the selected Team and Dates, the corresponding information is displayed in
the chosen chart format.
3. Hovering the mouse over the chart displays the count and percentage of overdue
records of assignments based on their status and corresponding color:
e Overdue
e Open
¢ Pending
e In Progress
¢ Completed

© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Quality Records
Team Assignments
Incident UAT 1 2025-04-01 k) 2025-04-26 =}
Incdents
hs 3 X
33"
2 « GE%

4. Clicking on the chart displays the Team Assignment Records next to it, showing
information related to the selected Team.

(SR TR

8 A (AR .

5. Click on the Home on the left side of the screen below the selected Team. The user
navigates back to the chart view.

My Assignments

Users with Editor access levels the My Assignments tab displays only those records that are
assigned to a particular user.

1. Expand the Team drop-down the user can view the Assignments created by Teams.
Additionally, the user can apply filters for "Due From" and "Due To" and selects dates
for each Team Assignments.
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Quality Records

My Assignments

e ! r
Team UAT Test @ || 20950401 ‘0 20250426 (30

Product Team 2025 - 0 > ™ - AT - - T
5 Team UAT Test M : N v Ma 6 7 9 1

Incigent UAT Team y ¢ € -
™ 0 N 2 23 24 5 Ly X 21 22 23 28 2%
CAPA UAT Team . . % X 21 22 23 28 2 |H

Team Demo

2. Based on the selected Team and Dates, the corresponding information is displayed in
the chosen chart format.
3. Hovering the mouse over the chart displays the count and percentage of overdue
records of assignments based on their status and corresponding color:
e Overdue
e Open
¢ Pending
e In Progress
e Completed

Quality Records

My Assggnmenty

Team UAT 1 v 2050401 §O 250426 0

4. Clicking on the chart displays the Team Assignment Records next to it, showing
information related to the selected Team.
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5. Click on the Home on the left side of the screen below the selected Team. The user

navigates back to the chart view.
6. The Refresh icon updates the displayed data, ensuring the latest information is shown
based on the current selections.

QMS Demo room 3

L i | © Confgure Dashboard =

Q

Quality Records

Team Assignments

Team v . S0 20
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SEARCH IN QMS

To perform search activities within the Quality Module, users must have the appropriate
access permissions. This section specifically covers how to search for Incidents, CAPAs, and
Action Items. General search actions applicable across the system have already been covered
in the Searching in Tl section.

Note: The Search and Filter Fields settings can be configured from the Form Settings
screen, provided the user has the necessary access permissions.

Steps to Perform a Search in the Quality Module:

1. From the Home Page, navigate to the room to perform the search activity.

Note: Once inside a room, search functions are available globally across the
application, as the top search bar is always accessible. The steps below outline a
structured approach to performing a search.

2. Click the Waffle Menu located at the top-left corner of the screen, then select Quality
Module. Users will be redirected to the Quality Module’s Dashboard screen.

l‘b Room Module
¢ QMS Demo room 3 (Qwms) w Collaborative Workspace ¥

lanage S¢ urity
ABC Pharma Inc & Manage Security

lected)

I

CRA
Reconciliation

Quality Review

o

Settings

Users
Management
%
Queries

3. Click the Search button at the top-right corner of the screen to open the Search
window.
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g Dashboard

» Room Module
l QMS Demoroom 3 OMs w Quality =

QMS Demo room 3

€ Edit Dashboard € Configure Dashboard ¥

Quality Records

Team Assignments My Assignmaents

Team Due From Due To

Team All v Select (80 Select & o

4. In the search screen, click the dropdown menu at the top-left to display the available
search categories.

Search x

’ [ Documents IZ] Search (1]
} w Document Content Only Metadata Only

& Users

Include Documents €

A Sites
®, Queries

@ Contacts e Saved £ Manage

& Quality Records

INC in 5] QMS Demo room 3
B Incident Mon 14/04/2025, 3:28:24 pm

0000 in ) QMS Demo room 3

IR CAPA Mon 14/04/2025, 3:27:46 pm
No Saved Searches Yet

0004 in (5 QMS Demo room 3 Run search, configure advanced parameters and save to use It
B CAPA Mon 14/04/2025, 3:27:34 pm ster

0000 in [3} QMS Demo room 3
BB CAPA Mon 14/0472025, 3:27:25 pm

5. From the dropdown, select Quality Records. Here, three tabs will display Incident,
CAPA, and Action Item.

Note: The steps for searching each of these record types are the same. Simply select
the appropriate tab to begin. By default, the Incident tab is selected.

6. Click Incident and Enter at least three characters, Digits of the title or ID of the
incident. Once entered, click the Search button.
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Search

o CAPA 1 Action ltem E

= Advanced Search

Search History Saved & Manage

INC in 3 QMS Demo room 3
B Incident  Mon 14/0472025, 3:28:24 prr

0000 in 23 QMS Demo room 3
IR CAPA Mon 14/04/2025, 3:27:46 pm

in
0004 in (3 QMS Demo room 3 No Saved Searches Yet
B CAPA Mon 14/04/2025, 3:27:34 pm

Runsearch, configure advanced parameters and save to use

0000 in (5} QMS Demo room 3

B CAPA Mon 14/04/2025, 3:27:25 pr
0004 in 5} QMS Demo room 3
B CAPA Mon 14 025, 3:26:41 prr

7. The results will be displayed in a grid view. Click the checkbox next to the desired
record to view its metadata, which will appear on the right side of the screen.

Search s msaved X
1-25af 37 () selected) * v~ T Manage INCTOENT Open ©
- THie Customer Customer Date Due Inc WF 1
Adverse | vwes Rep
Metadata 7 tdit s Collapse All Lached S Eiining
» General Info
=
: ne Wy 1
M ¢ ') 1P M 4 Next B
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Steps to Perform a Filter in the Quality Module:

—

After results are displayed, the filter panel is visible on the left side of the screen.
2. Apply a Filter
For example, to filter by Impact:
¢ Click the dropdown arrow next to the Impact filter.
e Select the desired filter options (e.g., Critical, High).
3. Once filters are applied, the grid will auto-refresh to show only the matching records.
Refer to the screenshot below.

Search o Recent [ Saved x

& Quality Recort v INC X O X m & Save Search

Incident CAPA l Action Item |

Advanced Search N 1-6 of 6 (0 selected) @ Views v [0 Manage Columns
© Add Fields 0 Tite Impact ¢ Customer... Customer.. Date Due Awarenes.., Due

Filters @3ZUCT R A [ UAT Incident 002 A HIGH 26 Mar 20... 31 M
| ~impoc CEIEEED | O incident & A G 20Mar 20..  20M:

Q 0 Incident 5 A CRITICAL 21 Mar 20... 21 M
O tow ¥ O uATINCWFOO1 A CRITICAL 22Mar20.. 22 M
(0 Medium 12
W Critical m UAT Incident 002 A CRITICAL 29 Mar 20... 06 A
¥ High

UAT INC WF 002 A CRITICAL 22 Mar 20... 22 M«

v Type

@)

[0 incorrect Product Delivered 18

[[J Adverse Events Reports 10
(CJ customer Complaints & Prod... 5

(] packaging Error 2

[ sae 2
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TEAMS

The Teams that allow users to create and manage teams that are responsible for handling
assignments related to Records and Documents. These teams can be designated for specific
workflow stages, record approvals, or other configured actions within the system. Users will
be able to add or remove team members, associate teams with specific record or document
types, and manage associated Authority Types.

1. Team Listing and Management

Team Listing:

The Team Listing screen allows users to view all existing teams in a module and
manage them:
Displays all created teams with information about:

e Team name

¢ Members count

e Description

e Purpose (Responsible Parties, QMS)

¢ Document types count (For the Responsible Department purpose)

e Record types count (For QMS purposes)

Team Management Actions:

e Add - Users can create a new team with QMS purpose - required to provide the
assigned level for each Authority Type.

¢ Edit - modify existing teams in the QV panel.

e Delete - Deleting a team will prompt a confirmation dialog.

2. Team Page - Details

The General Details section of a team provides an overview of the team's main
information:

¢ Team Name: Editable name of the team.
e Description: A detailed description of the team’s role, which is editable.
e Purpose: for now, agreed to have this list of purposes, which will affect team
functionality and configuration
o QMS - enables ability to link record types and team be responsible for
conducting WF stage
o Responsible Parties - enables ability to link Document Types
Actions available:
e Edit - enables edit mode for the team
e Change Log - Displays a history of team modifications

Authority section gives ability to manage authorities:

List of authority Type members columns:

e authority type
e Assigned
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Escalated
Informed
Actions

3. Team Page - Document Types

Teams can be associated with specific Document Types, allowing them to manage
documents and actions related:

Actions available:

Add Document Types: Users can add document types to the team by
selecting from a categorized list (e.g., Investigative Site, Recruitment Plan,
etc.).

Remove: Users can remove a document type from the team, which triggers a
confirmation modal.

Columns:

Category: Document Types category

UDID: Universal Document Type ID number - configured in settings
Type: Document Type name

Paths: The full path of each document type is displayed for clarity.

4., Team Page - Members

Team members can be added or removed to manage responsibilities for records or
workflow stages:

Add Members: Existing Users or groups can be added to the team using the
‘Add Members’ option. A search and filter option helps in finding relevant
members or groups.

Remove: Members can be removed from the team using the ‘Remove’ option,
which triggers a confirmation modal. Only if the user has no Authority Type
assignment.

Check Member details: the user can open the QV panel of a group or user and
check additional details.

Edit authority type on the user QV panel: section authority type, BUT if a user
is the last one with Level Assigned for Authority Type, then this type can be
edited only on the Team Details page. And the system on hover shows a
message about it.

Default Columns:

Roles: Each team member has a designated role (e.g., Admin, Editor, Reader)
Status: an active/inactive status.

Name

Email

Phone

Expiration: user end date

Authority Type: combined with level

5. Team Page - Record Types

CL: Public
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Teams can be linked to specific Record Types, allowing them to handle relevant tasks
and workflow stages:

Actions available:

e Add Record Types: Users can add record types to the team by selecting from
a categorized list (e.g., Product Incident, CAPA, Action Item)

e Remove Record Types: Record types can be removed from the team, which
triggers a confirmation modal

e Columns

e Category: Record types category

e UDID: Universal Record Type ID - configured in settings

e Type: actual Record Type name

To access the Teams modal, follow the steps below.

1. Navigate to the Users Management module within the QMS room, or click the Module
dropdown and select the Users Management module option.
2. Navigate to the left-hand menu and select the Teams modal.

s » foom Module .
3 eams
. ’ QMS Dema room 3 . v Users Management &
Teams a _ . trve -
© Creat ’
= s
< 19 Teams
) ‘ = ‘ m
n - .- -
)

3. The Teams screen displays options to Create, Edit and Delete the teams’ related
actions.

Create Teams
To create the Teams, follow the steps below.

1. Click the Create option on the top menu bar. The Create Team pop-up window is

displayed.
2. Fillin the below required fields:
¢ Name

e Purpose: the purpose should be QMS only
o Description (optional)
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- » Hoom Wodde
. & QMS Demo room 3 e w Waers Managsmens w
Teams
o 20 Yeams
= Rowe Detergnras Purpass
)@ (=] e Teem oMY
Create Team il
Demo Test
o
AR
°®
e
=3

3. The Assigned Authorities section appears once the user selects the ‘Purpose as QMS’.
4. Fill in the below required fields:

e Process Owner

e Contributor

e Approver
5. Click on the Create button.

m » ke tathide *
.‘ + QWS Nwoo roam 3 e v Unen Managemen =
Teams
OCmar Jim B Gwem Q ewy
T 21 Tearm
Create Team x
w
Dema Tesl
:
aw
oW
@
= Assigned Authacities
*Scanneng Servce v
]
1" f v
LW
AA v
N
o =3

Key Terms

e Team: A Team is a group of users assigned to a record and its associated workflow to
ensure appropriate participation throughout all workflow stages. Teams are organized
by Authority Types (such as Process Owner, Contributor, Approver), with each
authority further defined by levels, i.e., Assighed, Escalated, and Informed etc., that
specify responsibility and notification roles.
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e Authority Type: Authority Type defines the roles within a team that are responsible
for specific workflow stages, e.g., Process Owner, Contributor, Approver. Each
Authority Type can be configured with different levels of involvement, allowing
flexible stage assignment and escalation logic.

e Process Owner: The primary person responsikble for the record’s workflow. This role
leads and manages key stages such as assessment, implementation, or execution (e.g.,
Supervisor, CAPA Lead).

e Contributor: A contributor is a supporting participant involved in completing the
investigation or other custom stages (e.g., Investigators or SMESs). A contributor can
edit only the forms assigned to them during their active stage, e.g., Investigation.
However, workflow configuration can extend their access to other forms as needed for
that stage.

e Approver: An approver responsible for reviewing and approving the outcomes of the
process (e.g., Quality Assurance reviewers). This authority can edit only the forms
assigned to them during their active stage (e.g., Quality Feedback). However,
workflow configuration can extend their access to other forms as needed for that
stage.

e Authority Levels: The Authority Level defines the degree of involvement a team
member has in a specific workflow stage, based on their Authority Type (e.g., Process
Owner, Contributor, Approver). Each Authority Type is configured with three levels,
which control how and when users are involved:

o Assigned: These are the primary users responsible for performing actions at a
workflow stage.

o Escalated: These are the backup users who are engaged if the assigned users
do not act within the defined escalation period.

o Informed: These are the users who receive notifications about the workflow
but are not responsible for taking action.

Edit Team

To edit the Teams, follow the steps below.

1. Click on the name of the Team and click the Edit option on the top menu bar.
Note: The user can access the Edit option either through the three-dot menu next to
the created Team in the grid or from the three-dot menu in the metadata panel.
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TEAM Open ©

Test CAPA

Neme Description  Purpas Details % Copy Link
8 Delets
cident LAT Update QMms

Test CAPA
¥

@ [= AT Tewr QMs WS
1
-
8 e Tearr test QMs =
)
2 2
DY Mot ation Tei Teas oms 23 Apr 2025
@ [=] ¢ Respot D)
® (= mo Test ABC QMs
* Copml owes
8 Delets

2. Make some changes in the Teams and click the Save button in the metadata panel on
the right side of the screen.

iy » Room Module o
b2 l “ - Teams
QMS Demo room 3 (Qums) w Users Management v
Team
eams TEAM Open ©
O Create /Edit @ Delete Q Searct Test CAPA
Wis
T 22Teams 1| selectec =
=

Name Description  Purposd
Details
3] |- ncident UAT Update QMs

Name*  Test CAPA

® (5] uATTeam! IV
3 Purpose  QMS
@ [~ ser Guide Team test QMms
5 [ QMms o
o) Record 23 Apr 2025
&) [ Demo Test Respor Description  Document for testing purposes
o) °®
O @ [=] DpemoTestt ABC Qms
@ [=] Tvestcara QMms
M 4P 2 of2 L 4Pr L3

Delete Team
To delete the Teams, follow the steps below.

1. Click on the name of the Team and click the Delete option on the top menu bar.
2. On the confirmation popup, click on the Delete button to confirm the deletion.
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Teams

O Create  # Edit' | @ Delete

Z 2Teams 1 selecied

@ Name Description  Purpose Members  Rocoed Types

(0 @ [=] Dashboard Demo Team QMs 4 0

Delete Team x

All Responsible Parties Assignments will be removed from Members and Records

3. The user can access the Delete option either through the three-dot menu next to the
created Team in the grid or from the three-dot menu in the metadata panel.

Teams
TEAM 2 Open ©
2 OcCreate #F .. Q searct Test CAPA
. T 22Teams 1 sciecte B
- Name Description  Purpose Membera # Edit
2] Details / Edit % Copy Link
a) [*] incident UAT Update QMms
b Test CAPA
n - UAT Team 1 QMs
IMS
8] || UserGuide Team test QMs
' eated By James Alan Hetfield 2
8 |- Notification Test Team QmMs °
23 Apr 2025
& |- Demo Test Responsible Parties
D
| & |- Demo Test 1 ABC QMs

Important: When a team is associated with specific record types that are also associated with
QMS Approval Workflow, users cannot delete the team, and upon a deletion attempt, the
following popup is displayed.
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Error x

A The operation finished with issues
Error Code Error Description

222014 The Team is assigned to Record(s)

4. Expand the three-dot menu and click the Copy Link option on the right side of the
metadata panel. However, the user can send the link of the selected Teams if required.

Teams

TEAM Open ©
‘ O Create # Edit @ Delete Q Segrch Test CAPA 123
Qms
. < 21 Teams
= Name Description:  Puepase Members # Edit
B Details # Edit % Copy Link
[ @ [=] Incident UAT Update Qms 4 8 Delete
h Test CAPRTZY
] @ |[=] UATTeam1 QMS 3 %
3 Purpose  QMS
[ @ [=] userGuideTeam test QMs
‘ Created By James Alan Hetfield 2
] @ |-] Notfication Test Team QMs b
= Createdon 23 Apr 2025
(0 @ [~] DemoTest Responsible Parties Desctioton
D
[=] Testcapa12a QMs © ol

5. The Metadata Panel displays the detailed information of the selected Teams, such as:
e Open Arrow: opens the Teams details page
e Eclipse dots: displays the options - Edit, Copy Link, and Delete
o Details tab: about the Team
¢ Member’s tab: associated with the Team
e Record Types tab: displays the record types associated with the Teams
e History tab: displays the record of the actions made for the selected Team

6. Click the Open Arrow, and the user navigates to the Teams Details page.
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TEAM 5702808 Open ©
Test CAPA 123
QMms
i Members
O Add ~ B Rer V' Q Search

Z 3 Members

Name Emall

i

AA

=] Admin SA
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Teams Details Page
To access and edit details on the Teams Details page, follow the steps below.

1. The Teams Details page displays the General Information and, Responsible
Authorities section within the Details tab.

Details

Test CAPA 123 — 3
s Wty
D

= General Information

Mews  Teal CAPA TS

.........

2. To edit the General Information section, follow the steps below.

e Click the Edit button on the top menu bar, and the user can see that only the
Name and Description fields are editable.

All Teams

Details
Test CAPA 123

. QMS
v General Information

_ Nome Test CAPA 123

OIS

Crested 23 Apr 2025
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¢ Make the required changes and click the Save button to save the changes.
Similarly, click on the Cancel button to discard the changes on the top menu
bar.

Al Teams

Details

Test CAPA 123
~ © Save D Cance

)

M3
» General Information

e T

23 Apr 2025

This information is required for testing purposes.

3. To edit the Responsible Authorities section e.g., Process Owner
e Check the check box of the associated Responsible Authority while creating
the Teams. The Edit button gets enabled.
e Click the Edit button on the top menu bar of the Responsible Authorities
section.

Test CAPA 123
D .

. QA ~
v General Information

_ vt TEMCAPA DS

33 Apr 2025

* Responsible Authorities

Antvarity Type PrST— Lacalanee
8 Mocew Oweer AA
Contridutor Admin SA

ADOE Croed

e The Edit Process Owner pop-up window appears with the following options:
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o Assigned: This field is pre-filled with the name of the user added during
the Team creation process.

o Escalated

o Informed

Details

# Edit

Edit Process Owner o %
L4 o

l Assigned*
AA 1

Escalated

v [ Select l

v ‘ Select ’
Informed

v I Select \

e Each option—Assigned, Escalated, and Informed—has a Select button next to
it. Click the corresponding Select button to add users to that specific role.

e The Select Users pop-up window displays two tabs: Team Members and All
Users. By default, the Team Members tab is selected, showing a list of users
associated with the team.

' Select Users x

Team Members| A

= Name Role Email

Superadmin

Admin SA Superadmin

Cancel Add 1 Users |
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¢ Click the Add 1 Users on the bottom of the Select Users pop-up window.

e The user navigates back to the Edit Process Owner pop-up window; hence the
selected user is added in the Assigned field.

e Click the Save button on the Edit Process Owner pop-up window.

Edit Process Owner x

ssigned *

Escalated
v ‘ Select
rm
e
v | sSelect

Cancel

e The user navigates back to the Teams Details page; however, the added
user is displayed in the Assigned column in the ‘Responsible Authorities’
section.

Details

PAL;

B Proces Ower

e On the ‘Select Users’ pop-up window the All-Users tab displays the list of all
users from where the users can be added as per the requirement.
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Select Users x

274 Users

Narme Rale Crmall
M4 * Access Revoked
x * Access Revoked
Superadmin
Superadmin
Superadmin
Superadmin
Superadmin

Superadmin

Note: Follow the same steps for the Escalated and Informed options within the Edit Process
Owner pop-up window.

4. To edit the Contributor and Approver sections within the Responsible Authorities -
please click the link: Teams Details Page, Responsible Authorities section.

Members

The Members page displays a list of users linked to the team, along with options to Add,
Remove, or Edit their authority roles. It also includes tabs showing the count of users in each
team and provides a Search function for easy user lookup.
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foam Modute Team
Memvess o -
QM Cemma ream ) - Users Maragement Test CAPA 120 w
Members
Test CAPA 123
Al3 Process Owners 2 Contributors ¥ Approvers 1
™ Qi ® ’ \ ) ]
O 3 Membeny
- et LS '
% Verreery :
AA I - e Asvigred » - v m
Adrran 34 [, it Adsigned Lt tesl . U

To add the members, follow the steps below.

Add Users

1. Expand the Add button on the top menu bar the two options are displayed:
e Add Users
e Add Groups

All Teams

Members
Test CAPA 123
O Tear All3 Process Owners2 Contributors 1 Approvers 1
ose OMS OCQAdd~> 0 \ 7’
. Name Status Authority Type o
Record Types - -] AA PENDING  Process Owner Assigned s
=] Admin SA PENDING  Contributor Assigned ta

P
Carrie johnson PENDING FOORSS DURE Mgued o
Approver Assigned

2. Click the Add Users option, and the Add Users pop-up window is displayed with the
list of users.

3. Check the check box of the required users and click the Add Users button at the
bottom of the Add Users pop-up window.
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Add Users %
A
I74 Users
- Plar n tme |
x * Access Revoked Dadmanselilenl minsk
x ¥ Access Revoked taliu@etibrk? mingk
. Super admin annwerBelinkd rmrsk
. Superadmin pura@ctlink {4 mamsk
Superadmir Inboxagera@Eellink 186 m
Superadmin kel fink259 marsk
Superadmin Jefinglon$eilnkdis min
Super admin wwragay@elinkied maak
« « ’ e o> >

S m

4. The added users are displayed on the main page.

Add Groups

1. Expand the Add button and click the Add Groups option, the Add Groups pop-up
window is displayed with the list of groups.

et » Room Module Teams
322 l g - Members
QMS Demo room 3 (Qus) w Users Management v Test CAPA 123 w
All Teams
Members
Test CAPA 123
o AllS Process Owners 2  Contributors 1 Approvers 1
e QMS ’
yetail
. Neme Status Authority Type
Record Types a = PENDING Process Owner Assigned
] - PENDING

- PENDING  Contributor Assigned

2. Check the check box of the required users and click the Add Groups button on the
bottom of the Add Groups pop-up window.
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Add Groups x

52 Groups | selectes

u Group Name Users

o Approval Workflow Incident UAT - Approval 0

&  Approval Workflow Incident UAT - Assessment 4 0

¥ Approval Workflow Incident UAT - Investigati... &0
# Country_United States_Editors ®o
&  Country_United States_Readers ®wo
& CRAUSsers &0
] & Dashboard WF - Approval ®o
7] & Dashboard WF - Assessment o

Cancel Add 1 Groups

’)

3. The added group is displayed on the main page.

» Room Module Tearns
l ¢ - Members
QMS Demo room 3 (QMS) w Users Management v Test CAPA123 =
All Teams
Members
Test CAPA 123
O All5 ProcessOwners2 Contributors1  Approvers 1

spase QMS OAdd~ B ’

< 8 Members

_ o o

Record Types | \ = PENDING
.,;' PENDING

=y =] PENODING

g =~ | Approval Workflow Incident UAT - Approval

Remove Users/Groups

Follow the steps below to remove the users/groups from the teams:

1. Select the checkboxes next to the Users/Groups that need to be removed from the
Members page grid view.
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Note: Ensure that the selected Users/Groups are not assigned by any of the
Regulatory Authorities types.

2. Click the Remove button on the top menu bar.
Note: The user can access the Remove option either through the three-dot menu next
to the created Team in the grid or from the three-dot menu in the metadata panel.

Members =
Kemichi Yura

AllS Process Owners 2 Contributors 1 Approvers 1

PINDING

y Type

PENDING Process Owner Assigned ¢

- (9]
3
3
i
3
< ¢
o

PINOING

3. The Remove Member? Pop-up window is displayed with the Cancel and Remove
buttons.

4. Click the Remove button to remove the users/groups and Cancel button to discard
the changes.

Remove Member? x

The Membed m B Wi be removed from the Team Test CAPA 123

Edit Authority

Follow the steps below to edit the authority from the teams:

1. Select the checkboxes next to the Users/Groups for which the authorities need to be
edit from the Members page grid view.

2. Click the Edit Authority button either from the top menu bar or from the ‘Metadata
Panel’ click Edit within the Authority Types tab.
Note: Ensure that the selected Users/Groups should have the assigned Regulatory
Authorities types.
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Search

EITITS contributor Assigned

Members
ﬂ? Process Owners 2 Contributors1  Approvers 1
Oadd~ B a
Z 7Members | celected
-!‘ Name Status
. =) PENDING
=] PENDING

® -

] - (=)

Authority Type

Process Owner Assigned

3. The Edit Authority pop-up window is displayed with the Authority Types and Level

columns.

Edit Authority

Select Authority types and levels applicable for 3 user

Process Owner Not Assigned ¥
Contributor

Assigned O

Approver Not Assigned v

Cancel

4. Click the drop-down arrow and select the appropriate Authority Level for the

Authority Types that are not yet linked to the Team.
5. Click the Save button.
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Edit Authority x

Select Authority types and levels applicable for a user

Authority Type Level

Process Owner Assigned v

Not Assigned

Contributor )
Assigned

Escalated
Approver

Informed

6. The user can see the Assigned Authority in the Authority Type column on the main
Members page.

Members

All7 ProcessOwners2 Contributors1  Approvers 1

OAdd~ @ Re # Edit Authority Q Search

Z 7 Members

| Name Status Autharity Type
] y | AA PENDING  Process Owner Assigned
E |  Abdul Anwer PENDING
Process Owner Assigned
= | Admin SA :
L . D m Contributor Assigned

Search

The Search functionality allows users to quickly locate specific users or groups within the
Members page by entering keywords or filters. As the user types in the search bar, the grid
dynamically updates to display matching results, making it easier to manage large lists of
members.

1. Click the Search field and type the keyword or initial Teams name and click enter.
2. The search results should be displayed on the main Members page.
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All7 Process Owners2 Contributors1  Approvers 1

OQAdd~> B & Edit Authority Q A / x
Z 7 Members
Name Status Authority Type Ema
- PENDING  Process Owner Assigned  saus

Process Owner Assigned
Contributor Assigned

Metadata Panel

The Metadata Panel displays the detailed information of the selected Teams.

1. Select the Teams on the left side of the screen and the Metadata Panel is displayed on
the right side of the same page.
2. The user can see the User Details such as:
e First Name
e Last Name
e Country
e Role
e Email
e Actions and so on...

Members 0"
! Admin 44
ALY Process Owners 2 Contributors 1 Approvers 1
P -
o - B 2 183 Adhers 2 A x
c— IE e Do
User Dels
Neme e (TN
= .
AA anG  Froce Oweer Assigned sty i}
oad Alalud Adwerr e, axrroe|
1} - Approwsl Workfiow InOdent UAY . Approww
~| Came jshrson ey TXMOme Anipwed | |
Approver Assipned
- ik A e, Faruw
-] Nerich vara OONG hyurs
Suprradimis
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3. The Authority Types tab in the metadata panel displays the types of Authorities
associated with the selected Teams.

Members
AI7 ProcessOwners2  Contributors 1 Approvers 1 3
PYNOMN, oo
Qada~ 8 Fa Aut 1A ~
T 7 Members Ei Authority Types  /
L]
AA NG Frooes Owner Assigned  saniy ? A
I3 W v
oty
e ADQUL ATrwer OO 2w Cortributor Assigred O

m Prooes Owner Assigned

Cortributor Assigned

Record Types

The Record Types page displays the records based on the Categories, such as:

e Incident
e CAPA
e Action Items

To add the Record Types, follow the steps below:

1. Click the Add button on the top menu bar within the Record Types page.

» Rowm Vo rta N Py
ll v Ty
U Do e - Mot Maragermn ® Sest (AP tiS ©

Record Types

[e=]s

2 1 econd type

Tast CAPA 123

Mon Semows Adwerwe i et Costaewr Tomgiern & oduet enarmiiion. &

2. The Add Record Types pop-up window is displayed with the list of Categories.

3. Expand the Category and select the Subfolder Content from the list on the ‘Add
Record Types’ pop-up window.

4. Click the Add Record Types button at the bottom of the Add Record Types pop-up
window.

Note: To select all subfolder contents at once from the chosen category, the user must check
the Select All Subfolder Contents checkbox in the Add Record Types pop-up window.
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Add Record Types x

[] select All Subfolder Contents

Search

» B Incident 8

v & Capa 2
% CAPA plan

» @ Action Item 3

Cancel " Add Record Types -

5. The selected record type from the chosen category is displayed on the Record Types

page.
Record Types
OAdd @}
< 2 Record Types
M upiD  Type Category Path
| (- Non-Serious Adverse Event  Incident  Customer Complaints & Product Returns\Non-S...
0O (=] UAT CAPA Capa UAT CAPA
Search

The Search functionality allows users to quickly locate specific users or groups within the
Members page by entering keywords or filters. As the user types in the search bar, the grid
dynamically updates to display matching results, making it easier to manage large lists of
members.

1. Click the Search field and type the keyword or initial Teams name and click enter.
2. The search results should be displayed on the main Members page.

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

CL: Public Page 51 of 212



) TRIAL Trial Interactive QMS v10.7 - User Guide v1.0

d INTERACTIVE

Record Types

Oadd & - Q UAT X

Z 1Record Type

— upDID  Type Category  Path

[=] UAT CAPA Capa UAT CAPA
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QMS WORKFLOW SETTINGS

The ‘Settings’ section allows Admin users to configure QMS workflows, Stage Statuses,
Record Statuses, Form Settings, and Field Values.

Workflow Management

The Workflow Management section within the QMS Settings has a comprehensive Workflow
Settings Page that simplifies and enhances the configuration of Quality Management System
(QMS) workflows. It offers an intuitive, wizard-driven interface that guides Admin Users
through the creation and customization of workflows, enabling precise control over stages,
statuses, permissions, notifications, and actions associated with each record type.

Key Benefits

e Creating QMS workflows from the ‘Workflows’ page.

o Defining workflows with essential details such as name, profile type, description,
record type, and workflow stages.

¢ Managing record and stage statuses via the newly introduced Record Status and
Stage Status sections.

e Configuring stage-level settings, including permissions, authority assignments, form
linking, field visibility, requirements, and validation rules.

e Assigning responsible teams or users to workflow stages through preconfigured roles
or manual selection.

¢ Linking forms to workflow stages to control access and editing based on assigned
authorities.

e Setting up advanced notification options, including group alerts and escalation levels,
to support efficient communication throughout the workflow lifecycle.

Create a Workflow
To create a workflow, follow the steps below.
1. From the Quality module, click on the Settings menu > Workflow Management >

Workflows tab.
2. Click on the +Add button.
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» Room Module )
323 l I ; Z Settings Workflow Management
QMs QMs ) w Quality =

Q Workflow Management

Workflows| Stage Statuses
& Workflow Management )

< 13 Workflows

Form Settings

Fleld Values s Workflow Name Type Form
L ah INC WF QMs Incident
] & Incident Workfiow QMS Incident
[ & Approval Workflow Incide QMS Incident
(] & UAT Incident WF QMSs Incident

3. On the ‘Add Workflow’ form, fill in the following details in the ‘General Info’ section.

Workflow Name*: Provide a name for the workflow.

Type: The workflow type ‘QMS’ is auto-populated and non-editable.
Description: Optionally add a suitable description for the workflow.

Form*: Select any one of the forms, i.e., Incident, CAPA, Action Item, etc.
Assigned Record Types*: Select one or multiple record types as per
requirements. The ‘Assigned Record Types’ dropdown displays options based
on the form selected.

®copoTp
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Add Workflow

General Info

General Info

Workflow*  QMS Workflow

Type QMS
Description
Form*  Incident v
Assigned®  Customer Complaints & Product Returns 3 v 7Sieicicti
Record Types !
Selection Criteria 4+ Add Metadata Criteria ]
Stages
© Add @ Remove
Stage Authority Form

&

Cancel

4. In the ‘Stages’ section, click on the +Add button and add the required number of
stages to the workflow.
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Add Workflow

General Info

General Info

Stage 1 Workflow*  QMS Workflow
Name

Stage 2 Type QMS

Stage3 Description

Form*  Incident

Assigned*®  Customer Complaints & Product Returns 3 v Select

Record Types

Selection Criteria + Add Metadata Criteria

Stages
Stage Authority Form
= [J stage1 Process Owner v o v
= Stage 2 Process Owner v o v
= Stage 3 Process Owner v o v

Cancel

5. Rename each stage, associate an authority with the stage, select the form type, and
click on the Next button.
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Add Workflow x
General Info
General Info
Assessment Workfiow*  QMS Workflow
Name
Investigation Type  QMS
Approval Description
Form* Incident v
Assigned®  Customer Complaints & Product Returns 3 v Select
Record Types _
Selection Criteria + Add Metadata Criteria
Stages
© Add @ Ren
Stage Authority Form
= Assessment Process Owner v Assessment o v
= Investigation Contributor v Investigation o -
= Approval Approver v Quality Approval O v
Cancel

6. Within each stage of the workflow, access the following tabs and configure the
necessary details.

Access Permissions
Fields

Statuses
Notifications
Timeline

Actions

-0 Q0T

Access Permissions

This tab allows Admins to define read/edit access for the assigned authority to the main form
(e.g., Incident) and related forms (e.g., Investigation, QA) during the stage. These permissions
define whether the assigned authority at a specific stage can view or modify the record,
either within the current stage or across other stages, depending on the configuration.

To configure access permissions, follow the steps below.

e Use the ‘Access’ dropdown in this tab to select either ‘Read’ or ‘Edit’.
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Add Workflow x

General Info
Assessment

Assessment Process Owner v
Investigation

Access Permissions Fields tatuses Notifications

Approval
Form Stage Access
Incident Edit v
Investigation Investigation Read v
Quality Approval Approval Read v
Cancel Previous
Fields

The Fields tab allows Admins to configure the display name of the form assigned to the stage
and manage field visibility, requiredness, and advanced validation.

To edit the form fields, follow the steps below

¢ Enable the ‘Modify Form Fields’ toggle switch.

e Once enabled, check or uncheck the ‘Visible’ or ‘Required’ checkbox to configure each
field to be visible, required, or both.

e Select individual fields to update their visibility, mark them as setting required, or
apply advanced validation rules.
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Add Workflow x
General Info
Assessment
pi_rbinalin o seliabesin ]
Assessment Process Owner v
Investigation
Fields
Approval
ed Form Form Display Name*
Assessment Assessment Modify Form Fields
. " Mting Re red = Advanced Validation I
8 Fields
M Title Name Visible Required
Assigned To' $AssignedTo$ @/
Completed Date $CompletedDate$ (% [
Impact Analysis $impactAnalysis$ %
Cancel Previous m
Statuses

The Statuses tab allows Admins to define the statuses that can be applied during a particular
stage.

To configure the statuses, follow the steps below.

e Click the “+Add’ button to create the required number of status records.

e Choose a Status Name from the dropdown list, which displays options configured
under the ‘Stage Statuses’ section.

e Select the appropriate Record Status from the dropdown, populated based on
configurations in the ‘Record Statuses’ section.

e Enter an Action Name corresponding to the selected status. This name will appear as
a clickable button in the record’s quick view panel.

e Choose an Action Color from the dropdown. The action button will display in the
selected color.

e Select one or more Triggers from the dropdown. When the action button is clicked,
the associated trigger will prompt the user to complete a specified action before the
record status is updated.

o Show Assighed Form: Displays the form assigned to this stage so the user can
complete it.

o Show Additional Participants: Allows the user to assign additional
contributors (from the team or outside) to help fulfill the responsibilities of the
current stage.

o Provide Comment: Prompts the user to add a comment or explanation when
setting the status.
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o Send Clarification: Opens a modal to send a query/clarification request to
another authority before proceeding.
o Pending Contributors: Shows the list of pending contributors.

Add Workflow x

General Info

Investigation

Assessment

Assessment Process Owner

Statuses

Approval

Status Name Record Status Action Name Action Color Triggers

Completed v Resolved o Complete v Show Assigned Fo... 2 v

Cancel v Cancelled o Cancel RE v ect v

Cancel Previous

Notifications

The Notifications tab allows workflow creators to select users, groups, and authority levels
who will receive the notifications and under what circumstances at a specific workflow stage
for the following notification types.

e Swim Lane: Triggered when the record enters a stage, either by progressing to it or
returning from a later stage. This notifies the relevant parties that their stage is now
active.

¢ Claim: Sent when a user claims the stage to inform others that someone has taken
ownership of the tasks for that stage.

¢ Release: Triggered when the record is released from the particular stage.

e Escalation: Triggered when the stage remains unclaimed or incomplete beyond the
defined escalation period, alerting escalation-level users to intervene.

To configure the notifications, follow the steps below.

e Click on the ‘Enabled’ checkbox for the following events to enable sending the
notification emails to the assigned users, authority types, and groups.

e Click on the ‘Notify Owner’ checkbox for each event to enable sending the notification
emails to the record owners.

e Select the Authority Levels, i.e., Assighed, Escalated, and Informed, from the
dropdown that should receive the notification.

e Add the additional users and groups who will review the record by clicking on the
+Add button under the ‘Users’ or ‘Groups’ headers for each event name.
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Add Workflow x
General Info
Assessment
e 48
Assessment Process Owner v
Investigation
Approval
Event Name Enabled Notify Owner  Authority Levels Users Groups
Swim Lane / L Assigned. Escalatec 3 v © Add © Add
Claim select v O Add O Add
Release alect v O Add © Add
Escalation [ slect v O Add © Add
Cancel Previous

Timeline

The ‘Timeline’ tab allows users to define the due days, reminder schedule, and escalation
frequency to ensure timely task execution and support automated follow-ups and escalations
to maintain workflow efficiency and accountability.

o Due Days: Defines how many days the assignee has to complete the stage once it is
initiated.

¢ Reminder Schedule: Defines the number of days after which, if no action is taken, the
stage will escalate to the users assigned at the escalation level.

To configure the timelines, follow the steps below.

e Click on the ‘Due Days’ dropdown and select the number of days from the dropdown
options.

e Click on the ‘Reminder Schedule’ dropdown and select one or multiple options.

e Click on the ‘Escalation Frequency’ and select an option from the available dropdown
options.
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Add Workflow x
General Info
Assessment
Stage Name* Assigned Authority *
Assessment Process Owner v
Investigation
Approval
Due Days 10 Q v
Reminder 5.3 2 3 v
Schedule
Escalation 2 Q v
Frequency
Cancel Previous m
Actions:

The Actions tab enables the configuration of automated custom actions based on specific
field values in the assighed form. These actions are triggered dynamically during stage
processing to guide workflow logic or transitions.

Add Actions:
To add an action, follow the steps below.

e Click on the +Add button within the Actions tab.
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Add Workflow x
General Info

Assessment

Assessment Process Owner v

Permission Statuses Notifications Timeline

Action Name Final Stage Jjump to Set Fields

o

=

No Actions Added

Cancel Previous

e On the Add Action modal window, provide a name to the action and click on the
+Add Field button.

Add Action x

Name*

Impact

9 Reset All i Delete All

© Add Field «

e Configure the condition by specifying the values and the logical operators, and click
on the ‘Add’ button.
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Add Action x

Name*

impact

O Reset All & Delete All

Where Impact v = o - v LOowW v

© Add Field v

Cancel

Edit Action
To edit an action, follow the steps below.

e Select an action and click on the ‘Edit’ button.

Add Workflow x
General Info
Assessment
S e e
Assessment Process Owner v

Permission statuses Notifications Timeline Actions

© Add @ Delete

¥  Action Name Final Stage Jump to Set Fields

- o CEEE - o

Cancel Previous

e On the ‘Edit Action’ window, make the required changes and click on the ‘Update’
button.
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Edit Action x
Nome*
Impact
O Reset All @ Delete All
Where Impact v = e - voLOwW v
© Add Field v
Cancel

Delete Action
To delete an action, follow the steps below.

e Select an action and click on the ‘Delete’ button.

Edit Workflow x
General Info
Assessment
“ cm, Sisonns po scoconde
Assessment Process Owner v

Investigation

ss Permission Field Statuses Notifications Timeline Actions

© Add # Edit

;:’:i Action Name Final Stage jump to Set Fields

- = CTNE— B -

Approval

Cancel Save As New Workfiow |

7. Once the required details are added and configured in the first stage, click on the
‘Next’ button to proceed to the next stage and perform similar configurations until the
last stage.
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General Info

Assessment
_ o i

Assessment
Investigation

Approval

© Add # Edi

o

| & Action Name

Cancel Previous

Assigned Authority *

Process Owner

Actions

Final Stage Jump to Set Fields

=

No Actions Added

8. Click on the ‘Create’ button once the details are configured in the last stage

Add Workflow
General Info
Approval
Assessment Stage Name* Assigned Authorit
Approval Approver v
anl‘SUga(lOﬂ
_ : —
© Add [+
Seatus Name Record Status Action Name Action Color Triggers
Approved v Resolved o v Approved v
Clarification v Approval Clarific.. © ~ Clarification v
Reject v Investigation Rej... O v Reject v
Cancel Previous m
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Edit Workflow

To edit a workflow, follow the steps below.

1. On the ‘Workflows’ screen, select a workflow and click on the ‘Edit’ button from the
top menu bar.

l‘b Room Module B

Pl I y Settings Workflow Management
QMSs (Qms) = Quality =

Seard Q Workflow Management

Workflows  Stage Statuses
.

© Add @ Delete

Z 1 Workflow 1 selected

Record Statuses
Form Settings
[Z] Workflow Name Type Form

Field Values

5 QMS Workflow QMs Incident

2. On the ‘Edit Workflow’ screen, make the required changes in each stage and click on
the ‘Save Changes’ button.

Edit Workflow x
General Info
Assessment
m . ot Assigned Authority *
Assessment Process Owner v
Investigation
Statuses
Approval
© Add @ Delets
Status Name Record Status Action Name Action Color Triggers
Approved v Resolved g v Approve SRTEN v Select v
Cancel v Cancelled Qv Cancel e v select v

Cancel l Save As New Workflow \

Note: Only records created after the workflow update will follow the updated workflow.
Records that were already part of the workflow before the update will continue following the
original workflow.
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Delete Workflow

To delete a workflow, follow the steps below.

1. On the ‘Workflows’ screen, select a workflow and click on the ‘Delete’ button from the
top menu bar.

» Room Module E
l Pl S y Settings Workflow Management
QMSs (Qms) w Quality =
Seard Q Workflow Management
Workflows  Stage Statuses
& Workflow Management ——
Record Statuses Ond el

Z 1 Workflow 1 selected
Form Settings =2 g

Eield Values [Z] Workflow Name Type Form

5 QMS Workflow QMs Incident

2. Click on the ‘Delete’ button on the confirmation pop-up to confirm the workflow
deletion.

Delete x

selected workflow(s) will be deleted and all the documents will be excluded:
QMSs Workflow

Are you sure you want to continue?
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Stage Statuses

The Stage Statuses tab allows Admin users to manage a list of stage statuses used in QMS
workflows by adding, editing, or deleting them as needed. These statuses define the possible
actions and transitions within each stage.

Add Stage Status

To add a stage status, follow the steps below.

1. From the Quality module, click on the Settings menu > Workflow Management >
Stage Statuses tab.
2. Click on the +Add button within the Stage Statuses tab.

p— l‘b Room Module .
82 é ~ . Settings Workflow Management
QMms QMs) w Quality »
Q Workflow Management

Workflows | Stage Statuses
& Workflow Management —_—
Record Statuses R

< 11 Statuses

Form Settings
Eield Values 0 Display Name System Name Color
Approved Approved GREEN
] Available for Review Unclaimed ORANGE
Claimed Claimed BLUE
Clarification Clarification ORANGE
i In Progress In Progress YELLOW
] Cancel Not Approved RED
Reject Returned Back RED

3. On the ‘Add Status’ dialog box, mandatorily add the following details and click on the
‘Add’ button.

a. Name*: Add a name for the status.
b. System Name*: Select a system name from the available dropdown options.
c. Color*: Select a color from the available dropdown options.
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Add Status X

Name®  Assessment in Progress
System Name*  Approved v

Color* ORANGE v

Note: The stage status will be displayed alongside a record when it reaches the
corresponding workflow stage as defined in the workflow configuration.

Edit Stage Status

To edit the stage status, follow the steps below.

1. Select a stage status within the ‘Stage Statuses’ tab and click on the ‘Edit’ button.

» Room Module )
l ] 2 Settings Workflow Management
QMs QMs ) w Quality =
Q Workflow Management
Workflows | Stage Statuses
& Workflow Management e EE—
EE— © Add @ Delete
e S < 11Statuses ! selecred
FOrm Settings
Field Values A Display Name System Name Color
Approved Approved [ Gree |
Available for Review Unciaimed ORANGE

2. Make the necessary changes to the Name*, System Name*, and Color* fields and click
on the Save button.
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Edit Status w

Name*  Approved
System Name*  Approved v

Color* GREEN

Delete Stage Status

To delete a stage status, follow the steps below.

1. Select a stage status within the ‘Stage Statuses’ tab and click on the ‘Delete’ button.

» Room Module 2
l I — : Settings Workflow Management
QMs QMs) v Quality =
Q Workflow Management
Workflows |Stage Statuses
& Workflow Management e
Record Statuses @ Nac e
= £ 11Statuses | selected
Form Settings
Field Values ® Display Name System Name Color
Approved Approved | GREEN |
(] Available for Review Unclaimed ORANGE

2. Click on the ‘Delete’ button on the confirmation popup.
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Delete Status x

Delete Approved status?
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Record Statuses

The Record Statuses tab allows Admin users to manage a list of statuses used in QMS
workflows by adding, editing, or deleting the record statuses as needed. After configuring the
record statuses in this section, the Record Status dropdown in the Workflow Creation wizard
will display the available options.

Add Record Statuses

To add record statuses, follow the steps below.

1. From the Quality module, click on the Settings menu > Record Statuses.

2. Select either Incident, CAPA, or Action Item to add record statuses to the respective
forms.

3. On the selected form, click on the '+Add’ button.

Modkile
Settings Record Statuses
" v Quality =

Record Statuses

Room

. - -

< 26 Statuses

1ot Heme Cohar

Resolves waten System
Cancelled am System
Ciosen PASTEL GREEN System
Suomitted QORANGE System
Oraft GREY System

4. On the Add Status dialeg box, fill in the following fields and click on the ‘Add’ button.

Add Status X

Mame®  |nvestigation Resolved

Color* GREEM v
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5. After adding the required record statuses, users can assign a status within the
workflow stage using the ‘Record Status’ dropdown.

Edit Workflow x
General Info
Investigation
Assessment Stage Name* Assigned Authority*
Investigation Contributor v
Investigation
Access Permission Fields Statuses Notifications Timelin
Investigation Approval
O Add a Delete
O Status Name Record Status Action Name Action Color
Completed v Approval Pending © ~ Complete AREEN v
[ Y T AL S TR LIS TE VIR
a
L] Clarification v QA Clarification quest Clarification .
In Assessment
[J  Claimed = Related Records Execution iim (perauLr | v

Assessment Pending

Investigation Resolved | . ..cnentejected it Investigation ReEn ) v

I Investigation Resolved I

Cancel

Edit Record Status

To edit a record status, follow the steps below.

1. Select a status from the Record Statuses screen and click on the ‘Edit’ button.

l\ Room Module y
[ s 1 Settings Record Statuses
QMs QMs ) w Quality =
Q Record Statuses

Workflow Management & Incident
< 27 Statuses 1 selected
2= CAPA <2
= Record Statuses

) Action ltem

(= Status Name Color
- (m
Form Settings -
v
Field Values = Resolved m
( Cancelled RED
Closed PASTEL GREEN
Submitted ORANGE

2. On the Edit Status dialog box, make the required changes to the Name* and Color*
fields and click on the ‘Save’ button.
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Edit Status X

Name*  Resolved

Color* GREEN

Delete Record Status

To delete record statuses, follow the steps below.

1. Select a custom record status from the Record Statuses screen and click on the
‘Delete’ button.

Record Statuses

© Add ¢ Edit | @ Delete

= CAPA 2 1 Status 1 selected
Action Item Status Name Color Type
Investigation Resolved @ Custom

2. Click on the ‘Delete’ button on the confirmation popup.

Delete Status x

Delete Investigation Resolved status?
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Note: Users are not allowed to edit ‘System Statuses’. When a system record status is
selected, the Delete button is disabled.

Form Settings

The Form Settings page displays all forms relevant to the Quality module. Users can view and
configure these forms, define their relationships as Main Topics or Sub Topics, and manage
field-level settings to align forms with organizational requirements.

Each record type is linked to a specific set of forms, each corresponding to various stages
within the associated workflow. Forms are composed of configurable fields tied to that
record type. These fields can be arranged on the form, reordered, and displayed across
multiple columns, with support for larger rich text fields that can span multiple columns.

Additionally, for each form, fields can be set as visible or hidden, and marked as required or
optional.

To access the Form Settings page, follow the steps below.

1. From the Quality module, click on the Settings menu > Form Settings.
2. The Form Settings page displays the forms associated with the Quality module, with
the following columns

Name: The name of the form is visible to users.
Fields: Displays the number of fields in the form.
Related: Indicates the number of related static forms.
Module: Displays the module where the form is used
Topic Type: Indicates whether the form is a

Main Topic or Sub Topic.

~0 Q0T

3. Check or uncheck the following checkboxes for each field to enable or disable the
corresponding action, respectively.

¢+ Incident
Feelds 70 Reloted Farms 3 D Lails

O s S S Atveced Vad ' T Lapout Configurath ];.;,.., Footd Grauy Lesrche Eomees ol WE Fienly W Acte ord Fogo rod Fomt ,]

7% Pickds — ..,Al,\., )
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4. Click on the hyperlinked form name to configure the form settings.

S » Room Module )
HH l d Settings Forms
QMSs QMS) w Quality =
Q ] Form Settings
Q Search
Workflow Management
<~ 6 Forms
Record Statuses
Name Fields Related Module Topic Type
M Form Settings
‘ ’ : 5
Field Values _J @ Investigation 11 2 QMSs Sub Topic
000 [ 2 5 Assessment 8 3 QMS Sub Topic
| O CAPA 38 3 QMs Main Topic
J M Incident 70 3 QMsS Main Topic
| @  Quality Approval 9 2 QMs Sub Topic
| @ ActionIitem 33 1 QMS Main Topic

5. The Forms screen displays the following tabs

a. Fields: Displays fields configured within the form
b. Related Forms: Displays the associated forms
c. Detalils: Displays additional information about the form.

6. Additionally, users can add, edit, and delete form fields along with applying advanced
validation and layout configuration.

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

CL: Public Page 77 of 212



» TRIAL

d INTERACTIVE

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

70 Fields

Type

1 Number

(] Date

i Text

(| Text

5| Text

» Room Module Form
. ¢ Settings
QMs Qus ) w Quality = Incident w
| «| Incident
| Fields 70 Related Forms3  Details
Workflow Management
© Add / Edit oo = Advanced Validation

System Type All v |

Fiwld Name ¢

$SAddedByldss

$$CreatedDotess

$SCurrentWorkflows$

$$CurrentWorkflowReviewer$s

$$CurrentWorkflowStage$$

Flelds

= Layout Configuration

Field Title

Created By

Created On

Current Workflow

Current Workflow Reviewer

Workflow Stage

Add Form Fields

To add form fields, follow the steps below.

1. Navigate to the ‘Fields’ tab of a form, e.g., Incident, and click on the +Add button.

Q | €] Incident

Fields 70

Workflow Management

Record Statuses

Fleld Values

70 Fields
O Type

] Date
O Text

Text

O

Text

Related Forms 3

O Add # Edit @ De

Details
= Advanced Validation

System Type All v |

Field Name 1t

$$CreatedDate$s
$$CurrentWorkflows$
$$CurrentWorkflowReviewerss

$$CurrentWorkflowStage$$

= Layout Configuration

Field Title

Created On

Current Workflow

Current Workflow Reviewer

Workflow Stage

2. On the ‘Create Field form, select a ‘Field Type’ from the available options and click on

the Next button.

a. Text: A single-line text field.
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b. Date: A date field with a pop-up date picker.
c. Text Area: A multi-line text area.
d. Rich Text: A multi-line text area that can contain formatted text.
e. Number: A field that contains only a number.
Create Fleld Step1 ® x
m Field Type
Finld Configuration Piease seject the type ol £ Bkt
Text
A single ne text field Label  Placehoider
Date
A gcate field with 2 pop-up date picker nbel DD MM YYYY ==
Text Area
A multh-lins et area Placeholder
Rich Text
A multi-line text area that can contain I BUS% == == v 'Y
formatted text
Labe
f. Keyword Options Lookup
i. Picklist
ii. Single Choice
iii. Multiple Choice
Keyword Options Lookup
PlekList
Choose one value from & pre-defined list of choices >
2 oel  Option ¥
n a dropdown style control
Single Choice
Choose one value from 2 pre-defined list using a - Opticn 1
radko button style control e Option 2
Option 3
Multiple Choice
Choose one or more values from a pre-defined list >t Option 1
uSIng & checkbox style controd Option 2
Option 3
g. Boolean (Yes/No Selector)
i. Picklist
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ii. Radio
iii. Checkbox

Boolean (Yes/No Selector)

PickList

Choose either True or False using 8 pickinst style ==
controd Yes
Radio

Choose one value from a pra.define list using 2 ves
radio button style control & No
Checkbox

Choose either True or False using a checkbox style & Option enable

contro

C“'L’:! m

3. On the Field Configuration step, configure the following fields.

a. Title*: Provide a title to the field.
Field behavior: Select whether the field should be ‘Optional’, ‘Required’, or
‘Read-Only’.
Description: Add a relevant description to the field.

d. Include In: Select Coding, Grid, and Searches from the dropdown.

e. Search Option (if ‘Searches’ is selected in ‘Include In’ field): Select either Full-
Text Search or Database Search or both by clicking on the checkboxes.
Note: If no option is selected, this field is excluded from the search.

f. Validation Type: Select the validation type from the available dropdown
options, i.e., Alpha, Alpha-numeric, Alpha Configurable, or Range.

g. Section* (if ‘Coding’ is selected in the ‘Include In’ field): Select an option from
the dropdown list.

h. Group (if ‘Coding’ is selected in the ‘Include In’ field):

i. Size: Select either Small, Medium, or Large.

4. Once the necessary details are configured, click on the ‘Create’ button.
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Create Field

Step2 O ® X
Field Type
Field Configuration
Tie*  Unique ID
Required Readonly
Description
Include In  Coding, Searches 2 v
Search Option |:\ Full-text Search
[T} Database Search
@ !f none of above selected, the fieid e exclude earch
Validation Type  none ¥y
Section* Test v
Group RCA d
cize (O Small 25% _) Medium 50 (@ Large 100%
[o=] & c
Cancel Previous m
5. Click on the Save button on the ‘Fields’ tab.
7l 5 s
| €| Investigation
Fields 11  Related Forms2 Details
© Add s Edit 8 Delete = Advanced Validat - Q
“ Custom  System  |Type All v |
12 Fields
- Type Field Name ? Field Title Field Section  Field Group  Searches Coding Grid Required  Resdonly
& Number $SReviewerldss Reviewer ) %]
Date $$SectionStatusDate$$  Status Date ( = ()]
] & Number $$SectionStatusidss Section Status i %]
8 Keyword Lookup  SCauseCategory$ Cause Category test ¥ i~ B = M
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Edit Form Fields

To edit form fields, follow the steps below.

1. Select a field to edit from the ‘Fields’ tab and click on the ‘Edit’ button.

Investigation

Fields 12 Related Forms 2 Details

O Add # Edit i Delete = Advanced Validation = Layout Configuration

“ Custom System Type All v

1 Field 1 selected

Text UniquelD Unique ID  test group-0

Type Field Name * Field Title Field Section  Field Group  Searches Coding Grid Required Readonly

2. On the ‘Edit Field’ form, make the required edits in the ‘Field Type’ and ‘Field
Configuration’ steps and click on the Save button.

Edit Field Step2 O ®

Field Type

Field Configuration

Tie*  Unique Identifier

Required Readonly

Description

nclude In Select v
Validation Type v

. O small 25 (O Medium 50% (®) Large 100%

= 2 1 = <]

Cancel Previous m

x
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Delete Form Field

To delete a form field, follow the steps below.

1. Select a field to delete from the ‘Fields’ tab and click on the ‘Delete’ button.

(€] Investigation

Fields 12 Related Forms 2 Details

O Add # Edit i Delete = Advanced Validation = Layout Configuration
“ Custom System Type All v

1 Field 1 selected

Type Field Name * Field Title Field Section  Field Group  Searches Coding Grid Required Readonly

Text UniquelD Unique ID  test group-0

Advanced Validation

To configure the Advanced Validation criteria, follow the steps below.

1. On the Fields tab, select ‘Advanced Validation’ from the top menu bar.

E] Incident

Fields 70 Related Forms 3 Details

© Add # Edit i De eto += Advanced Validation = Layout Configuration

“ Custom System Type All v

70 Fields

0 Type Field Name 1 Field Title Field Sectien

[ ¢ Number  $$AddedByld$s$ Created By

O Date $3CreatedDate$$ Created On

O Text $sCurrentWorkflow$s Current Workflow

2. On the ‘Advanced Validation’ screen, click on the ‘+Add’ button under the ‘Criteria
Condition’ section.

3. Under the Validation Criteria section, add values for ‘When’ and ‘Equals’ criteria fields.

4. Select a field from the list.

5. Click on the +Set Action button.
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Advanced Validation x
Criteria Condition Validation Criteria
T tht tof teria and
-O Add 0 Dejete
- When Impact v Equals = cRIMCAL v o

2

11 tmpact Equats *150°

23 Fields 1 awecind

s Feld Actions

Assigned To
Awareness Date
Comments

| DateDue
°
| Due Date
Date of iIncident

ntial Reporter Date

6. On the Set Action pop-up, define the field behavior within the form by selecting any
one of the following and click on the Save button.

a. Set Requiredness

i. Required

ii. Not Required
b. Set Value
c. Set Value From
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Set Action x

Set Requiredness

(® Required
"

() Mot Required

[] setvalue

[] set value From

7. On the Advanced Validation screen, the action appears against the field. Click on the
Save button.
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Advanced Validation x

Criteria Condition Validation Criteria

O Add @ Delete
When Impact v Equals R CRITICAL v

1 Impact Equals *150* © Set Action

23 Fields 1 selected

Field Actions

Assigned To
Awareness Date
] Comments
[ DateDue
Description ‘ Make Required @
] DueDate
[ Dateof Incident

Initial Reporter Date

Important

¢ Inthe above example, the validation rule is defined as: ‘When Impact is set to Critical,
the Description field becomes required’’

e This means that when a user creates a record, i.e., Incident, CAPA, or Action Item, etc.,
where this validation is applied and selects ‘Critical’ as the Impact, they must provide
a value in the Description field before proceeding, i.e., the Description field becomes
mandatory.

Layout Configuration

To configure the layout of a form, follow the steps below.

1. Select ‘Layout Configuration’ from the top menu bar on the Fields tab.
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E] Incident

70 Fields

0 Type

] &7 Number
O Date

O Text

Fields 70 Related Forms 3 Details

© Add # Edit i Delete %= Advanced Validation = Layout Configuration

System Type All v

Field Name *

$3AddedByld$s
$3CreatedDate$$

$3CurrentWorkflow$$

Field Title Field Section

Created By

Created On

Current Workflow

2. On the Layout Configuration screen, drag and drop a metadata field from the left
sidebar to arrange it in the desired order, allowing the configuration of how the
metadata fields are displayed on the form.

Layout Configuration

ID

Customer (Organization)

Coding Panel Preview

Investigative Site

Impact

Team

Product Name

Initial Reporter

Created By

Type

Title

Type

Customer
(Organization)

Investigative Site

Due Date

Awareness Date

Drag and drop Metadata Fields onto the Coding Panel to customize the View

Additional Information section-default

3. Within the Coding Panel Preview section, click on the +Add Group button.
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Owner

Additional Information

group-0

© Add group

Create Section

4. Click on the blank area of the added group and configure the following details under
the ‘Group Configuration’ section and click on the ‘Save’ button.

a. Title
b. Name
c. Width
d. Section
e. Group
x
" 5 « Group Configuration
Coding Panel Preview Collapsed View
Drag and drop Metadata Fie nto e ding F to customize the View Tie  Additional Information
Additional Information o] groupd
Widst small 25
)} Medium 50
@) Large !
Section  section-default Addition,.. v
¢ .
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5. To create an additional section in the form, click on the ‘Create Section’ button within
the Coding Panel Preview.
6. Within the ‘Section Configuration’ add the following details and click on the ‘Save’

button.
a. Title
b. Name
c. Appearance
d. Default
x
’ ¥ Section Configuration
Expanded View Collapsed View
ields onto the Coding
’ Title  Section 2
Name  section-0
Appearance  Accordion »
© Add group
Default
¥ Section 2
B R Vé on
© Add group
Cancel
Create Section Create Section

Cancel

7. Once all the configurations are made, click on the ‘Save’ button at the bottom of the
‘Layout Configuration’ screen.
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Layout Configuration

Status . .
Coding Panel Preview

Stage Status

Workflow Stage

P

~ General Info section-default
Owner

Status
Impact
Created By Product Name
Created By

Created On Customer{Us

Cancel

)ra i drop Metadata Fields onto the Coding P

el

Field Values

The ‘Field Values’ section allows users to define the products and edit the Impact field values

on the form.

To access the 'Field Values’ page, follow the steps below.

1. From the Quality module, click on the Settings menu > Field Values.
2. Select either ‘Product’ or ‘Impact’ and make the necessary configurations.

Module

=N > Room 3 . 3 ymes Alan Hetfleld 2 =
: \s _ Settings  Field Values
QMS Demo room 3 (QMs) w Quality =
Q Field Values
© Add 7 id
workflow Management Product
2 Products
Record Statuses impact
Name 0 Description
Form 1
Product A 5561861
M Field Values
Product B 5561862
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
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Products

The ‘Products’ tab allows Admin users to configure a list of products that the Originator or
Record Creator users define in the Incident, Action Item, and CAPA forms.

Add Product
To add a product, follow the steps below.

1. Navigate to the Settings > Field Values > Products section and click on the ‘+Add’

button.
» Room Module
‘ s ot Settings Field Values
QMs QMs ) v Quality =
Field Values
Aanagement
2 Products
Impact
Name 10 Description
Product A 5561861
M Field values
Product B 5561862

2. On the ‘Add Field Value’ dialog box, add the following details and click on the ‘Add’
button.

a. Name*: Provide a name for the product.
b. Description: Optionally add the product description.
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Add Field Value x

Name*  Product C

Description

Edit Product
To edit a product, follow the steps below.

1. Select a product to edit and click on the ‘Edit’ button from the top menu bar.

Field Values

© Add # Edit 1 Delete

3 Products 1 selectsd

Impact
Name ID Description
[J  ProductA 5561861
[J ProductB 5561862
Product C 5689530

2. Make the required changes on the ‘Edit Field Value’ dialog box and click on the ‘Save’
button.
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Edit Field Value x

Name*  Product C
ID* 5689530

Description

Delete Product

To delete a product, follow the steps below.

1. Select a product to delete and click on the ‘Delete’ button from the top menu bar.

Field Values

© Add # Edit 1 Delete
3 Products 1 selected

Impact
Name ID Description
(J  ProductA 5561861
] pProductB 5561862
Product C 5689530

2. Click on the ‘Delete’ button on the confirmation popup.
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Delete Field Value X

Delete Product C Field Value?

Impact

The ‘Impact’ section displays the default out-of-the-box values that can be added in the
‘Impact’ field of the Incident, CAPA, and Action Item forms. Admin users can control the fields
visibility and edit the display name.

To edit the impact fields, follow the steps below.

1. Navigate to the Quality Module > Settings > Field Values > Impact section.

» Room Module F , o : ames Alan Hetfield 2 =
l ¢ Settings Field Values
QMS Demo room 3 (QMms) w Quality =

Field Values

P
Product

(e ——

Name o fcon Enable

Low 5561347 v (v
Normal 5561343 Q v
Medium 5561348 o v
High 5561346 @l
Critical 5561345 A v!

2. Check or uncheck the checkbox under the ‘Enable’ header to display the impact value
in the Incident, CAPA, or Action Item form.

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

CL: Public Page 94 of 212



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

d INTERACTIVE

» Room Module z o
l M Settirgs Fieid Values
oMms i) v Quality =

c Field Values
’
O KNOW Mnagey Product
_ S Impacts
''''' 1Y leom Inenls
ow A v
M finid Vanes

Norma 5561345 a v

Medum 5561348 C 14

g 564346 -
nes SN v

3. Select a value and click on the ‘Edit’ button from the top menu bar.

Product

5 Impacts 1 s=lected
Impact

Name v leon Enable
Low 5561347 v
O Normal 5561349 o
(0 Medium 5561348 o]
(] High 5561346 ~
] critical 5561345 A

4. On the ‘Edit Field Value’ popup, edit the hame and click on the ‘Save’ button at the
bottom.
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Edit Field Value x
Name* qu‘i
ID*  55/1347
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QMS ROOM SETTINGS

The Record Type Management in the Room Settings allows Admin users to enable the
creation, management, and configuration of record types. The Record Types Management
settings page displays a structured interface to manage record types and their associated
forms, workflows, and field settings. Record types are displayed in a tree structure,
categorized by pre-defined categories based on forms with the ‘main topic’ type.

To access the Record Types Management settings page, follow the steps below.

1. Click on the ‘Modules’ dropdown and select the 'Settings’ module.

= » Room Module
EEH ‘ p ; Dashboard
QMs M| w Quality =~
% olkaborative Change
QMS Demo room 3 S Quality @ Workspace B ok
© Edit Dashboar © Configure Dashbom
n 1 o RA R# ' - B -
Quality Records - " ~ Ef 3 se 15
Team Assignments 11y A \ . Q&A ® FAC Q jeries
Tean
=T o t
Team Al v 5

2. From the Settings, select the ‘Record Types Management’ from the left-hand
navigation pane.

_— > Room Module )
HH l d — i Settings
QMS Demo room 3 (QMs) v Settings
E| «| | | About
b & General Room Name: QMS Demo room 3
& Inbox Room Type: Collaborate
@& Outbox Room File Storage:
» & Documents Distribution Service Offering: [QMS]
B Forms Settings Creation Date:
— i - [(UTC-05:00) Eastern Time (US & Canada) v
W Record Types Management Time Zone: [ '
Maps Provider: | Google b
» % Document T}#:es
Date Format. @
% Record Types Management
Client Name:
» Required Documents
Protocol Number:
» @ Countries
Source Room:
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Record Types

The Record Types page displays the Record types organized in a hierarchical tree structure,
where the top level represents form types such as ‘Incident’ or ‘CAPA’. These top-level form
types are based on forms designated as ‘main topic’ within the Form Settings. Categories
beneath each form type are automatically mapped to their corresponding form. The system
includes Form (Entity) Type Management, where the available form types are hardcoded
and cannot be added or removed through the user interface. However, users can rename
these forms via the Form Management section. Under Type and Subtype Management, users
can add, edit, or delete record types and subtypes within each category. Each record type is
automatically linked to the same form associated with its parent category.

Modify Record Types
To modify the record types, follow the steps below.

1.  Navigate to the Settings module > Record Types Management and select a record
type category, i.e., Incident, CAPA, or Action Item, from the dropdown.

= » TRIAL Room Module ,
HH d INTERACTIVE . — - Settings
CHERAL T QMs for Demo Config Purpose (Qus) w
Search Q| [« | K About H W Record Types Management |
P % General Record Types |[ncident 7
& Inbox _ —{Incident
W Modify Record Typdg Change Lo
Modify VP apa B change Log
» & Documents Distribution Record Types

Action Item

B Forms Settings } B Incident
» B Documents
» W Document Types

W Record Types Management

» B Required Documents

2. Click on the ‘Modify Record Types’ button from the top menu bar.
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wsn TRIAL Room Module .

= l # INTERACTIVE QMs for Demo Config Purpose (qus) Settings v settings
Search Q ‘ E About ” % Record Types Management "‘
p & General Record Types Incident v

& Inbox W Modify Record Types | 4 Import 4 Export I Change L
b & Documents Distribution Record Types o] [ Record Type

8 Forms Settings b B Incident
» B Documents
» B Document Types

3. On the ‘Modify Document Types’ tree window, select a record type category and click
on the +Add button.

Modify Record Types' Tree x

7 Edit Delete

w & Incident
:
W O Software Malfunction
W O Unauthorized Access
» B O Product Quality Incidents
» ® [J Reguiatory & Compliance Inciden
» © OO0 Manufacturing

» B [ safety incident

- save ] © Cance

4. Provide a name to the new record type and click on the ‘Save’ button.
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Modify Record Types' Tree
© Add Edit @ De

v & Incident
v B OJIT Incident
% O Software Malfunction
W O Unauthorized Access

~ ]

» % O Product Quality Incidents

» ® O Reguiatory & Compliance Incidents

» % O Manufacturing

Note: Once the new record type(s) are successfully saved, users can associate the record
types with teams and workflows.

5. To edit the record type, select the record and click on the ‘Edit’ button on the ‘Modify
Record Types’ tree window.

Modify Record Types' Tree x

0 Ade O Dekte

v & Incident
» © (JIT Incident
® (J Software Malfunction
¥ O unauthorized Access
» % O Product Quality incidents
» % (] Reguiatory & Compliance Incidents
» % O manufacturing

» & (O Safety incident

Ssave | © cancel

6. Modify the record type name and click on the ‘Save’ button.
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Modify Record Types' Tree X

OAdd /Edt ©
v & Incident
» § JIT Incident
W O Software Malfunction
¥ O unauthorized Access

ulf Security l

» % J Product Quality incidents

» % () Reguiatory & Compliance Incidents
» % 0 Manufacturing

» © (O satety incident

7. To delete arecord type, select the record and click on the ‘Delete’ button on the
‘Modify Record Types’ tree window.

8. Click on the "OK’ button on the confirmation pop-up to confirm the deletion and click
on the ‘Save’ button to save the changes.

v i
Confirm Record Type deletion X
v § I Incident Setected Record Types will be
deleted

»

’

’

- T,
| MSave
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Import

To import the record types, follow the steps below.

1. From the Settings module > Record Types Management, select a parent record type
and click on the ‘Import’ button from the top menu bar.
i » Room Module Settings
e l‘ (cws) w Settings ¥ =
Search Q) I« ‘ B About H W Record Types Management * }
& Outbox Record Types Incident v

» & Documents Distribution % Modify Record Types | |4 Import | % Export | @ Delete | [ Change Log

[ Forms Settings Record Types ¢! [) Record Type

» . Documents » B Incident = Incident Category - 1 Record type(s)

| Access Issue
v % Document Types

® Document Types Management

K Common Configuration

¥ Record Types Management

2. On the ‘Document Record Import’ window, download a sample worksheet template by
clicking on the ‘See the sample worksheet template’.

Document Record Import

This wizard helps to import metadata from the XL SX-file
Step 1 of 3. upload the Excel spreadsheet (.xisx) file containing record 1)

information

File Select metadata file m

This wizard allows the update of multiple incident or CAPA types using a metadata file. Only
existing record types will be affected; no record type will be deleted or created
An Excel spreadsheet should contain one worksheet with the list of record types

The Record Type Id column should present in the spreadsheet.

| See the sample worksheet tempiate |
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3. Fill in the necessary details in the worksheet template, upload the . XLSX’ file, and click
on the ‘Next’ button.

Document Record Import X

This wizard helps to import metadata from the XLSX-file

ien1013
Slep1o13

upload the Excel spreadsheet (_xisx) file containing record types

iniormation

it should be a xisx file

This wizard allows the update of multiple incident or CAPA types using a metadata file. Only
existing record types will be affected; no record type will be deleted or created
An Excel spreadsheet should contain one worksheet with the list of record types.

The Record Type Id column should present in the spreadsheet.

See the sample worksheet template

Next> | Cancel |

4. In the next step, set up the metadata fields mapping by configuring the Load File type,
Unigue Id fields, and Date format, and click on the ‘Next’ button.

Document Record Imponrt x
This wizard helps 10 iImport metadata from the XLSX.file
step 2 of 4° setlup metadala fields mapping

Spreadsheet Column Metadata field

Category

Ingdex

Document Type MOTE

Short Name Short Name

Auto Name Rules Auto Name Rules

v (o) 3123 " d s
Id
OA/MMIYYYY &
< Previous | |_Cancel |
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5. In the next step, review the details and click on the ‘Next’ button.

Document Record Import x

This wizard helps to import metadata

7 '

froem the XLSX.file

4 1" '

ind proceed with the i

Spreadsheet Column Metadata field
Category

Index INOT

Document Type 1NO!
Short Name Short Name
Auto Name Rules Auto Name Rules

File type' new data
No unique Id fieid has been specified

Date format: da/MMAYYyy

<Previous ] Next> | Cancel

6. Once the data is successfully imported, the Import window displays the success
message.

Document Record Import x

This wizard helps to import metadata from the XL SX-file

Step 4 of 4; review import progress and results

Data processed successfully
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Export

To export the record types, follow the steps below.

1. From the Settings module > Record Types Management, select a parent record type
and click on the ‘Export’ button from the top menu bar.

o > TRIAL Room Module Settings

S l N QMS for Demo Config Purpose (Qums) w Settings = -
Search Ql '« ‘ B Avout | W Record Types Management * ‘ a Required Document
» O, General Record Types CAPA v

& inbox W Modify Record Types 4 Import Change Log
» & Documents Distribution Record Types (¢ Record Type

] Forms Settings » W Capa

» B Documents

» § Document Types

W Record Types Management

» B Required Documents

2. On the Export dialog box, add the metadata fields from the dropdown options and
click on the ‘Export’ button.

Export X
Source: (e) All record types
Metadata: Assigned Workflows, Auto Name Rulesj‘

| Export | Cancel

3. Click on the ‘Get Job Result’ butten on the Exporting metadata dialog box and
download the file into the local system.

@ Exporting metadata (record types)
Finished: Export: 9 of 9 completed (9/9) |24 Apr 11:14

Get Job Result
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4. On the downloaded file, click on the ‘Metadata_Header’ tab to view details like Room
Name, Exported On, Exported By, and Time Zone.

T  ExportMetadata QMS for Demo C... 2
File Home Insert Page Layout Formulas Data Review View Help

r Be careful—files from the Internet can contain viruses, Unless you need
Y PROTECTED VIEW to ednt, it’s safer to stay in Protected View. Enable tdting s
Al X fu v

A B C D E F G H | J -
1 :.
2
3
4
5
6 Metadata
7 QMS for Demo Config Purpose
g8 Exported On: 2025-04-24 01:44:23 (Eastern Standard Time)
9 Exported By:
10 Time Zone: Eastern Standard Time (UTC-05:00) Eastern Time (US & Canada)
11
12

Metadata Header Metadata ‘ »
| Ready 53] = | + 100%

5. Click on the ‘Metadata’ tab to view the details about the record types.

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

CL: Public Page 106 of 212



‘= -I-NR_II_‘%IRACTIVE Trial Interactive QMS v10.7 - User Guide v1.0

¥  ExportMetadata QMS for Demo C... 2

File Home Insert Page Layout Formulas Data Review View Help
r Be careful—files from the Internet can contain viruses, Unless you need
Y PROTECTED VIEW to edit, it's safer to stay in Protected View. Enable Editing S
Al v f Assigned Workflows v
A B C | =
1 |Assigned Workflows |Auto Name Rules |CAPA Type
2 [CAPAPlan |
3 | |Corrective Action Plan ‘
4 Preventative Action Plan |
5 | {Supplier Corrective Action Plan (SCA
6 | |Continuous Improvement Plan |
7| |Deviation Management Plan
8 |Risk Mitigation Plan
9| {Audit Finding Response Plan
10 |Change Management Plan
11
12
13| >
Metadata Header Metadata 4 »
 Ready #H [ = B + 100%
Delete

To delete a record type along with its sub-types, follow the steps below.

1. Select a parent record type and click on the ‘Delete’ button from the top menu bar.
2. Click on the ‘Yes’ button on the confirmation pop-up to confirm the record types and
sub-types deletion.

- » TRIAL Room Module .
a2 l \ £ Settings
bl QMS for Demo Config Purpose (Qms) w Settings v
b " R Managem -]
b O. Genera Record Types cAPA ¥
» & Recor
v f ) rd
» B
» © D¢ el ‘ w Lomective Act Confirm delete x
e Do you want to delete 1 record type(s) with ail subtypes?
[ No |
» @
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Change Log

To view the change log history, follow the steps below.

1. Select a record type by expanding categories and associated sub-categories, and click
on the ‘Change Log’ button from the top menu bar.

- » Room Module aitis
H-H Ings
l 4 ws) w Settings ¥ .
Search Ql l«x | B About l‘ w Record Types Management * |
» © General Record Types incident Y

» E8 Event Manager ® Modify Record Types = 4 Import & Export | @ Delete

£ Inbox Record Types Ol () Record Type

& Outbox v B Incident 3 Incident Category - 1 Record type(s)

» & Documents Distribution v B ITissue B Access Issue
[ Forms Settings W Access Issue

» B Documents ¥ System Downtime

» © Document Types W Vvalidation Bug

W Record Types Management W Data Integrity Concem

2. On the Change Log History window, select a history type from the available dropdown
options.

3. Check or uncheck the ‘Hide Changes made by System Users’ checkbox to hide or
display the changes made by Super Admins, respectively.

Change Log History x

Select history type]Document Type changes

[|1.7,l Hide changes made by System u’.f;rsl

on 23 Apr 2025 13:02:21 GMT+1
Metadata Fields changes

Default Values changes

17 Apr 2025 13:10:58 Type Item Name Updated Option  Oild Value New Vaiue
16 Anr 2025 " o2 Document Type Assigned
6 Apr 2025 17.46 27 Fieid Profile W \’.-n, 2

Mo VWWOIKHOwWsS
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Record Type Profile

To configure the record type profile, follow the steps below.

1. Select a record category i.e., Incident, CAPA and Action Item, etc., expand the parent
and sub-folders, and select the desired record type.

— » Room Module
a2 l ¢ TRIAL _ 3 Settings
v v QMS for Demo Config Purpose (Qms) w Settings ¥
Search Qll« l & About | W Record Types Management * 1
» @, General Record Types Incident b
& inbox % Modify Record Types | 4 Import ¥ Export | @ Delete | [Change Log
» & Documents Distribution Record Types O/ [J Record Type Auto Naming Rules
1 Forms Settings v & Incident o Incident Category - 1 Record type(s)

» B Documents v % T Incident & Software Malfunction
» © Document Types W Software Maifunction

W Record Types Management ® Unauthorized Access
» B Required Documents W IT Security

2. Click on the Profile tab, navigate to the Process Configuration section, and select a
team from the available dropdown options.

l Profile ” Record Type Fields H Bulk Fields Update

Processing Configuration

UAT Team [Inherited] "

v

UAT Team [inherited] "

The IT Avengers

Ops Tiger Team

The Root Cause Renegades
The Compliance Commandos
The Process Police

Incident Team

CAPA Team

3. Uncheck the parent record type checkbox to configure the Auto Name Pattern and
click on the wrench icon.
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\ Profile H Record Type Fields H Bulk Fields Update ’

UAT Team [Inherited)] ol B

Auto Name Pattern Inherit from IT Incident l_'_il
Ve

Due Date Inherit from IT Incident []

Due Date: " ©

Universal 1D

4. On the Auto Name Rules window, add the necessary details in Rule Editor and select
the required options from the Functions and Field Insertions from the Available
Templates section.

5. Click on the ‘OK’ button once the necessary configurations are done.

Auto Name Rules x

Rule Editor:
000

Available Templates:

Functions || |

Description Insertion

Retumns part of a characler siring @Subsinng 1
Returns the ienl part of a character string with 1 DLen I
Reétums the nght pan of a characier string with @Rt

Insertion Description

ok | cancal ]
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6. Uncheck the parent record type checkbox to configure the Due Date and enter the
number of days in the field.

‘ Profile ‘ Record Type Fieid ” Bulk Fislds Update ‘

UAT Team [inherited] Xiv

Auto Name Pattern Inherit from IT Incident ||

Due Date Inhert from IT Incident | J|
1le o

iversal Il

Note: If the checkbox is enabled, the record type will inherit the configurations from its
parent record type.

7. Additionally, add the following details and click on the ‘Save’ button at the bottom.

Short Name
Universal ID
Description
Instructions

aooe
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Auto Name Pattern Inhera from IT Incident
Due Date inhert from IT Incident
o
O Al - A2pt - B /7 U A-K- & EE I
= £ 32 2
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Record Type Fields

To configure the record type fields, follow the steps below.

1. Select a record category i.e., Incident, CAPA and Action Item, etc., expand the parent
and sub-folders, and select the desired record type.

- » Room Module
i l p TRIAL ) Settings
v ’ QMS for Demo Config Purpose (Qms) w Settings ¥
Search Qll« l I About [ W Record Types Management *
» @, General Record Types Incident Y.
& 1nbox ® Modify Record Types | 4 Import & Export | @ Delete | [FChange Log
» & Documents Distribution Record Types ] Record Type Auto Naming Rules
1 Forms Settings v & Incident o Incident Category - 1 Record type(s)

» B Documents v % IT Incident & Software Malfunction
» © Document Types W Software Maifunction
% Record Types Management ® Unauthorized Access

» B Required Documents W 1T Security

2. Click on the ‘Record Type Fields’ tab and uncheck the ‘Inherit from (parent record)’
checkbox.

T - - o _
I Record Type Fields ” Bulk Fields Update

m\—_/i nhent from IT Zm"i(lnnt—l

Title « Section Group Visible Required

Note: If the ‘Inherit from (parent record)’ checkbox is checked, the record type will inherit the
same configurations of its parent record.
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3. Check or uncheck the ‘Required’ and ‘Visible’ checkboxes to determine whether the
field should be mandatory and/or visible, respectively and click on the Save button.

Record Ty iel
orm setiings
i Set Parameter » More « Fiald nas Q
Isible X v Required X v Group X v Agditional X |v
Title - Section Group Visible Required
Awareness Date Addtional Information
Comments Adational Information
Customer (Organizalion) Addeional Information
Date of Incwdent Additional Information v
Descnption Addaional Information
ue Date Addrional Information /
mpact Addrional Information
nitial Reporter Addaional Information /
nvestigative Site Adarional Information
Ownet Addational Information
Product Name Addmional Informanon
Reported On Additional Information s
Team Addiional Informaton v
addanl 2l Informadon
yp Addiional Information A,
0 ¢
| save | Cancel |

Additional Record Type Field settings
Admin users can configure the following settings within the ‘Record Type Field Settings’ tab.

Set Parameter

To set a parameter, follow the steps below.

1.  Within the ‘Record Type Fields’ tab, click on the Set Parameter dropdown.
2. Select the option from the available dropdown options.

Set Visible

Unset Visible

Set Required

Unset Required

oooe
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| Profile ” Record Type Fields ‘ Bulk Fields Update
(] Inherit from Form settings
14} Set Parameter More Field name Q
- ,
SELVEE SRl it Set Parameter ~ [ I
Unset Visible G Visibl
rou isible
Set Required — Set Visible P
Unset Required Unset Visible ¥
) o Unset Required
Customer (Organization) @

Edit Advanced Validations

To edit advanced validations, follow the steps below.

1.  Within the ‘Record Type Fields’ tab, click on the ‘More’ dropdown and select the Edit
Advanced Validations option.

| Profile || Record Type Fields | Bulk Fields Update |

C] Inherit from Form settings

I Set Parameter ~

Visible | % |v | Requliil_Edit Advanced Validations | jna) x |+
Bl Clone Fields From

(] Title = Q Filter Group
Awareness Date Additional Information
Comments Additional Information
Customer (Organization) Additional Information
Date of Incident Additional Information

2. On the ‘Edit Advanced Field Validation’ screen, click on the ‘+Add’ button under the
‘Criteria Condition’ section.

3. Under the Validation Criteria section, add values for ‘When’ and ‘Equals’ criteria fields.

4. Select a field from the list.

5. Click on the ‘Action’ button.
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Edit Advanced Fields validation X
Advanced Field Validation Validation Criteria
© Add | © Delete + 3 I When Title v | Equals [ncident ]

ADOlY aclionNS 10 Ihe Nel0s Nsied DElow
Criteria Condition ADpPly aclions 10 the Nigigs hsied Delov

Field - Actions
Date of Incident

Due Date

impact

Initial Reporter

Investigative Site

Mhamar

6. Configure the necessary actions and click on the Apply button.

Edit Advanced Fields validation X
Advanced Field Validation Validation Critena
OAdd @ Delete 4+ ¥ vwnen Tite v | Equals Incident

Criteria Condition Apply actions 10 the feigs ksted below

Tile equais “Incident™ Search Q

7] Mmake Required Actions
(E) ( : -
On On

incident Description

[] setValue From

e v

Cuner

7. Once the action is configured, click on the ‘Save’ button.
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Edit Advanced Fields validation x
Advanced Field Validation Validation Criteria
OAdd © Delete + ¥ Wnen Titte v | Equals |ncident

Apply actions 10 the Teids ksted below

Critena Condition

Title equats'! jont* ¥ Actions Search Q

_| Field Actions
Date of Incident

Make Required: "On*

o ' Set Value: "Incident Description: *

Due Date
Impact
Initial Reporter

Investigative Site

Important

e In the above example, the validation rule is defined as: ‘When Title equals Incident,
the Description field becomes required and value is set as Incident Description’

e This means that when a user creates an Incident with the record type, where this
validation is applied, the Description field becomes required along with the configured
value.

Clone Fields From

To clone fields from another record type, follow the steps below.

1.  Within the ‘Record Type Fields’ tab, click on the ‘More’ dropdown and select the
‘Clone Fields From’ option.
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| Profile || Record Type Fields | Bulk Fields Update

(] Inherit from Form settings

I} set Parameter

visible | *|~|[Requ Wi Edit Advanced Validations  jng1 % |+

Il Clone Fields From
(] Title = Group

G, Filter '
Awareness Date Additional Information
Comments Additional Information
Customer (Organization) Additional Information
Date of Incident Additional Information

2. Select a record type to copy the fields from and click on the ‘OK’ button.

Select record type from which to copy fields x

v & Incident
v 9 T Incigent
W Software Maltunction
W Unauthorized Access
» ' Product Quality incidents
» B Reguiatory & Compliance Incidents
» ® Manufacturing

» © Safety Incident
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Filter

To configure filters, follow the steps below.

1.  Within the ‘Record Type Fields’ tab, click on the ‘More’ dropdown and select the
‘Filters’ option.
2. Check or uncheck the checkbox for the following options.

a. System Fields
b. Virtual Fields
c. Custom Fields

| Profile ” Record Type Fields ” Bulk Fields Update

(] Inherit from Form settings

It set Parameter ~ Field name... Q
Visible | % |v| Requ Hi EditAdvanced Validations  yng) x |v

B Clone Fields From

(] Title « - o Visible
€, Filter b System fields

Awareness Date Additional Information Virtual fields

Comments Additional Information Custom fields

Created By

Created By

Record Type Bulk Field Updates
To update the record type fields in bulk, follow the steps below.

1. Select a record category i.e., Incident, CAPA and Action Item, etc., expand the parent
and sub-folders, and select the desired record type.

-— » Room Module
] l g AL, : Settings
v v QMS for Demo Config Purpose (Qms) w Settings ¥
searct Qll« [ & About {| w Record Types Management |
» @, General Record Types Incident ¥
& 1nbox W Modify Record Types | 4 Import ¥ Export | @ Delete | [F1Change Log
» & Documents Distribution Record Types O/ [] Record Type Auto Naming Rules
1 Forms Settings v & Incident o Incident Category - 1 Record type(s)

» B Documents v W 1T Incident & Software Malfunction
» © Document Types W Software Maifunction
W Record Types Management ® Unauthorized Access

» B Required Documents W T Security
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2. Click on the ‘Bulk Fie

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

lds Update’ tab and check and/or uncheck the ‘Required’ or

‘Visible’ checkboxes to control the fields' visibility and click on the Save button.

| Pro | Record Type Fieids || Bulk Fieids Update] |
pdate will be applied o all the record types &
3] ofs ecord types) Select the field ting the
checkpox on the first column, update the feid pi you have the cormrect lst of fields
selected for the update, then ciick on the Save e bulk update
Title « Section Visi... Req..
. . N
Awareness Date Additional Informa v] o
Comments Additional Informa (v] D
Created By
Created By
Created On
urrent Workflow
urrent Workl
urrent Workfiow
-
@) Options that appear greyed-out cannot be mod

CL: Public
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Auto-Claim Configuration
To configure the auto-claim configuration settings, follow the steps below.

1. Navigate to the Settings module > Workflows > Common Settings.

2. Check the checkbox next to the ‘Allow Workflow stage Auto-Claim’ setting.

3. 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.

4. Click on the Save button.

g22 » Room Module
2 ‘ i Settings
QMS Demoroom3 QNS w Settings +

Q ‘=« N " B Common Settings ™

A lssue Emall

¥ as Lir -
& Roview Status ~ Query Reminder Configuration
v
B Rejection Issues
) ment Status — -
B Doauiect Gk ~ Auto-Claim configuration
. i o /\ 2N VW " " A
» N Security '3
> eSignature Autor-claim lead time (davsr ©
» B
M Save| = Undo 5 Chanoe Log
-
Important

o |f there is more than one authority in a particular stage, any one authority must
manually claim the document irrespective of the Auto-Claim Configuration settings.
¢ Click on the tooltip to view the settings description.

~ Auto-Claim configuration

Q
1}

_,_.

<

Document can be auto-claimed on the stage if
il suits the following condiions

1. There is only one reviewer al the stage If a
myiewetgmpsassimmmw.mm
this group should only

one

2 If document is ipating in more
onemrkﬂw_onervviewershuﬂdbeh
a given workflow. If there are several

workflows with one reviewer at the stage,
docurnent will not be auto-daimed

im lead fime (3 (t;."

Teme m days. how long the auto-clasn process need
10 wail after Ihe document is subwnilied 10 stage in
oeder o clsim Qunas Ind

Save o Und Change Log

<l
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INCIDENT

This section outlines the complete lifecycle of an Incident, from initiation to closure. The
Incident workflow is divided into three key stages:

1. Assessment Stage
2. Investigation Stage
3. Quality Approver Stage

Note: The workflow configured for this Incident is a simplified version, intended to help users
easily understand the basic process. In actual use, the workflow and process may vary based
on workflow and configuration, and specific business requirements. To understand the
Workflow Setting, click here.

Create Incident

This section explains how to create an Incident in the Quality Module. To create an Incident,
the ‘Create Incident’ Action should be added to the user in the User Management Module.

Steps to Create an Incident in the Quality Module:

1. From the Home Page, navigate to the room where to perform this activity.
2. Click the Waffle Menu located at the top-left corner of the screen, then select Quality
Module. The user will be redirected to the Quality Module’s Dashboard screen.

l‘b Room Module
¢ QMS Demo room 3 (Qwms) w Collaborative Workspace ¥

M nage S ur 1‘.
ABC Pharma Inc & Manage Security

lected)

lo”

CRA
Reconciliation

Quality

Quality Review

=
Users
Management
L
Queries
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3. In the left navigation panel, click the Incidents icon, which will open the Incident

screen.
4. On the Incidents screen, click the + Create Incident button.
- “» Room Module .
HH 'l — . Incidents
QMS Demo room 3 (QMs) ¥ Quality =

Incidents @

© Create Incident | @ Delete

Z 36 Incidents
» B Approval Workflow Incident UAT 1

» B Dashboard WE 1 0 D Title
» BB Demo Workflow 2 0 a E] 2
» B INCWF 6
O a E] Incident WF
» BB Incident Workflow 13
» I Test-QA 1 O a (=] INC WF5
» B UAT Incident WF 1
0 a (=) ta
» B workflow (Incident UAT) 1

5. Fill in the mandatory fields such as Title, Impact, Type, Due Date, Team, Initial Reporter,
Reported Date, Description and Awareness Date as shown in the screenshot below. After
completing all required fields, click Next.
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Create Incident Stepl ® x

General Info

i Add Pvidencs

Incident 123

16 Apr 202% «0

Test

1

Note: Users can make the changes in the metadata and Evidence until it is submitted.

6. Inthe Add Evidence screen, users have three options to Add Evidence.
7. The First Option is Upload File. To use this option, click ‘Upload File’ and drag and drop
files or browse the folders to select the documents.

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

CL: Public Page 124 of 212



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

d INTERACTIVE

Create Incident Stepz O @ x

General Info
© Add Evidence

Drop Files And Folders Here

Or

I Browse File L Browse Folders

Cancel Previous ] [ Create & Submit l m

8. The second option is search. To use this option, click the Search tab.
9. Enter a minimum of 3 characters in the search bar (e.g., ‘Test’) and select the document(s)
from the list of search results.

Create Incident Step2 O @ X

'? General Info

Add Evidence

| ’ Test] (%} )l = search
Test Document 1 -
Test Document 2

[# Test Document 2
Test Document 1
Test Document 1
Test Document 1
Test Document 1

Test Document 1 v
Documents will be here

Cancel Previous ] [ Create & Submit ]
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10. The third option is to ‘Add a URL’ to this Incident. Click the Attach URL tab, click Add
Link, paste the desired URL, and provide a hame or description for the link.

Step2 O @ X%

Create Incident

(1) General Info i o
Add Evidence
siemitic Sewch SOt

o

1 Link
& 9 Name

Link to External Document

| L httpsi//secure trialinteractive.com/document-1234 I

Cancel ' Previous | Create & Submit | Create

Once evidence is added, click Create to save the incident. The user will receive the
successfully created pop-up at the top right side of the screen, and the Incident will be

saved in ‘Draft’ status in the grid.

11.

Note: To directly submit the Incident after creation, click Create & Submit. This will bypass
the intermediate steps. To continue from the submission step, click here to navigate to the

Incident Submission section.
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Create Incident Step2 0 @ X%

1) General Info

Add Evidence

Drop Files And Folders Here
Or

I Browse File X Browse Folders

L L L L L L L T T T T T T T ]

cancel [ previous | [ create s suve | | RN

Submit Incident

Once the Incident is created, it will appear under the assigned Team in Draft status within the
grid.

To submit the Incident for review (Draft to Submitted), follow the steps below.

1. On the Incidents screen, click the dropdown next to the current view (e.g., My
Submissions) to open the view selection panel.

2. In the view selection panel, go to the My List section and click on My Submissions to
filter incidents created by the particular user.

Note: This process can also be performed using the Team View. Here we are using the
‘My Submission’ view to cover the ‘View by’ Functionality.

3. Click the Select button at the bottom to apply the chosen view.
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» Room Module
= l g Incidents
QMS Demo room 3 v Quality v
incidents 4]
£ x
v B Al
B Draft Ol
i 8
- Submmd INCIDENTS MY LIST e WORKFLOW
By Team My Submissions By Workflow
By Type Favorites Canceled
By Organization My Assignments
|
By Originator
By Owner
1}
By Record Status
|
(] set Default ] Set Default for all Rooms |

e [ ©
\

4. From the left sidebar, click Draft to display all incidents currently in draft status.
5. In the grid, locate and click on the specific draft incident to submit for review.
6. The incident details will open on the right panel. Click the Submit for Review button.

Incidents I — - ‘
- -0

e

S . » -
Wetatora ’, .
a =1 ot IR — .

T ) ety O s—

7. In the pop-up that appears, optionally add a comment to provide context or additional
information.

8. Click the Submit button to confirm, after which the record will be locked for editing
and sent for review.
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Submit For Review x

Recard will be locked for editing, after submission

Submit Record?

Comment

Cnﬂco‘

9. After clicking the Submit button, a pop-up window will appear asking the user to
select a workflow for the incident.
10. Choose the appropriate workflow from the list and click the Select button to proceed.

Workflows x

Select Workflow

1bis

Approval Workflow Incident UAT

Workflow (Incident UAT)

Dashhoard WF

anee -]

11. A success message will appear at the top-right corner of the screen confirming the

incident has been submitted.
12. To verify submission, go to the Submitted folder from the left panel under the

selected view.
13. The incident will now appear in the list with the Status marked as ‘Submitted’ and a

corresponding workflow stage (e.g., Assessment).

Incidents [
N ociamincdont B
- & A ¢ I
&
2 O 2 Incidents
Bon ]
w Tite Status Type s Waikfuw Stage  Slage Soatie

a INC . 00F sisMmTn  Adverse Events Reports v oW Aszessment AWWLEELE PO FEVEW
a INC - X | sussmmn | icorrect Pruduct Detesed O venme Assessment SYALADLE FOR REWEW
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Claiming the Incident

Once the user (Originator) submits the incident for review. It will proceed further and will be
sent to the Process. Once an Incident is submitted by the Originator, it proceeds to the
Assessment Stage, where it is assigned to the Process Owner or Supervisor for further
action. At this stage, users can perform multiple actions depending on the workflow
configuration, such as Claim, Clarify, Approve for Investigation, or Close.

To understand in detail the workflow, please refer to this section: QMS Workflow Settings.

Follow the steps below to claim the incident.

1. To check the Incident that has been Available for Review user (Process Owner) needs
to navigate to the Incident in the Quality Module.

2. Click the Waffle Menu located at the top-left corner of the screen, then select Quality
Module. The user will be redirected to the Quality Module’s Dashboard screen.

i l\’ ROOm Module
- ¢ QMS Demo room 3 (Qwms) w Collaborative Workspace v
ABC Pharma Inc & Manage Security
lected)

|~

CRA
Reconciliation
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3. In the left navigation panel, click the Incidents icon, which will open the Incident
screen. To check the Incident that has been ‘Available for Review’, the user (Process
Owner) has multiple options using the view by functionality. By default, it is selected

‘By Team’.
- > Room Module .
HH l i — . Incidents
QMS Demo room 3 (QMs) w Quality =
Incidents
© Create Incident 1 Delete
- B Al 20
N 2 20 Incidents
B Incident UAT Team 11
. UAT Team 7 D ID Title Status
B UAT Team 001 1 O a = INC WFS SUBMITTED
i User Guide Team 1
O a E] 15 SUBMITTED
O a E] Incident 3 SUBMITTED
O a E] Incident 4 SUBMITTED

Incidents BUZESELE RSN
X
> & Al
B Available fd ‘_:_i 8 @
INCIDENTS MY LIST WORKFLOW 9
By Team My By Workflow
Submissions
By Type Canceled
Favorites
By
Organization My
o
By Originator
By Owner
(] set Default ] Set Default for all Rooms
cnce [N O

5. It will display the My Assignment view from the folders. Click on the Available for
Review folder. It will display all incidents with a stage status of Available for Review.
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e » Room Module ;
- l 2 s " Incidents
QMS Demo room 3 (QMs) ¥ Quality ¥
Incidents BUZEALEISES
© Create Incident @ Delete
v B Al 3
B Ao 1 Z 2lIncidents
S Owner

B Available for review 2 0 D Title Status Type

SUBMITTED

B completed £ 0 a (=] INC-00015  UAT Incident Teams 001 Adverse

INC - 00032 User Guide 102 Incorrect]

6. Click on the Incident title, and the metadata page will appear on the right side of the
screen.
7. To claim the incident, click on the Claim button.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

somarre =)

Metadata 4 Collapse All

Metadata

¥ General Info
i
3

o - D CR-12 Record Status SUBMITTED “

8. After clicking on the claim button. A successful message will display at the top right
side of the screen. The Incident is in the ‘Assessment In Progress’ stage.

Note: Users can see options in the screenshot below: ‘Approve for Investigation’,
‘Clarification’, and ‘Close’, which depend on the configuration in the workflow.

9. |If the Process Owner wants to proceed further. Click on the ‘Approve for
Investigation’.

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

CL: Public Page 132 of 212



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

d INTERACTIVE

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

ASSESSMENT IN PROGRESS [Approveforlnvestigaticnl I{Iariﬁ'cationl [ Close l haad

Metadata # Edit 2 Collapse All

Metadata
» General Info
]
3 o . .
Evidenoes * Assessment Assignedto 1 Instructions

10. Now the Incident Assessment process is completed, and from ‘Assessment In
Progress’ to the ‘Investigation Pending’ stage.

Incident Clarification

This scenario occurs when a user needs clarification on the incident before sending it to the
next stage. Incident Clarification can be done at any stage, depending on the workflow
configuration.

This section covers the following.

e How to Create a Query
e How to Respond.

Requesting Clarification

1. From the Incident tab, select the View by drop-down.

2. Click on My Assignments view from the list view, select the Incident that needs
clarification.

3. The Metadata panel will display.

4. On the metadata panel, click the Clarification button.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

ASSESSMENT IN PROGRESS [Apprcveforlnvestigaticnl I{Iariﬁ'cationl [ Close l e

Metadata # Edit 2 Collapse All

Metadata
» General Info
=
3 L . .
Evidances w» Assessment Assignedto 1 Instructions

5. The Request Clarification pop-up window appears.
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6. Enter the required information:
¢ Recipients: Select one or multiple recipients.
e Subject: Provide a concise subject line.
e Message: Type a detailed message describing what clarification is needed.

7. Click Request and Create Query.

Request Clarification X

2 wncipients* & Mika Ennning rfaneinae comm w ® Aroa Dasn selaoros@omall comy X v SE'(‘Ct CC

Subject Wrong Team Addressed

I BYS

YU
by
Il
i

Hey team,

We've got a bit of a situation here that | nead your help with. Looks like we messed up with some emails and now the
sponsor's getting antsy, Here's what happened:

S0, & couple of days ago {1 think it was the 15th), the sponsor sent us a question about that new endpoint we added
In Amendment 3 for the XYZ-123 study. You know, the one we've been scrambling to get ready. Anyway, they wanted
to know when we're planning to roll it out

The probiem is, they sent it to the data management folks instead of us in clinical ops. | guess our emall addresses
are pretty similar or something. Anyway, it took a couple of days before anyone realized what happened, and now
the sponsor's wondering why we're taking so long 1o get back to them

D mAamel sanid Mo 04

Recort 4s Link None

Mt v Climiimm »

Cancel Request and Create Query

< >

8. After sending the clarification, the Incident status changes to Assessment Clarification.
Please note that the user can still edit the incident if necessary.

INCIDENT CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

|ASSESSMENTCLARIFICATION ﬂ [Appravcfﬂrlnvnstigatinn] [ Close ] [-u]

=M Metadata # Edit 2 Collapse Al

Metadata
+ General Info
Hi{:‘: e D CR-12 Record Status  ASSESSMENT CLARIFICATION v

Note: In this example, the Process Owner will raise a query seeking clarification on the
incident, and the Originator will provide a response to that query.
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Originator’s Response

9.

10.

11

The Originator receives an email notification prompting them to address the
clarification request.
The Originator:

a. Reviews the query.

b. Updates the missing information or evidence as needed.

c. Clicks Respond in the query window.
After the Originator responds, the Supervisor will receive an email notification about
the response.

Completing the Clarification process

12.
13.
14.
15.

16.
17.
18.

The Supervisor reviews the updated Incident metadata and the response.

After verification, the Incident moves back to Assessment in Progress status.

To continue, the Supervisor clicks Approve for Investigation.

The Approve for Investigation window appears. Supervisor can provide comments
(feedback is optional but recommended).

Review or update the Investigation Stage assignees if needed.

Click Submit to approve the incident for investigation.

The Incident progresses to the Investigation Pending stage.

Approve for Investigation Step1 @ X

Prowide Feedback

mment

I BYS EEE 8 it \ A v Av EET T3 &8 2v

¥ Investigation Stage

Main Assignee /' ©dit

¥ i} g a
Product Team Product Team
L +1(062) 616-3535 -1 (062} 616-3535

Note: If the Originator does not provide sufficient clarification, the Supervisor has the option
to Cancel the incident.
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Cancel Incident
Incidents can be canceled at any stage, depending on the configuration of the workflow.
Once an authority cancels a CAPA, the record is removed from the workflow.

Follow the steps below to cancel an Incident:

1. Navigate to the My Assignments view and select the Incident to cancel.
Once selected, the Incident metadata panel will appear on the right side of the screen.
2. On the metadata panel, at the top-right side, click the Close button.

(Refer to Screenshot - The ‘Close’ button appears along with other action options like
‘Approve for Investigation’ and ‘Clarification.”)

P——y

Close ’ one

[Approve for Investigation ] | Clarification |

Evidences & OpenAll A Collapse All l © Add

Rilaeaa ID-12345
@ Wl Investigational product accountability at site
0 Submitted By Submitted On

3. A Close Incident pop-up window will appear.
4. In the pop-up window. Enter the Reason for closing the Incident in the provided text
area.

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

CL: Public Page 136 of 212



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

d INTERACTIVE

Close Incident X

Reason™

= Format R A v :

I BUS

Cancel Confirm Closure

5. Provide the reason for closing the incident and click on the confirm closure button to
complete the cancellation.

6. Once confirmed, the Incident will be closed, and a success message will appear at the
top-right of the screen.

Start Investigation

After an Incident is claimed and completed by the assigned Process Owner during the
Assessment Stage, it transitions to the Investigation Stage.

At this point, the assigned Main Investigator receives an email notification informing them of
the new assignment.

Note: Actions like Clarification, Cancellation, and other modifications are configured within
the system's workflow settings.

Follow the steps below to start the Investigation
1. From the Home Page, navigate to the room where to perform this activity.

2. Click the Waffle Menu at the top-left corner of the screen and select Quality Module.
The user will be redirected to the Quality Dashboard.
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55 l" Room Module
- ¢ QMS Demo room 3 (Qwms) w Collaborative Workspace ¥
ABC Pharma Inc & Manage Security
lected)

I

CRA

Quality Reconciliation

Quality Review

o

Settings

=
Manaf:e:\ent

3. Click the Incidents icon in the left navigation panel to open the Incident screen.
4. From the View by options, select the My Assignment option. All incidents will be
displayed as shown in the screenshot below.

HH > Room Module Incidents
= o My Room for QM QM5 w Quality »
InCidentS View By v ] My Submissions 19 Assignments 5° Favorites 12
< 5 Records
D Title
] E] @ CR-12  Insufficient Conditions related to the system technology, due to system...
[ E] CR-11 Although TransPerfect conducts Penetration Testing to verify security, the..,
(=] E] CR-10 Disaster Recovery Test results from the Trial Interactive division have bee...

5. Select the Incident received in the email notification.
6. Check that the Incident status is displayed as Investigation Pending.
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7. Click the Start Investigation button located at the top-right corner of the Incident
metadata panel.

CR-12 Open @

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

| INVESTIGATION PENDING | Start Investigation e

=5 Metadata 2 Collapse All

Metadata

» General Info

&

3 - 23 A 71 = #
Evidences P Assessment Completed by, on 23 Apr 2023 1 Instructions

d? * Investigation Details Assigned to 1 Instructions

b1

8. After clicking Start Investigation, the Start Investigation pop-up window will appear.

Start Investigation x

Add S5tage Contributors

Browse All Team Users

3 Contributoes

User 0 Mame Graup Pt

1234 2 [
1234 & OSEZAtOrS r
24 2 rvestgators r

Cancel | Start Investigation I

9. In the Add Stage Contributors field, enter the name, group, or email address of the
Sub-Investigator to add to the Investigation.

10. Select the Sub-Investigator from the dropdown list.

11. Click the Start Investigation button at the bottom of the pop-up window to initiate the
Investigation.

12. Once the Investigation is started, the Incident status will change to Investigation in
Progress.
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CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

[ invesTiGATION N PROGRESS | Finalize Clarification

Metadata ¢ Edit 2R Collapse All

» General Info

» Assessment pleted
(9 ¥ Investigation Details Assignedt i Instructions
3

Type*

13. After the Investigation is initiated, Sub-Investigators will receive an email notification
informing them of their assignment to the Incident and the Main Investigator who
assigned it.

l" TRIAL
# INTERACTIVE

The investigation started

Record 1D Record Link

Hello

You have been assigned to participate in the investigation for the incident
Insufficient Conditions related to the system technology, due to system defects
and the requirement of improvements identified by Investigator

Instructions
Some of them here which provided Main Assignee

Investigation in Progress

Once the email notification is received that the investigation has started with the Record ID,
Record Link, Assignee Name, and the Incident Name, as shown in the screenshot below.
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l" TRIAL
# INTERACTIVE

The investigation started

Record 1D Record Link

Hello

You have been assigned to participate in the investigation for the incident
Insufficient Conditions related to the system technology, due to system defects
and the requirement of improvements identified by Investigator

Instructions
Some of them here which provided Main Assignee

Follow the steps to start working on the investigation:

1. In this stage, the investigation is in Progress. The sub-investigator can review and
check the investigation in MY assignment.

2. When an investigator investigates the incident, he will include all additional
information to cover all bases.

3. The sub-investigator should click on the '+ Initiate’ button to create and CAPA and an

Action Item.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

—_—
INVESTIGATION IN PROGRESS Add Status C=
—J

Metadata & Edit 2 Collapse All

Metadata
» General Info
B
3 e A e
Evidences P Assessment Completed by on 23 Apr 2023
t‘)’, ¥ Investigation Details Assigned to i Instructions
3
Related
Type*
2 Summary*

4. After clicking on the button, it will open the window to create CAPA and Action Item.
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5. Please refer to the CAPA and Action Item sections to learn how to create the CAPA
and Action ltem.

Initiate Record X
CAPA Action Item
Ensure this issue has been fully investigated with a Create an action item that must be completed to
well-understood root cause ensure follow through.

6. Once the investigation is completed, the sub-investor will click on add status.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

r 1 —
INVESTIGATION IN PROGRESS Add Status wee
L J —J

=l Metadata " Edit 2 Collapse All
Metadata

B
3 - A =rT
Evidences P Assessment Completed by Anna Dove on 23 Apr 2023

» General Info

7. Keep the status as completed and provide the comments.
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Add Status X
Status* COMPLETED v
Comment
I BUS = = == Format v v Av Fwv H
The main Information is provided:;
Type
Summary
Cause Typ

Cause Details
Caus Category
Roott Cause Analysis

8. The Main Investigator will check the details and finalize the Incident.
Follow the steps to finalize the incident.

1. Once the Incident is completed, investigate. The main investigator can finalize
the incident.

2. To finalize the incident, the user has to select the incident that needs to be
finalized.

3. Once the Incident is selected, the metadata panel will appear.

4. Click on the Finalize button at the top of the metadata screen.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the
requirement of improvements identified.

Adverse Event

INVESTIGATION IN PROGRESS Finalize ] [Uariricatiun] E]

Workflow

Metadata

E

¥ |ncident WF | COMPLETED 25 Jan 2025 D History

5. The Finalize investigation Page will appear. Fill out the missing information and
click on the finalize button.

6. Once itis finalized, the stage will change to Investigation In progress -
Investigation Finalized - ‘Approval Pending’.
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Reject Investigation

Once the incident is finalized and sent to QA for approval. The QA will receive an email
notification

Follow the steps to reject the Incident:

1. Select the Incident that the user wants to reject from the ‘My Assignment’ grid view.

2. After selecting the incident, the metadata panel will appear.

3. Click on the Reject Investigation. It will display a pop-up window for rejecting the
incident.

4. Provide the reason for the rejection and click on the reject button to proceed further.

5. The Incident status will change to ‘Reject’. Refer to the screenshot below.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

-]

Metadata # Edit 2 Collapse All

» General Info

b Assessment | COMPLETED Ly Anna Dove Apr 2 i Instructions
(9) \ lnvestigation Details PENDING ~uuig to Monica Sanders i Instructions

Type*  Distributor Investigation

Revise Investigation

1. The main investigator will receive the Investigation Rejected email notification.

2. To revise the Incident, locate the rejected incident from the My Assignment view.

3. Select the incident, the metadata screen will appear, and the status is displayed as
Investigation Rejected.

Incidents View fiy v My Subsressions 10

ol
‘ /50 & Copylnk & Exportv @ Emald InsuMicient Contitions related to the system technology, Bue 10 system defects and the requirement
of improvements klentified

O SReceeds | whected

[ msssronsmcrs © | el . BEl

a =1 &2 ' - . = Sl Metadata / tdit R Cotagen Al
[havel
3
N

- -] R0 . X » Quality Roveew

¢

o

AT

%
2
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4. To proceed further, the user needs to check the QA feedback and update the incident
with the required evidence.

5. Once all Information is filled, click on the completed button at the top right corner of
the metadata panel.

CR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified.

Adverse Event

I INVESTIGATION REJECTED @ Complete [oe ]

. Metadata # Edit A Collapse All
3

» Quality Review REJECTED. by Michael Simmons on 23 Apr 20

-G

L)
2

Queries

6. The Complete pop-up window will appear with the comment box. Enter the
information, such as what was revised, explanation, and so on, as per the requirement.
Once all information is filled, click on the Complete button.

8. The status will change to Approval is Pending.

N

cR-12 Open ©

Insufficient Conditions related to the system technology, due to system defects and the requirement
of improvements identified

Adcerse Tvent

APPROVAL PENDING ) =
Metadata # Edit 2 Collapse All
\nacuty
E - In-.u_w)nE(u;r)HU,_.y_‘,,|-: y ) > Roral
3

Incident Approval
Once the Investigation is completed and sent for approval, a QA will receive an email
notification.

Please note that the Approval process is explained in this section. All modifications, such as
Clarification, Cancellation, and other related actions, must be configured through the
workflow settings.

To create and learn more about CAPA, click here.

To create and learn more about an Action item, click here.
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1. From the Home Page, navigate to the room to perform this activity.
2. Click the Waffle Menu located at the top-left corner of the screen, then select Quality
Module. The user will be redirected to the Quality Module’s Dashboard screen.

l‘b Room Module
¢ QMS Demo room 3 (Qums) w Collaborative Workspace v

Aan : wits
ABC Pharma Inc & Manage Security

lected)

[~

CRA

Quality Reconciliation

Quality Review

o

Settings

Queries

£

3. In the left navigation panel, click the Incidents icon, which will open the Incident

screen.
4. From the grid, select the incident to view its metadata panel. The incident is in the

Approval Pending Stage.
5. To proceed further with the approval process. Click on the Approve button. Refer to

the screenshot below.
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INCIDENT IN : Open ©

User Guide 102

Incorrect Product Defivered

APPROVAL PENDING Approved m e

Metadata # Edit ¥ Expand All

» General Info

» Assessment
OO » Investigation

- Quality

Q Approval

6. The Approve window will appear with a feedback box. Provide feedback as per the
requirement.

7. Click on the Approve button to approve the Incident.

Approve X

back *

88 S

"
10
hih
1]
<
>
<
>
<
~
<

Some text here will be placed

Cancel ‘ Approve & Create CAPA

8. The status of the incident will change to Resolved.
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Close Incident
Closing incident must be configured from the workflow setting.

Follow the steps to close the Incident:

1. To close the incident, locate the incident that user need to close.

2. From the view by menu select the MY ASSIGNMENT view and select the Incident.

3. After select the Metadata will appear, from the top right side of the metadata panel.
Click on the Close Incident.

=
]
Related [ © Initiate ] [ & Link ]
3
Evidences
¥ Action Items 2
&
6
Related ACT-2 Stability e
Add improvement to prevent data loss
/) COMPLETED
2 Assigned to Due 24 Apr 2024
Queries
o ACT-1 Regulatory ver
Workflow Update Support Training
COMPLETED
.9 Assigned to Due 24 Apr 2024
History

4. The Close Incident pop window will appear with the Closure comment.
5. Provide the closure comment and click on the close incident button.

Close Incident b 4

Do you wasnt to Close Incident e S

Closure Comment *

Dismiss Close Incident
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CAPA

In Quality Management, CAPA stands for Corrective and Preventive Action, which refers to a
process of identifying and addressing the root causes of hon-conformities, incidents, or other
quality issues to prevent their recurrence.

A CAPA process typically involves the following stages.

e Implementation

¢ Implementation Approval
e Execution

e Execution Approval

Create CAPA

This section explains the process of creating a CAPA record from the Quality module. For
creating a CAPA record, the originator user must have the ‘Create CAPA’ action added from
the User Management module.

To create a CAPA, follow the steps below.

1. Within the ‘Quality’ module, click on the CAPAs modal from the left-hand navigation
pane.
2. Click on the +Create CAPA button from the top menu bar.

. » Room Module

EH | 4 CAPAS
OMS Dumio room 3 0w Quality =

CAPAS

- Bm n __
O 23 CAPAS VFiRers D A o VRWS v

B Acton dem UAT Team 1
B CARA UAT Twam 1 It T  Stenn Type I
B inodent UAT updase 1 o - AFA CAPA plan
B Procuct team 4

-~ - WF AF CAFA plan
B Team UAT taut 1
B LAY ICARPA Yeam) L] = - CAP.00013 \f SUBMITIED CAPA plan
B uat Team .

= - b PLat UAT CAPA

= - APA | TINAL APPROVAL IV PROGRESS UAT CAPA

3. On the ‘Create CAPA’ form, fill in the mandatory details within ‘Step 1. General Info’
and click on the ‘Next’ button.
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Create CAPA Step1 ® x

‘2 ) Add Evidence

b~
w
=
(4]
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U0
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<
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<
>
<
i
111
Il

4. Upload a file or folder as evidence and click on the ‘Create’ button.
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Create CAPA Step2 O ® X

General Info
© Add Evidence

I Browse File X Browse Folders
1 Documents

Document Size Import Status

@ o Test Document 1.docx 12.4 KB

Cancel Previous l [ Create & Submit l

5. Once the CAPA is created, it is saved in the 'Draft’ status.

GATEY oy ream - |
© Create CAPA @ Delete
v & Al 24
< 2CAPAs
I Action Item UAT Team 1
B CAPA UAT Team 1 0 iD Title Status Type
B incident UAT Update 2 0 = (=] caP-00014 Incident 101 DRAFT  UAT CAPA
B Product Team a
a B & % [~ cAP00015S  CAPA 53 caeaplan
Team UAT Test 1
B UAT (CAPA Team) 9
B UAT Team 6

6. Click on the CAPA title and click on the ‘Submit for Review’ from the metadata panel.
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caras DRSS opn ©
2 5
o _NES T @hmmonmr: swe: | E=mre
=
a B e %= carools  CAPA
6 AS
%
%
of
V o
'. ‘ » ‘

7. On the ‘Submit for Review’ popup, enter a comment and click on the ‘Submit’ button.

Submit For Review x

Record will be locked for editing, after submission.
Submit Record?

Comment

5ubmid

)

8. Choose the appropriate workflow from the ‘Workflows’ wizard and click on the ‘Select
button.
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Workflows x

Select Workflow

2 Available Workflows

UAT CAPA Workflow

Workflow (CAPA UAT)

9. Once the CAPA record is successfully transitioned to the first stage of the workflow.
The ‘Record Status’, ‘Workflow Stage’, and ‘Stage Status’ display statuses as
configured in the workflow.

caras IEEDES
© Create (N a a =
o 2CAPAs Y M Manage Calurs £ \Views v
) Img " \ 5 gx Stat A L L
= - CAPOD0YS Ml UeArt UIAT CAPA v Low 20250501
= - CAP-00015 APA susMITTED CAPA plan v oW implementation AVARADLE FOR REVIEW 2025-05-06
|
CAP-0Q0015 APA SUBMITTED CAPA plan ¥ WOW  mplementation AVAILABLE FOR REVIEW

10. Once the record enters the first stage of the approval workflow, the authority receives
an email notification about the CAPA record with CAPA details and a clickable ‘Open
CAPA'’ button to open the record.
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P TRIAL
# INTERACTIVE

» Action Required — CAPA CAPA in QMS Demo room 3
is Available for Review

The CAPA CAPA in QMS Demo room 3 is now available for review
+ Current Stage Implementation
+ Stage Status Unclaimed
+ Submitted By James Alan Hetfield 2

7 Due Date N/A

" Open CAPA Open CAPA

CAP-00016 Open

CAPA

CAPA plan

Note

¢ Email notifications about record transitions are sent to the relevant authority types
based on the Approval Workflow configuration.

e The number of stages a CAPA record progresses through, along with its record and
stage statuses, is determined by the configured Approval Workflow.

Create CAPA through an incident

In addition to creating a CAPA record through the CAPA's modal, originator users can create
a CAPA through an incident.

Note: Additionally, the originator must be an Admin user. If the CAPA is being created by an
editor user, they must belong to the assigned team and hold the necessary authority.

To create a CAPA through an incident, follow the steps below.

1. Navigate to the Quality module > Incidents tab and click on an incident's title.
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» Room
\+

Viewby ~

Incidents By
- B Al 86
IR Dashboard Demo Team 4
IR Incident UAT Team 15
IR Incident UAT Update 1
B Notification Test Team 3
B Product Team 2
& Team Demo 8
IR Team UAT Test 2
B UAT Team 8
B UAT Team 001 1
B UAT Team 1 1
B User Guide Team 2

QMS Demo room 3 (QMS) w»

Module

s Alan Hetfleld 2 ~

Quality v Incidents 6
Team By Type By Organization
© Createincident @ Q Search
Z 66 Incidents Y Filters [0 Manage Columns 4 Views v
0 D Title Status Type
L a SUBMITTED Customer Complaints & Product Returns
0Oa = Iny SUBMITTED Incorrect Product Delivered
e pfy - E:\ incident 5 Customer Complaints & Product Returns
O a (=] Inc WF123 ASSESSMENT CLARIFICATION Adverse Events Reports
O a UAT INC WF 001 DRAFT Adverse Events Reports
O a (o] JAT INC WF CANCELLED Adverse Events Reports

M 4Previous 2 ofSNexth M

From the incident’s quick view panel, click on the ‘Initiate’ button.

Incidents | Viewby ~ By Team i .
Slialiied DSRERY INCIDENT
8
© Create Incident @ Q Searct 2 Incident 3
Customer Complaints & Product Returns
C 66 Incidents Y Filters [0 Manage C b SUBMITTED
B iD Title Status
Metadata # Edit
I~} Incident 3
« General Info
O a (=] ncident 4 SUBMITTED | @
‘ Evicences Title Incident 3
B~ | o] ncide
% Impe v LOW
0 a [+] nc WF123 ASSESSMENT CLARIFICAT Reiated
M a =) UAT INC WF 001 DRAFT (
0O a (=] UAT INCV CANCELLED Customer{User)

M d4Previous 2 ofSNexth N

4 Previous

Open ©

| submit for Review | JECRTEIRS

Collapse All © [Initiate

Next »

3. On the ‘Initiate Reco

rd’ dialog box, select the CAPA option.
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Initiate Record x
Action Item CAPA
Create an action item that must be completed to Ensure this issue has been fully investigated with a
ensure follow through. well-understood root cause.

4. To create a CAPA record and submit for review, follow 'STEPS 3 to 10’ from the Create
CAPA section.
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Approve CAPA

When a CAPA record enters the approval workflow, the designated authorities are
responsible for advancing the record through each stage until it reaches the final stage. At

the final stage, a user (typically an Approver) reviews and approves the record, thereby
resolving it.

To approve and resolve a record, follow the steps below.

1. Login as a user who is assigned as an authority in the first stage of the workflow and

click on the ‘Open CAPA’ button from the email notification.

P TRIAL
# INTERACTIVE

» Action Required — CAPA CAPA in QMS Demo room 3
is Available for Review

The CAPA CAPA in QMS Demo room 3 is now avallable for review
+ Current Stage Implementation
+ Stage Status Unclaimed

+ Submitted By James Alan Hetfield 2

T Due Date N/A

" Open CAPA Open CAPA

CAP-00016 Open

CAPA

CAPA plan

2. Additionally, users can access the CAPA record assigned to them by setting the My
Assignments view from the dropdown at the top.
3. On the CAPA records screen, click on the ‘Claim’ button.
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= » Room Module CAPA
= | v
QMS Demo room 3 - Quality = CAPA =
& CAPM OO LEwITTID
< “eaen =s
Metadata Cotapse A Evidences (£ Open Al m
L]
CAPA % NI 0 -
: .ot Test Document 1.docx
22 Apr 2025

e The ‘Claim’ button appears when there are multiple authority types in the workflow
stage, and any one of the authorities should manually claim the record.
¢ If there is only one user in a stage, the record is auto-claimed.

4. Once the assigned authority clicks the ‘Claim’ button, the record is claimed by that
authority and the action buttons appear as configured in the workflow.

| «| CAPO20Y3  SUBMITTED

CAPA [ Casplont; | Metuamatancoion || ¢ lm =
Metadata 7 it Collagse A Evidences & Open Al / m

Padenies

M
CAPA b

Test Document 1.docx

22 Apr 2025
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5. Click on the ‘Complete’ button, fill in the necessary details in the ‘Complete
Implementation’ form, and click on the ‘Complete’ button.

Complete Implementation x

+ Provide Feedback

Comment

» Assessment

ompleted Da dd MMM yyyy J0

d v A v =i

iii
Il

—
o
[}
th
"
it
I
1]}
<

Cancel Complete

Note: The display of forms and other sections, upon clicking an action button, depends on the
‘Triggers’ configured within the workflow.

6. Once the record is completed, it is transitioned into the next stage, i.e.,
Implementation Approval, and the record displays the statuses as configured in the

workflow.
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» Room
m l ¢ o Module o 5
QMS Democ room 2 (0w w Quaity =
caras [IEIEEEN
o ¥ a
T 17 CAPAS Y oA ' r -
- Tale Statie Type I Wiae b Mooy Srage Stage Szar,
o CAP-00012 ron Man 4 SUBNITTED CAPA plan " NGIEENEOLATION AL ARLE FOR REVEW
= o= l‘C&FVO’J?": AF WPLIMENTATION APPROVAL PINDING CAPA plan v LOW  mplemencation Approval AALAELE YOR REVEW

Note: Follow the steps from STEP 1 to STEP 6 to complete the record transition to the last
stage.

7. As the assighed authority in the last stage, access the CAPA record through the email
notification or the ‘My Assignments’ view.

> Room Module
\+ s CAPAS a 0
QMS Demo room 3 (Qm5) v Quality «
cAPAS .
Open ©
© Create CAPA @ Delete o0
N &)
i e — =) | T )
o D By Team My Submissions By Workflow
O E) By CAPA Type Favorites Conceled
Os & [z e
By Originator ;
s - B CAP-000 My Assignments
By Owner
Os & [=] caron
By Record Status
08 & (= cro
0= & [=] crox | Set Default [ Set Default for all Rooms
=« ca ance TSN =
— Next »

8. Click on the ‘Approve’ button above the Quick View panel.
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» Room Woduse o
| ’ CAPAS
QMS Deama room 3 \ - Quality =
carAs IEREEE Oper ©
one 5 Lo <) Manag e EXICUTION APPRONAL PENDING m Reguow Clailf
0 Titde SAMus
Metadata PRl Enpand Al
= AP, Flan O RLICLVED
Thle CAPA
- - CAP-QO003 CAPA RESCLVED =
APA plany
= = | CAP.CO00 AT CAPA CANCTLLED
= - | CAP.Q0005 AT CAFA L PLENENTATION APPICAAL CLA
= CARQ0006 CARA L SusmITTED ~
A
= APOCOOT AT CAPA NESDAVED
1 | ’ qF »

9. Enter the required details in the ‘Approval Execution Form’ and click on the Approve
button.

Approve Execution Approval x

« Quality Approval

QA Feedback

ITBUS ==== Paragraph v & - A W = ===
E4
Quality Approval .
By
Quality App"""o‘ﬂ dd MMM yyyy =
Assigned To -

Section Status | Claimed
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10. Once the CAPA is successfully resolved, all the authorities for whom the notifications
are enabled, receive an email stating the CAPA is resolved.

P TRIAL
# INTERACTIVE

Workflow Resolved — CAPA CAPA in QMS Demo
room 3
The CAPA CAPA in QMS Demo room 3 has been successfully resolved.
T Resolvad on 2025-04-22
+ Resolved by Editor User 01

+ Approval Comment

Open CAPA

CAP-00016 Open

CAPA

CAPA plan

11. On the CAPA records page, click on the ‘Close CAPA’ button above the Quick View
panel.
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» Room Modude )
| ’ CAPAS
QMS Dama room 5 | Qs - Quality =
caras RSN
CAM Opens O
0 CAPS a 0 Ses CAPA

= 11CAPAs Yn T Manag ® Views » i [—\W

0 Tinhe e
= Metadats Expand All
Mrmirs
= - CAP-Q0007 AY CAVA 04 AESOUVED )

CAPA
)
= ol CAP-O0008 AT Actian Her RMITTID A |
= - | CAP.ODOCS Action Plan 2 SUSITTED %
> A
- w | CAPOOOTD ALt T SUBMITTED
a - CAP-O0012 tion Man SUMMITTED ‘ Dt 25 May 2025

CAP.COONS

12. On the ‘Close CAPA’ popup, mandatorily add a comment and click on the ‘Close
CAPA’ button.
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Request Clarification

When a CAPA record progresses through the workflow stages, the assigned authorities at
each stage can request clarification or create a query for the CAPA record, based on the
workflow stage configuration.

To send a CAPA record for clarification, follow the steps below.

1. Create a CAPA record as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create CAPA section.

2. As the authority in the first stage of the approval workflow, send the CAPA record to
the second stage of the workflow, i.e., Implementation Approval by following the
STEP 1 to STEP 6 from the Approve CAPA section.

3. As the authority in the Implementation Approval stage, open the CAPA record and
click on the Claim button.

» Room Module
‘ 4 - CAPAS
QMS Demo room 3 (QMs) v Quality «
capas (EREEE
CAPA CAP-00016 Open ©

OCreate CAPA @ t Q CAPA 00003 x CAPA 00003
CAPA plan
S 1CAPA ¥ Fiters D Manage Colur W Vews~ IMPLEMENTATION APPROVAL PENOING |
Titse Status Ty

0 v tat o
B Metadata Expand All

B e k(E ovows  cumooon soreoue oo LT
CAPA 00003

APA pian

.i%-i

Q Jue Date 06 May 2025

4. Click on the ‘Request Clarification’ button above the top of the quick view panel.
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[ capooote  mpLemeNTATION APPROVAL PENDING

|
—  CAPA 00003 Complete
Metadata # Edit * Expand All Evidences
Eadencres.
CAPA 00003 00

Type CAPA plan

No Evidences Added

5. On the ‘Request Clarification’ screen, mandatorily specify the recipients, add a
description, and click on the ‘Request and Create Query’ button.

Request Clarification x
& Recipients i) © X
CcC b= (%] ®
Subject Query Clarification for CAPA CAPA 00003 in QMS Demo room 3
IBUS =E===E v A v =i= R @ Sele v

Cancel
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6. Once the record is successfully sent for clarification, the CAPA record displays the
statuses as configured in the workflow.

» Room Module ) i fec ] -
| ¢ CAPAS

QMS Demo room 3 ) v Quality =
caras RS
© Crza f a S CAPA 00003 X
Z 1 CAPA Y ng) | Y. -
Title Starus Type Impact WorkMow Stage Stage Stmivs
= - | CAP-00016 APA 0000) IPCEMENIATION APPROVAL CLAIIFCATION CAPA plan v oLOW  implementation Approval CLARFICATION |
PLIMENTATION APPROVAL CLARIPICATION CAPA plan LOW  Implementation Approval CLARIFCATION I

7. Additionally, the authority in the previous stage, i.e., Implementation, receives an email
notification stating that a clarification is required on the CAPA record.

B Query for Clarification for CAPA CAPA 00003 in QMS
Demo room 3

A clarification has been raquested for Implementation Approval of the CAPA CAPA
00003 in QMS Demo room 3

Query

1. CAPA 00003

' Query Sent By Editor User 01
T Query Date 2025-04-22
+ Workflow Worktlow (CAPA UAT)

+ Current Stage Implementation Approval
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8. As the authority in the Implementation stage, open the CAPA record and navigate to
the ‘Queries’ tab in the quick view panel and click on the >’ arrow.

CAPAS

CAPA CAPX Open ©
O vt CAPA o O CAPA 00003 x CAPA 00003
T 1CAPA ¥ Fite D Marnage ( e Vitws.» WPLENENTATION APPROVAL PEREING -
o Titin Semtus Tyae

(53] Queries .

ST >
"Ee % =] CARDOMG CAPA 0ODOI INPLEMENTATION APPSTon. PENCHNG LR NS P e

Doery [4624-2354 LT u

ry Mistory

9. Click on the ‘Respond’ button.

CAPAs

OCreateTAPA B 3 CAPA 00003 x CAPA 00003
APA phar

CAPA C7 Open ©

o 1CAPA i Marage Coha @ IMPLEMENTATION APPROWAL FENDING A

itle Statue

=] Queries
B ® %[ carooors caracooss ([N S
PINDSG
D Query Clarification for CAPA CAPA 00003 in QMS Dema rotm 3
°O Query
V. CAFA DO

o [ aspond |

.« 4 1t ot Py ‘

10. Enter the necessary response and click on the ‘Update and Save’ button.
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Queries
Metadota
) WORKFLOW 2854
| & PENDING
@ — Query Clarification for CAPA CAPA 00003 in QMS Demo room 3

Editor User 01 22 Apr 2025 04:55:45

‘ Query Clarification for CAPA CAPA 00003 in QMS Demo room 3
1 Query
O 1. CAPA 00003

Query Resolved

Update and Save

11.  As the query initiator, i.e., assighed authority in the Implementation Approval stage,
navigate to the Queries tab and click on the ‘Resolve’ button.
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= Queries

€| ’ ) N PROGAESS
@ Query Clarification for CAPA CAPA 00003 in QMS Demo room 3

)
3

| © Add Assignees |

Query Clarification for CAPA CAPA 00003 in QMS Demo room 3
Query

1. CAPA 00003

Activity

[ Respond

12. On the ‘Resolve Query’ modal window, mandatorily enter comments and click on the
‘Resolve’ button.

Resolve Query x

Resolution

Resolve -

Comments

| Resolved

Cancel
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13. Once the Query is successfully resolved, the ‘Queries’ tab displays the status as

resolved.
CAPAs :
CAPA CAF Open ©
O Create CAPA B Q. CAPA 00003 x CAPA 00003
CAPA plan
T 1CAPA Y Filters  (T] Manage Columns @ - BRERTATION APeREAL elkmwicarion) [ com o o o
10 Title Status
= Queries
LI B S R TR XN E R (MPLEMENTATION APPROVAL CLARIFICATION  V<cacas EEOVD
Query [3624-2854] Ek
e @ ;Qucry;lrstory
Retared

14. Click on the ‘Query History’ button to view the activities related to the Query.

uery Histo! x
ey Y Open ©
Activity Iy
WALCLARSICATION . | Complete || Cancet || Reject
Query from Editor User 01 Query " f ]r 1[ ]B
Response from
Query resolved by Editor User 01
1. CAPA 00003 -
) 4 oss >
Query Clarification for @
CAPA CAPA 00003 in QMS

Demo room 3

Query History

Editor User 01

Close

15. Complete the record approval by following STEP 7 to STEP 12 detailed in the Approve
CAPA section.
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Cancel CAPA

Authorities in the workflow stages can cancel a CAPA record depending on the
configurations in the workflow stages. Once an authority cancels a CAPA, the record is
removed from the workflow.

To cancel a CAPA, follow the steps below.

1. Create a CAPA record as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create CAPA section.

2. As an authority in the first stage, open the CAPA record, claim the record, and click on
the Cancel button.

» Room Module s
m l. CAPAS
QMS Oemoroom 3 (umh | w Quaity =
caras [ETSER
CAM . o
O (resrCAPA @ 3 CAPA DDOOM x CAPA 00004
= 1cAPA Y e = Mana i & Vs = i ol — .

Metadata # Edit » Collapse Al

@8 %[~ carooo7 caeacooos [EEENEETY carApun

CAPA DDOOG

3. On the ‘Cancel Implementation’ dialog box, enter the necessary comments and click
on the Cancel button.
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Cancel Implementation x

« Provide Feedback

Comment

Record Cancelled

4. Once the record is successfully cancelled, it is removed from the workflow and
displays the statuses as configured in the workflow.

5. Additicnally, depending on the notification’s configuration in the approval workflow,
the authorities receive an email notification stating that the record was canceled.
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P TRIAL
# INTERACTIVE

¥ Workflow Cancelled — CAPA CAPA 00004 in QMS
Demo room 3

The CAPA CAPA 00004 in QMS Demo room 3 has been cancelled and obsolete.
T Cancsllation Date 2025-04-22

+ Cancelled by

+ Reason for Cancsllation Record Cancelled

Open CAPA

CAP-00017 Open

CAPA 00004

CAPA plan
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Reject CAPA

Authorities within the workflow stages can reject a CAPA record based on the stage-specific
configuration. Rejections typically occur during the Approval stage by the designated
Approver. When a CAPA record is rejected, it is sent back to the previous stage. For instance,
if a record is rejected at the Implementation Approval stage, it will return to the
Implementation stage.

To reject a CAPA record, follow the steps below.

1. Create a CAPA record as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create CAPA section.

2. As the authority in the first stage, complete the record and transition it to the next
stage by following ‘STEP 1 to STEP &’ detailed in the Approve CAPA section.

3. As the assighed authority in the ‘Implementation Approval’ stage, open the CAPA
record and click on the Claim button.

CAPAs m CAIA CAS Open ©

© Creats Ca» - Q Sea CAPA 0ODOS
] Fite T Managrs Co r r -
 1acAmRs - ' ! e MPLEVENTATION AFMROVAL PENDING
e Tiale Teatien
Metadata Expand A
o CAP.0000N AT CAPA ALsOLED

CAPA 00005

= w|  CAP-00004 AT CAPA 3 CANCILLID 1”5'\‘ =
= = |  CAP-DOOOS IAT CAPA INPLEMENTATION APPRONAL CLARIFICH

%
a w|  CAP-0000& CAPA L susMitTED '
= =] CAP-00007 AT CAPA RES0IVED N L ppeesrmT:
S CAP-00008 IAT A 1 ter SUBMITIED

4 1 M 4 »

4. Click on the 'Reject’ button situated above the quick view panel.
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(YTXY oy7eam - |

CAPA CAF —_— Open ©
Nl ocreatecrra ® CAPA 00005 | Reject ’
Q ) _ CAPA plan \ =
2 Z 13CAPAs YFilters (D Manage Columns 4 Views « LB RTION APPROVAL PENDING Complete | [ Cancel | [ Request Clarification |\ Reject ]\?‘
17} Title Status
= ==l Metadata » Edit v Expand All
a ] (] CAP-00009 Action Pian 2 SUBMITTED pacocaty
Titie CAPA 00005
] = =] CAP-00010 Action Plan 3 SUBMITTED [Tg P
B ~| CAP-00012 Action Plan 4 SUBMITTED
,,,,, %
= =] CAP-00015  CAPA CLOSED Auiiteg .
0= =] CAP-00016 CAPA 00003 IMPLEMENTATION “ ve Do 06 May 2025
B & & [~] CAPOO0I8  CAPA0000S IMPLEMENTATION mpact
K 4 1 of 1 P M 4 Previous NEXT D
5. On the ‘Reject Implementation Approval’ dialog box, enter the necessary comments
and click on the ‘Reject’ button.
Reject Implementation Approval x
« Provide Feedback
Comment
Cancel Reject
6. Once the record is successfully rejected, it is transitioned back to the previous stage
and displays the statuses as configured in the workflow.
© 2025 TransPerfect Translations International, Inc. (TransPerfect).
CL: Public Page 175 of 212




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

d INTERACTIVE

» Room Module )
l s CAPAS
QMS Demo room 3 (Qus) v Quality
caras (RN
O Crea a A CAPA 00005 x
< 1CAPA Y Fiers [0 Manage mns @ Views v
0 Titke Satus Type Impact  Workflaw Stage StageStatus  CAPALead  Due Date

B e k(=] cwooe cawvacccos CEETHED) CAPAplan v ow  implementation  [TETITY 06 May 2025

cAP00018  CAPA00005 [CVNLTISL) CAPAplan v ow impiementation [ETN)

7. Additionally, the authority in the previous stage of the workflow receives an email
notification stating the record is returned for revision, depending on the notification’s
configuration in the workflow.
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P TRIAL
# INTERACTIVE

@ Action Required — CAPA CAPA 00005 in QMS Demo
room 3 was Retumed for Revision

The CAPA CAPA 00005 in QMS Demo room 3 has besen returned for revision due to
required updates or missing information

+ Current Stags Implementation
+ Stage Status Claimed

+ Retumed by Editor User 01

+ Reason for Return Reject

T Due Date NJA

CAP-00018 Open

CAPA 00005

CAPA plan

Plan Rejected

8. As the authority in the previous workflow stage, make the necessary revisions and
transition the record to the next stage.

9. Approve the record in the last stage by following the steps detailed in the Approve
CAPA section.

Important

e The display of forms, workflow status, record status, and available action buttons are
determined by the configurations set in the QMS Workflow settings.

e |f a stage has multiple assigned authorities, the record must be manually claimed by
one of them to proceed.
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ACTION ITEMS

In Quality Management, Action Items are created during the CAPA, Audit, or Non-
Conformance process, Action Items help organizations implement corrective, preventive, and
immediate actions efficiently. These tasks can trigger related processes such as Change
Management, Training, or additional risk assessments to ensure comprehensive issue
resolution.

An Action Item typically involves the following workflow stages

¢ Implementation
e Implementation Approval

Create Action Item

This section describes the process of creating an Action item from a CAPA record within the
Quality module. To initiate an Action item from a CAPA, the originator must have the ‘Create
CAPA’ action enabled in the User Management module.

Note: Additionally, the originator must be an Admin user. If the Action item is being created
by an editor user, they must belong to the assigned team and hold the necessary authority.

To create an Action Item from CAPA, follow the steps below.

1. Create a CAPA record and submit it for review by following the steps, i.e., STEP 1 to
STEP 8, detailed in the Create CAPA section.

» Room Module 0
v ' = -
QMS Demo room 3 (Qus) w Quality +
CAPAS
O Create CAPA © G CAPA-Action Item X
T 1CAPA Y Fiters (1) Manage Columns . @ Views »
] Title Status Type Impact Workflow Stage Stage Status CAPALead  DueDate
= CAP.00D19 APA-ACUION Iter SUBMITTED CAPA plan v W Implementation AVAILABLE FOR REVIEW 2025-05.07
CAP-00019 CAPA-Action Item 1 SUBMITTED CAPA plan v LOW  Implementation AVAILABLE FOR REVIEW

2. Click on the CAPA title, navigate to the ‘Related’ tab in the quick view panel and click
on the ‘Initiate’ button.
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carAs (RS
CAPA CAF ] O]X"‘o
& 5 OCresteCAPA @ Q. CAPA-Action ltem x CAPA-Action Item 1
g CAPA plan
a g Z 1¢caPA Y Fiers (D Manage Columns @ Views ~ 5 —
o Title Status Type
= 5 Related = Collapse All
CAP00019  CAPA-Action item | [ENINRHEY  CAPAplan
@
.
Q No Related Records Added
-4
> O

l‘ Mot 1 oft M 4 Prev ’

3. On the ‘Initiate Record’ modal window, select the ‘Action Item’ option.

Initiate Record x

Action Item

Create an action item that must be completed to ensure follow through.

4, On the ‘Create Action’ form, fill in the mandatory details within ‘Step 1. General Info’
and click on the ‘Next’ button.
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Create Action Item

Step1 @ O X
o Customer —
(2) Add Evidence (Organiz
" A
Supplier (Site)
Due Date 2025-04-23 & o
Team

Action Item UAT Team

Z' Check Team

Product Name

Select »
Description =) JEof] P = 8 —
IBUS ===Z= Paragraph v & v Ay EIEEE
Comments —_— =
IBUS ===Z= Paragaph v & v Av E=EE

5. Within ‘Step 2. Add Evidence’, upload a file or folder as evidence and click on the
‘Create’ button.

Create Action Item

Step2 O ® X
@ General Info

Add Evidence

Ik Browse File

Attach URL

i Browse Folders

1 Documents

Document Size Import Status
@ [ Test Document 1.docx 12.4KB

Cancel

Previous l [ Create & Submit l
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6. From the left-hand navigation pane, click on the ‘Action Items’ modal and select the
item by setting the appropriate view.

Action Items Bl

8 Delets O Action item Y x
- o
< 1 Action Item T QN v .
B Acvon llem VAT Team s
B Toam UAT Test 1 Tal Besord Starun Ty Werkflaw Srage ge Statun  Asagn Due Dare
B UAT Team s = % [=] Acion item 1 W25-04-23
Actow tgemy

7. Select the Action Item and click on the ‘Submit for Review’ button from the quick view
panel.

Action Items Tk aevion

x Action item 1

@ Doete 9 Action Item 1

_ ORAFY
pManaee Colurmrst B Ve -

1 Action ttem Y Fins

Tile Rucord Status  Typw  Werklaw Stape  Sta Metadata 7 Fdit

Artion ftem 1
T Action tem 1
Es

=)

8. Enter the necessary comment in the ‘Submit for Review’ popup and click on the
‘Submit’ button.
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Submit For Review x

Record will be locked for editing, after submission.
Submit Record?

Comment

Submit for Review{

9. Choose the appropriate workflow from the ‘Workflows’ wizard and click on the ‘Select’
button.

Workflows x

Select Workflow

Available Waorktiows

UAT Action Item

Workflow (Action Item UAT)

Cancel

10. Once the Action Item is successfully transitioned to the first stage of the workflow.
The ‘Record Status’, ‘Workflow Stage’, and ‘Stage Status’ display statuses as
configured in the workflow.
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l\ Room Module
¢

Action items o .
QMS Demao room 1 | ws ) w Quality »
Action Items m

Q  Action item 1 »
< 1 Action Item T Flters T Manage . =
Thie Recerd Statis  Type Warkfiow Stage Stage Statis Asvigned Ty Due Dazn
) ) r susMmITTED Action Item Type 2 Implementaton AVALAZLE POR ZEVIEW 20250507
Action item 1 SUBMITTED Action item Type 2 Implementaiton AVAILABLE FOR REVIEW

11. Once the record enters the first stage of the approval workflow, the authority receives

an email notification about the CAPA record with CAPA details and a clickabkle ‘Open
CAPA'’ button to open the record.

» TRIAL :
# INTERACTIVE

» Action Required — Action Item Action Item 1 in QMS
Demo room 3 is Available for Review
The Action ltem Action Item 1 in QMS Demo room 3 is now available for review
+ Current Stage Implementaiton
+ Stage Status Unclaimed
+ Submitted By |

"7 Due Date N/A

Open Action ltem

AAA -00009

Action item 1

Action ftem Type 2
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¢ Email notifications about record transitions are sent to the relevant authority types
based on the Approval Workflow configuration.

¢ The number of stages an Action item progresses through, along with its record and
stage statuses, is determined by the configured Approval Workflow.

o |If more than one workflow is identified based on the record types, users can choose
from the available workflows list.

e If only one workflow is identified based on the record types, the records automatically
enter that workflow without displaying the selection wizard.
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Approve Action Item
When an Action item enters the approval workflow, the designated authorities are
responsible for advancing the record through each stage until it reaches the final stage. At

the final stage, a user (typically an Approver) reviews and approves the record, thereby
resolving it.

To approve and resolve a record, follow the steps below.

1. Login as a user who is assigned as an authority in the first stage of the workflow and
click on the ‘Open Action Item button from the email notification.

» TRIAL 7
# INTERACTIVE

» Action Required — Action Item Action Item 1 in QMS
Demo room 3 is Available for Review

The Action ltem Action Item 1 in QMS Demo room 3 is now availabls for review
+ Current Stage Implementaiton

+ Stage Status Unclaimed

+ Submitted By |

™7 Due Date NVA

-—————————————————— =

Open Action item

AAA 00009 Open

Action item 1

Action Item Type 2

2. Additionally, users can access the Action Item assigned to them by setting the My
Assignments view from the dropdown at the top.

3. On the Action Item records screen, click on the ‘Claim’ button.
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. » Room Module
3

i Action Iterms
QWS Demo roame 3 hd Quality w
Action ttems [T
ACTION ITEM Ak o ©
o -+ N f Acvan item 1
B Actioe dwe= AT Team . O A0 ey T Fiens . M suBMITTED M .
B Teem uaT TEm ' Trle Samard S
Metadata
B VAT Tewn 1 - — rt .
Action kem )
in) ALTI) WY .
2 mrer
a = aesover
& - an RO .
v
" ® ta
=2 e CAnCILL AT Ta
©) 4
usaTT ’
‘" .o « N1 D

Note:

e The ‘Claim’ button appears when there are multiple authority types in the workflow
stage, and any one of the authorities should manually claim the record.
e |f there is only one user in a stage, the record is auto-claimed.

4. Once the assigned authority clicks the ‘Claim’ button, the record is claimed by that
authority and the action buttons appear as configured in the workflow.

s » Room Module Action Item °
oo l ¢ QMS Demo room 3 (QMs) » Quality = Action ltem 1 +
‘ €| AAR-00009
e ACtion Item 1 I Complete || Request Clarificetion || Cancel | o
Metadata o Evidence | Complete ] ‘ Request Clarification | \ Concel \J m
Evidence —_— . -
Twie  Action ftem 1 2696450 -
. Resoted Test Document 1.docx
Type  Action item Type 2 ’
Submitted By Submitted On

C L BE 23 Apr 2025
B R
pplier (Sive
07 May 2025 Workfiow
Team*  Action item UAT Team
D
2 o

Description
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5. Click on the ‘Complete’ button, fill in the necessary details in the ‘Complete
Implementation’ form, and click on the ‘Complete’ button.

Complete Implementaiton x

v Provide Feedback

Comment

Cancel Complete

Note: The display of forms and other sections, upon clicking an action button, depends on the
‘Triggers’ configured within the workflow.

6. Once the record is completed, it is transitioned into the next stage, i.e.,
Implementation Approval, and the record displays the statuses as configured in the

workflow.
2 > Room Module
£l . ‘ S Action e o
QME Demo room 3 - Quality »
Action Items [IEESIIEE
1 Action Item 1 x
-8 .
2 1 Actign item Tin o

B Action mem UAT Tear

B feam LAT Test 3 Tithe Borerd Smtis Tyoe e L

B uAY Toao Al - " IMPLIMEVIANON ARPRINAL FENDING ACDON e Type 7 Irplemmentation Approval  SWLe TOK Atvew

7. As the assigned authority in the last stage, access the Action Item through the email
notification or the ‘My Assignments’ view.
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> hoom
‘ ' QM3 Durss oam 3 (i) w

Action items [k

8 (e

< & Action ftems

O Thia

0Om [=3  UAT Acxion e it
(MR- | (=] aAxeaten2
Cm w (=] acenmins
- w Sl aceomms

(] - (=] Ao tum

(=i - =] Ao tem 6003

fy Teirer

8y Acnon tem Type

8y Organzation

By Ognator

By Ownes

By Retord Status

My Strmissian

Favontas

wa

By Workflow

Canceleoa

e Rden e

§ Agr 2024

A Aor 2025

LAer 25

440 2025

1 Mary 2028

7 Mary 025

Lol M

8. Open the Action item, claim the record and click on the ‘Approve’ button above the

Quick View panel.

» Hoom
I
QMS Oerme roam § (Qwr) w

Action items (DS

™

< 6 Action items

Acton flemn 1

Module
Action ®ems
Quality w»

LA

SI0LWD

PLEMENTATION SLRCTID

WWFLEMENTATION APFRCAAL PENDING

BUMMATTED

Tepn

AHon tlem Type

Action tem Type

Litectiveness Che

Action tem Type

Action ftem Type

Action item Type

NPLEVE VIR APPRINVAL PENDING

E Metadata

Action ftem 1

9. Enter the required details in the ‘Approval Form’ and click on the Approve button.
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Approve Implementation Approval x

+ Provide Feedback

Comment

Cancel Approve

10. Once the Action Item is successfully resolved, all the authorities for whom the
notifications are enabled, receive an email stating the Action Item is resolved.

P TRIAL
# INTERACTIVE

Workflow Resolved — Action Item Action Item 1 in QMS
Demo room 3

The Action Item Action Item 1 in QMS Demo room 3 has been successfully resolved.
"7 Resolved on 2025-04-23
+ Resolved by Editor User 01

+ Approval Comment

Open Action ltem

AAA 00009 Open

Action item 1
Action item Type 2

Resolved
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11. On the Action Item record page, click on the ‘Close Action Item’ button above the
Quick View panel.

» Room Module . 0
l ¢ 5 Action Items
QMS Demo room 3 (Qms) w Quality «
Action Items [IEEER

ACTION ITEM 2AA 09 Open ©

a Q Search Action Item 1
Actian ltem Type 2
Z 6 Action Items Y Fllte: (Tl Manage Columns @ Views » s Clade Action lam o =]
¢ Title Record Status Type Wou
= = Metadata
3] [=] wuaTActionitemo1  [RESoweD ActionftemType1  Imj (i
Title Action Item 1
O & (=] ActionPan2 RESOLVED Action tem Type 1 Imj @
‘ Action Item Type 2
=] [=] ActionPlan 3 IMPLEMENTATION REJECTED  Effectiveness Check  Imyj |

| =] Action Plan 4 CANCELLED Action item Type 1 Imj Relace
B2 % [=] Actionttem? [ resoLveo | Action tem Type 2 Imyj

R Due Dates | 07 May 2025
) @& =] Action rtem 0002 SUBMITTED Action tem Type 1 Imj Tearr Action item UAT Team

@) 3

R ] » N 4 U »

12. On the ‘Close Action ltem’ popup, mandatorily add a comment and click on the ‘Close
Action Item’ button.

Close Action Item X

Do you want to Close Action Item Action Item 1

Closure Comment®

Close Action Itenﬂ

Dismiss Close Action Item .
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Request Clarification

When an Action Item progresses through the workflow stages, the assigned authorities at
each stage can request clarification or create a query for the CAPA record, based on the
workflow stage configuration.

To send an Action Item record for clarification, follow the steps below.

1. Create an Action Item as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create Action Item section.

2. As the authority in the first stage of the approval workflow, send the Action item to
the next stage of the workflow, i.e., Implementation Approval by following the STEP 1
to STEP 6 from the Approve Action Item section.

3. As the authority in the Implementation Approval stage, open the Action Item and
click on the ‘Claim’ button.

» Room Module ) 2
l ] A Action Items
QMS Demo room 3 (Qms) w Quality +

Action Items BUACLES

ACTION ITEM 244 Open ©

8 Q Search Action Item 0002
C 6 Action Items ¥ Filte {0 Manage Columr ® Views - IAPLEMENTATION APPROVAL PENDING =]
Tithe Record Status Type
! Metadata
(3] I;«‘ AT Action item 01 RESOLVED Action Item Type 1

Action Item 0002

] @& =] ActionPan2 RESOLVED Action item Type 1 @
= Action item Type 1
=] Action Plan 3 IMPLEMENTATION REJECTED Effectiveness Check
] =]  Action Plan 4 CANCELLED Actlon Item Type 1
- ] Action item 1 CLOSED Action item Type 2 q

B O k() Adontemoon Adion em Type 1
O 7 Check Team

M 4 1 of? PN 4 Previous xtp

4. Click on the ‘Request Clarification’ button above the top of the quick view panel.
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- » Room Module Action Item o
o l id QMS Demoroom 3 (Qums) w Quality + Action Item 0002 =
"‘l AAA -00010
—  Action Item 0002
Metadata Evidence Request Clarification |
Evidence.
Action Item 0002 °°
Action Item Type 1 o
07 May 2025 O
Action Item UAT Team No Evidence Added
2 &
© Add Evidence
Description

5. On the ‘Request Clarification’ screen, mandatorily specify the recipients, add a
description, and click on the 'Request and Create Query’ button.

Request Clarification x
& Recipients [x) x
cC
Subject” Query Clarification for Action Item Action Item 0002 in QMS Demo room 3
IBUS === & v A v Ei= 7| e ontsize WV
Cancel
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6. On the record is successfully sent for clarification, the CAPA record displays the
statuses as configured in the workflow.

» Room Module )
l d - 5 Action Items
QMS Demo room 3 (QMs) w Quality =
Action Items [EREII
@ Deiat Q. Action Item 0002 x|
< 1Action Item Y Filters [0 Manage Columns @ Views «
Title Record Status Type Workfiow Stage Stage Status
] ] |Action Item 0002 IMPLEMENTATION APPROVAL CLARIFICATION  Action Item Type 1 Implementation Approval  CLARIFICATION
Action item 0002 IMPLEMENTATION APPROVAL CLARIFICATION  Action Item Type 1 Implementation Approval CLARIFICATION

7. Additionally, the authority in the previous stage, i.e., Implementation, receives an email
notification stating that a clarification is required on the CAPA record.

» TRIAL
# INTERACTIVE

$ Query for Clarification for Action Item Action Item 0002
in QMS Demo room 3

A clarification has bsen requestsd for Implementation Approval of the Action Item
Action Item 0002 in QMS Demo room 3

Create Query

! Query Sent By Editor User 01
"7 Query Date 2025-04-23
+ Workflow Workflow (Action Item UAT)

+ Current Stage Implementation Approval
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8. As the authority in the Implementation stage, open the Action Item and navigate to
the ‘Queries’ tab in the quick view panel and click on the >’ arrow.

CAPAS

CAPA CADAX Open ©
O CiviteCAPA B O CAPA 00003 x CAPA DDOO3
T 1CAPA ¥ Fite D Manage e Views. = WPLENENTATION APPROVAL PEREING -
o Titin Semtus Tyse

f': Queries

Doery [4624-2354 LT u
— Query Mistory

"Ee % =] CARDOMG CAPA 0ODOI INPLEMENTATION APPSTon. PENCHNG LR NS P

9. Click on the ‘Respond’ button.

== » Room Module . )
i l 9 Action Items
QMS Demo room 3 (QMs) w Quality +
Action Items
ACTION ITEM AA Open ©
@ Delet Q. Action item 0002 x Action item 0002
Action ltem Type 1
o Filters M e Colums VIews v —
2 1 Action Item ¥ Fil Colum ® Vie IMPLEMENTATION APPROVAL CLARIFICATION
Titte Record Status Type
= Queries
B k(S Adonremoon cton e, [
€ §Es wowo
@ Query Clarification for Action Item Action Item 0002 in QMS D..
% To
Feéecnd Sall Joshi
0
LI | 1 f1 L 4 »

10. Enter the necessary response and click on the ‘Update and Save’ button.
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= Queries

Y WORKFLOW 285¢
- ’ i e ; ) PENDING
- Query Clarification for Action Item Action item 0002 in Q...
B y

Query Clarification for Action Item Action Item 0002 In QMS Demo
room 3
Create Query

1. Action ftem 0002

9 Response

Update and Save I

11.  As the query initiator, i.e., assighed authority in the Implementation Approval stage,
navigate to the Queries tab and click on the ‘Resolve’ button.
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@ Queries
Metadata
—— WORKFLOW :
[ & ’ IN PROGRESS
@ —— Query Clarification for Action item Action Item 0002 in ...

| © Add Assignees

Editor User O

Subject

Query Clarification for Action Item Action item 0002 in QMS Demo
room 3

Queries
O Create Query

1. Action Item 0002

Activity

. Respond_]

12. On the ‘Resolve Query’ modal window, mandatorily enter comments and click on the
‘Resolve’ button.
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Resolve Query

Resolution
Resolve

Comments

' Query Resolved

Cancel

[ ]

13. Once the Query is successfully resolved, the ‘Queries’ tab displays the status as
resolved.

Action Items [Elind

2 1 Action ltem

ACTION ITEM AAA Open ©
Q Action Item 0002 x Action Item 0002
Action ltem Type 1
Y Filters D Manage Columr T VIews » = <z
IMPLEMENTATION APPROVAL CLARIFICATION approve | [ Reject | [+]
Title Record Status Type
R [so
B ok [=] Aconremoon? [T lrLn]  Acion tem Ty o
Query [4624.2856)

| Query History

B,
b
e

CL: Public

14. Click on the ‘Query History’ button to view the activities related to the Query.
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Query History x »
Open

Activity

E=Sjme

Response from

Query resolved by Editor User 01
1. Action Item 0002

Query Clarification for m
Action Item Action Item
0002 in QMS Demo room

3 Query History

Fditor User 01

Close
Wardlow
K 4Previous | 1 of I Nexth N 4 Previous Nextp

15. Complete the record approval by following the steps, i.e., STEP 7 to STEP 12, detailed
in the Approve Action Item section.
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Cancel Action Item
Authorities in the workflow stages can cancel an Action Item record depending on the
configurations in the workflow stages. Once an authority cancels an Action Item, the record is

removed from the workflow.
To cancel an Action Item, follow the steps below.

1. Create an Action Item record as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create Action Item section.

2. As an authority in the first stage, open the Action Item record, claim the record, and
click on the Cancel button.

Action Items (i
ACTION ITEM AAA 1 Open ©
! - Q Action Item 0003 x Action item 0003
=2 Action Item Type 1
o Fllter M Manage Columr Views ~ Fa
2 £ 1 Action Item Y TI M3 7 G Compivtn | [ Bequastt

Record Status  Type Warkdlo

Title

4 Stage
== Metadata  » Edit
B 8 % (=] Actonitem 0003 Action Item Type 1 Implementaiton ([T Metades

Title Action item 0003

Ta

3. On the ‘Cancel Implementation’ dialog box, enter the necessary comments and click
on the Cancel button. Once the record is successfully cancelled, it is removed from the

workflow.
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Cancel Implementaiton x

+ Provide Feedback

Comment

Cancelled

4. Additionally, depending on the notification’s configuration in the approval workflow,
the authorities receive an email notification stating that the record was canceled.

P TRIAL
¥ INTERACTIVE

X Workflow Cancelled — Action Item Action item 0003 in
QMS Demo room 3

The Action ltem Action item 0003 in QMS Demo room 3 has been cancelled and
obeolete.

T Canoellation Date 2025-04-23
+ Cancelled by

+ Reason for Cancellation Cancelled

Open Action Item

AAA 00011 Open

Action item 0003

Action item Type 1

Cancelled
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Reject Action Item

Authorities within the workflow stages can reject an Action Item record based on the stage-
specific configuration. Rejections typically occur during the Approval stage by the designated
Approver. When an Action Item is rejected, it is sent back to the previous stage. For instance,
if a record is rejected at the Implementation Approval stage, it will return to the
Implementation stage.

To reject an action item, follow the steps below.

1. Create an Action Item as an originator user and send it to the first stage of the
approval workflow by following the steps detailed in the Create Action Item section.

2. As the authority in the first stage of the approval workflow, send the Action item to
the next stage, i.e., Implementation Approval by following the STEP 1 to STEP 6 from
the Approve Action Item section.

3. As the assigned authority in the ‘Implementation Approval’ stage, open the Action
Item record and click on the Claim button.

Action Items BRI ,
ACTION ITEM AAA -00012 Open ©

- Q. Action item 0004 x Action item 0004 Claim
Action ltem Type 1
~ z Fiters [T Manage Columns Views » i
< 1 Action Item Y Filters. [0 Manage Columns @ Vie IMPLEMENTATION APPROVAL PENDING Claim “

m Title Record Status T
‘ =] Metadata
B % (5 Aconitemoon: 1 =

Action item 0004

N3d0

B
o Action Item Type !
b}
o
‘ Due Date
®) 07 May 2025

4. Click on the ‘Reject’ button situated above the quick view panel.
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Action Items [EAcinal

;3 ACTION ITEM AAA -00012 Open ©
@ Delet Q Action Item 0004 x P Action item 0004

Action ltem Type 1

N3d0 »

x| i Filters M Manage Columns » Views » ¥
< 1 Action item Y uanage Loem ® Views IMPLEMENTATION APPROVAL PENDING [ Approve |

M Title Record Status g
- g Metadata
B & () Acioniemooos oo

Title

@ Action item 0004

" Action Item Type 1

:.%n Cu mer (Or
LY .

Queries
O Due Date

07 Mav 2025

5. On the ‘Reject Implementation Approval’ dialog box, enter the necessary comments
and click on the ‘Reject’ button.

Reject Implementation Approval x

« Provide Feedback

Comment

Cancel Reject

6. Once the record is successfully rejected, it is transitioned back to the previous stage
and displays the statuses as configured in the workflow.
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Action Items BRSNS
o Q@ Action Item 00004 X
Z 1Action Item Y Filters [0 Manage Columns @ Views v
0 Title Record Status Type Waorkflow Stage Stage Status  Assigned To  Due Date
e [~ || Actionitem 00004 | IMPLEMENTATION REJECTED  Action Item Type 1 Implementation Approval REJECTED 07 May 2025
Action Item 00004 IMPLEMENTATION REJECTED Action Item Type 1 Implementation Approval REJECTED
{ 4 1 of V L |

7. Additionally, the authority in the previous stage of the workflow receives an email
notification stating the record is returned for revision, depending on the notification’s
configuration in the workflow.

8. As the authority in the previous workflow stage, make the necessary revisions and
transition the record to the next stage.

9. Approve the record in the last stage by following the steps detailed in the Approve
Action Item section.
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AUDIT TRAIL

An Audit Trail is a chronological, security-relevant record that captures and displays the
actions performed on a document. It provides evidence of all changes made by all users. The
following section outlines the available filters for viewing and analyzing the audit trail.

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

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 eTMF module, follow the steps below.

1. Navigate to the Quality module within the QMS room, or click the Module dropdown
and select the Quality module option.
2. On the eTMF screen, navigate to the left-hand menu and select the Audit Trail modal.

\:

Room

QMS Demo room 3 (QM

Audit Trail

Actions Taken

v

0- 0 of 0 (0 selected)

Incidents Y

Select Created By

v

Module
Quality ~

Audit Trail

Quality Review

ers Management

3. The Audit Trail screen displays options to apply certain filter criteria and export the
audit trail details.
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Audit Trail Process
To retrieve the audit trail detail, follow the steps below.

1. On the Audit Trail screen, specify a parameter from the available dropdown options.
e Incidents
e CAPAs
e Action Items
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. If the user wants to add the Subform created within the particular parameter, click the
check box of the Include Subform option.
7. Click on the Apply button.

» Qeaan Motus
4 l, = Mt Toad
OMiDessroom) il e Qualiy

Audit Trail oo

2 2 » v 2

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.
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Audit Trail Parameters

Users can retrieve the audit trail based on selected parameters. The options in the ‘Actions
Taken’ dropdown are displayed according to the chosen parameter.

e Incidents
e CAPAs
e Action Items

» Room Module ; y
l g Audit Trail

QMS Demo room 3 (Qus) v Quality =

Audit Trail [imncidents ~

By 2025-03-23

CAPAs

Actions Taken v

Action Iltems

0 -0 of 0 (0 selected

Follow the steps below to view the audit trail for all the parameters:

Click the drop-down menu displayed next to the Audit Trail page Title.

Select the Incidents option to search documents.

Select the appropriate option from the Actions Taken dropdown menu.

Enter name(s) in the Select Created By field.

Click the Calendar icon to select the Start Date and End Date for the documents.
Enter the Document ID in the document ID field if needed/available.

Check the box of Include Subform if the user wants to include the Subform along with
the created incident.

8. Click the Apply button.

NoOhAwN e

The audit trail information will be presented as shown below, based on the selected
parameters:

» LI Mosue
0 ll Ppep— " - - Austd Tewd ‘
Audit Trail

= MO T - Wnoed - - .

OS24 22 Sttt D Lo (B R ) O wuitfow - Dam cxten WP Uil wew, Suge Mg
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Audit Trail Filters

Users can apply additional filters to the selected parameter. The following filters are available
in the Audit Trail modal, allowing users to retrieve specific data.

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 upon the parameter
selected. Users can either select all actions or select specific actions by clicking on
their respective checkboxes. Select Created By: In the Select Created By field, users
can specify one or more usernames associated with document creation in eTMF. When
a username is selected, the Audit Trail screen filters and displays records
corresponding to the specified user.

l). Room

QMS Demo room 3 (Qms)

Audit Trail Actionitems ~

Actions Taken v | | kelect Created By

Select All Clear

Cancel Action Item

[v] Edit Record

SIS >

(v] Metadata Update

(+ Lock Record

(+) New Record

(v] Qc workflow - Approve Actionitem

[l A AN tAriFlan  Flnie Artinnitam

2. Select Created By: In the Select Created By field, users can specify one or more
usernames associated with document creation in eTMF. When a username is selected,
the Audit Trail screen filters and displays records corresponding to the specified user.
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l‘b Room Module
g QMS Demo room 3 | @" v Quality =

Audit Trail Action Items v

Actions Taken Al | X |

Select All Clear

&

")  Activity Date

[J  2025-04-10 07:04:

[0  2025-04-10 07:04:

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.

» Room Module : :
l‘ Audit Trail
QMS Demoroom3 (QuMs) w Quality =
Audit Trail Action Items v
Actions Taken v Select Created By 2025-03-23 [F5] - zozs-o.:-zz Q Recofd ID
Oct
March ;2 day
Nov
v w, v We T f ‘e
1-250of 57 (1 selected) Dec March 2025
2025 1
(w]  Activity Date Created By Bcord
Feb 2.3 4 8 & ¥ 8
.04-10 07:04: Mi
2025-04-10 07:04:28 EDT ar 5 10 11 12 13 14 15 tion
Apr
16 17 18 19 20 21 22
2025-04-10 07:04:28 EDT tion
2a 25 26 27 28 29
] 2025-04-10 07:04:28 EDT 30 31 tion

4. Record ID Filter: The Record ID field allows users to retrieve audit trail 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. As per the selection of the parameters the Record ID gets changed.
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» Nare Mocdtale
m | p

QM5 Derme roen § - Qualiny =

Awtl Trall

Audit Trall

0 sedecnad|

5. Include Subform: The Include Subform checkbox is used when the activity has a
Subform along with it.
Example: QC Workflow - Claim CAPA, QC Workflow - Return Document Back, etc.

= » Soom rodue )
13t l, At Trad
QM Deme ream § - Quaity »

Audit Trail  cwa

6. Apply: The Apply button display the data related to selected parameters or the
criteria that is set by the user.

> *oam Medulr |
‘ ‘ At Trall
QM1 Demo rzem 1 - Quatiy =

Audit Trail  carm

7. Refresh: The Refresh button is visible and accessible when the audit trail results are
displayed. When a parameter or a filter is updated, users need to click the Refresh
button to update the audit trail records as per the newly applied filters and
parameters.
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> Room Module
| ‘ Audit Trail
QMS Demo room 3 (o v

0 Quality v +
Audit Trail  caeas .

Actions Taken .

Select Created 8y 2025.03.23 3 = 20250422 (3 Q ge

125 0f 921 (0 selected)

Activity Date Created By Record Record Name Acthvity Type
2025-04-22 06:53:21

Activity Related Data
CAP-00018 CAPA 00005

QC Workflow - Claim CAPA WF: Workdlow (CAPA UAT), Stage: implementatic.
202504-22 06:53:26 EDT CAP-00018

CAPA DO0OS Lock Record
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Export Audit Trail

To export the Audit Trail data, follow the steps below.

1. On the Audit Trail screen, click on the Export button.

» ¥oom Maase o
‘. Al Tral
oYLy S—— - Guatiy -

Audit Trail o

2. On the Audit Trail, Export pop-up displaying the success message, click on the Get
Results button.

Audit Trail Export
Q P

Room: QMS Demo room 3

Success! Task is complete.

Get Resulis

3. Download the Microsoft Excel Worksheet containing the export data into the local

system.
] @'F X
> + ‘ » ThisPC > Downloads v D Search Downloads y-]
Organize v New foider =S 0
B This PC (o Name Date modified ol
B 30 Objects - Last week (5)
Bl Desktop ail
= Documents RN
.
& Downloads 8.
D Music :
|
= Pictures
(5
B Videos -~ Last month (5)
s Local Disk (C2) 8. o
- - .
== pngjobs (\\pnqa v < >
File pame CAPA Audit Trail_QMS Demo room 3_2025-04-22 08-47-49 303
Save as type: - Microsoft Excel Worksheet v
A Hide Folders Save Cancel

4. On the downloaded file, click on the CAPA Audit Trail Header tab to view the header
related details.
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B CAPA Audit Trail_ QMS Demo room 3_.2025-04-22 08-40-20 090 - Excel £ Sear
File L(g_n:s Insert Page Layout Formulas Data Review View Developer
[ D A Calibri Jun A A | E=E] 2 e | BwnpTat
fasa \3 B I U~ H- d~A-~ == 5 Merge & Center
Clipboard & Font [ Alignment
C16 . 2
A
. a P
2
3
\
5
6 CAPA Audit Trail
7 QMS Demo room 3
8 Exported On: 2025-04-22 08:40:20 (Eastern Standard Time)
9 Exported By: . = B ]
10 Time Zone: Eastern Standard Time (UTC-05:00) Eastern Time (US & Canada)
11 From: 2025-03-23 03:00:00
12 To: 2025-04-23 02:59:59
Activity Types: Cancel CAPA,Close CAPA Edit Record,Metadata Update Link
Topics,Lock Record,New Record,Open Document Metadata,QC Workflow -
Approve CAPA,QC Workflow - Claim CAPA,QC Workflow - Clarification,QC
Workflow - Decline CAPA ,QC Workflow - Exclude,QC Workflow - In
Progress,QC Workflow - Release CAPA ,QC Workflow - Return Document
13 Back,QC Workflow - Swim Lane,Query - Create, Query - Resolve,Query -
14 Include Subform: Yes
15
16|
I CAPA Audit Trail_Header I CAPA Audit Trail )
Ready @

5. Click the CAPA Audit Trail tab to access audit trail details.

3o " wn Laywd 1ruse ds  Deww Decitize e

T CAPA

Netuan Docme

Vrtstda pdis
Vntacus utas
Virtacs pder
Metac s fots
Quatty Approvs Metodatd oot
i Cualty Approws New QualtpApovo s
% Q5 Workfow - Claem CAPA

Artactets syciste
Metaciss et

Velsiet s etas
Securty update

Vrtade yads

Urtacsls yads

Hew fosesanwa

OC Workdiow - Claew CAPA

Wetaciata pcate
Vntaciea et
Vetacter s getae
{20 Werkdom - Swan L
Vetactata getate

I CAPA Auett Tosl
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