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Executive Summary

Managing quality events in life sciences is inherently complex — organisations must simultaneously
track multiple event types across global sites, satisfy stringent regulatory requirements, maintain
complete audit trails, and ensure every deviation, complaint, or CAPA is investigated and closed
within defined timelines. Without a structured approach, quality teams face fragmented data,
inconsistent processes, missed escalations, and the very real risk of regulatory findings during
inspections. The stakes are high: poor quality event management can compromise patient safety,
erode product integrity, and expose organisations to enforcement action. This whitepaper
addresses that challenge directly — providing quality and systems leaders with a clear framework
for designing, configuring, and governing Quality Event Data Models in Veeva Vault QMS. From
understanding what a quality event is and why it must be managed, to choosing the right data
model architecture and navigating complex migrations, the guidance within equips organisations to

build a quality event infrastructure that is compliant, scalable, and built to last.

Strategic Takeaways for Leadership

For QA and IT Leaders

The architecture of your Quality Event data models directly determines your regulatory defensibility,
inspection readiness, and ability to scale. Decisions made at configuration time — particularly

standalone enablement — are permanent. Invest in process workshops and future-state modelling
before any configuration begins.

For Operations and Compliance

Standalone models deliver measurable improvements in reporting precision, lifecycle control, and
integration capability, but only when the migration is planned and governed rigorously. A poorly
managed cutover creates data integrity risk and potential inspection findings.

For Executive Sponsors

Veeva Vault QMS, when configured with purpose-built Quality Event data models, enables
organisations to replace fragmented, manual quality processes with a single, compliant, traceable
system of record — supporting both regulatory excellence and continuous improvement at scale.
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1.What Is a Quality Event?

A Quality Event is any occurrence — planned or unplanned — that could affect the safety, efficacy,
identity, strength, or purity of a product, or that has the potential to deviate from regulatory
requirements, internal SOPs, or customer specifications. In a life sciences context, quality events
are the primary mechanism through which organizations detect, investigate, resolve, and prevent
recurrence of quality failures.
Quality events are not limited to manufacturing defects. They span the full product lifecycle — from
supplier audits and incoming material inspections through clinical trials, commercial manufacturing,
distribution, and post-market surveillance. Any signal that something did not go as expected — or
that a risk exists — qualifies as a quality event.
The Quality Event data model in Veeva Vault QMS serves as the central framework for managing
all quality-related issues—such as Deviations, Complaints, Audits, and similar events—within a
unified object structure. It leverages Vault's object-based architecture to standardize processes, link
related records, and enable complete traceability across quality activities.
Veeva explicitly notes that QMS supports deployment of Deviation, Complaint, Audit, Lab
Investigation, Change Control, and CAPA processes using standardized lifecycles, workflows, and
data models that reflect industry best practices. The Quality Event object plays a key role in
enabling these processes
The Quality Event is a standard Veeva-delivered object within the QMS data model. It acts as a
parent or umbrella object for various types of quality incidents.
The object captures foundational information about the issue, such as:

* Description of the event

* Impacted product, site, or process

* Initial assessment

» Event categorization

» Risk or severity ratings (when QRM is used)
Managing quality events effectively is central to maintaining regulatory compliance, operational
excellence, and continuous improvement within life sciences organizations. Veeva Quality Vault
provides a modern, cloud native platform to manage these events consistently and traceably across

global operations.
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2.Why Quality Events Are Managed

Quality event management serves five interconnected purposes:

Regulatory Compliance: Regulatory agencies — including the FDA (21 CFR Parts 211,
820), EMA, and ICH — require documented evidence that organizations detect, investigate,
and remediate quality failures. A quality event record is the primary unit of evidence in an
inspection.

Patient and Consumer Safety: Quality events act as early warning signals. Unmanaged
deviations or uninvestigated complaints can reach patients as substandard or harmful
products. A robust QMS converts these signals into structured investigations before harm
occurs.

Operational Excellence: Recurring events illuminate systemic process weaknesses. Root
cause analysis and CAPA systems transform individual failures into durable process
improvements, reducing cost of poor quality (COPQ) over time.

Audit Readiness: Every quality event record, with its full audit trail, investigation history,
and linked documents, constitutes a regulatory artifact. Organizations that manage events
well are inherently more prepared for FDA, EMA, and notified body inspections.
Continuous Improvement: Quality event trend data — event types, frequencies, cycle
times, recurrence rates — feeds KPI dashboards and management review processes,

enabling data-driven quality strategy.

A quality event is not just an administrative record — it is the formal mechanism by which an

organization demonstrates to regulators, customers, and itself that it has the capability to detect,

understand, and control what happens in its operations.
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3.Managing Quality Event Data Models in Veeva
Quality Vault

Most quality processes do not exist in isolation. Complex quality events span multiple objects,
involve multiple stakeholders, and may trigger cascading downstream records. This section explains
how to model these relationships with precision.

Veeva Quality Vault supports multi-object relationships through reference fields, relationship fields,
and related object sections. When modelling complex event hierarchies, consider the following
configuration approaches:

e Parent-Child Relationships: Use reference fields (e.g., Linked Deviation on a CAPA
record) to establish directional ownership. The parent record should always be the
originating event.

e Many-to-Many Relationships: A single CAPA may address multiple Deviations, and a
single Deviation may generate multiple CAPAs. Use relationship objects or multi-value
reference fields to support this.

o Related Object Sections: Configure Related Object sections on each record type to give
users at-a-glance visibility into all linked records without navigating away.

¢ Relationship Field Naming: Prefix relationship fields with the source object code (e.g.,
DEV_LinkedCAPA, COMP_LinkedCAPA) to avoid ambiguity across object types.

3.1. Standard Lifecycle State Map

The table below outlines a standard lifecycle for complex quality events (applicable to Deviations
and Complaints with minor variation). Configuring lifecycle states consistently across event types

reduces training complexity and improves cross-process reporting.

Initiation Event is identified and logged in the system Event Owner
Investigation Root cause analysis performed and documented Investigator
Review & Approval Management review: regulatory sign-off if QA Manager
required
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Effectiveness Check  Confirm sustained resolution over defined period QA Owner

Veeva allows switching from the standard Quality Event object type model to a standalone Quality

Event object for specific processes

3.2. What Are Quality Event Object Type Models?

Quality Event Data Models define the object structures, fields, relationships, and lifecycles that
underpin quality event records in Veeva Quality Vault. These models support a wide range of quality
processes—Deviation, Audit, Complaint, Change Control, CAPA, and more—shipped by Veeva as
part of its Quality Management System (QMS) application suite.

e Each model governs:

e The event types available for data capture

e Workflow routing and lifecycle states

e Relationships among records (e.g., linking Deviations to CAPAS)

e Required fields, entry criteria, and supporting document rules

e Automation of related processes, such as Effectiveness Checks
These standardized models ensure that organizations follow consistent, validated quality processes

aligned with industry best practices.

3.21. Common Types of Quality Events

The following event types are the most commonly managed within a Quality Management System

(QMS):
Event Type What It Captures Triggered By

Deviation Any unplanned departure from an Operator observation, batch

approved process or specification review, equipment alert

CAPA Structured response to a root cause; Deviation, audit finding,
defines corrective and preventive complaint trend
actions
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Event Type What It Captures Triggered By

Change Control Managed modification to a process, Process improvement,

equipment, material, or system regulatory update, site change

Root Cause

Structured representation of Quality Event object-type connectivity to related process objects across
the Veeva Vault QMS ecosystem

3.3. What is Standalone Quality Event Data Models

While Veeva delivers standard event models out of the box, there are cases where an organization
needs a dedicated object instead of using a shared object type under the Quality Event umbrella.
For example, a company may want to manage Complaints as a separate object for system design,
reporting, or integration reasons.
For this, Veeva provides Standalone Quality Event Data Models—independent objects that function
separately from the standard Quality Event object. Each standalone model becomes its own data
entity with its own configuration, lifecycle, and permissions.
Key characteristics of standalone enablement include:

¢ One-way enablement: Once enabled, it cannot be reversed.

e Prevents creation of standard event records of the same type (e.g., enabling standalone

Complaints disables Complaint type Quality Event creation).
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¢ No automatic migration: Existing configurations do not transfer; admins must configure the
standalone object manually.

e Existing records remain active: They can still be updated and follow workflows.

This approach offers organizations greater flexibility when aligning Vault to complex or evolving
quality processes.
Enabling a standalone data model for a process has several important effects:

e The change is permanent and cannot be undone.

e Once enabled, the system blocks the creation of Quality Event records of the same type.
For example, if you activate the standalone model for Complaints, you will no longer be able
to create Complaint-type Quality Event records. However, any existing Quality Event
records remain editable and can continue moving through their workflows.

The enablement does not automatically transfer any existing configuration. You will need to
set up and configure the standalone quality event object separately to support your business

process requirements

3.4. Why Organizations Use Quality Event Type Data Models
in Veeva Vault QMS

In today’s increasingly regulated life sciences landscape, organizations rely heavily on modern
Quality Management Systems (QMS) to manage deviations, complaints, audits, and other critical
quality processes. Veeva Vault QMS, a leading cloud-based quality platform, offers a flexible data
architecture that allows companies to tailor quality events with precision. One of the most powerful
features enabling this flexibility is the use of Quality Event Type Data Models, including standalone
data models.

These models give organizations the ability to create clean, scalable, and compliant data structures

that align with their real-world operations.

3.41. Purpose Built Data Structures for Each Quality Process
Not all quality events are the same. A manufacturing deviation behaves very differently from a
market complaint or an internal audit. While Veeva'’s standard Quality Event object supports multiple
types, many organizations need deeper customization.
By enabling standalone Quality Event Data Models, companies can create purpose-built objects for
event categories like Complaints, Deviations, or Supplier Issues. This allows each type to have:

e Unique fields

e Tailored lifecycle stages

e Custom workflows

e Specialized page layouts
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This level of specificity supports greater data capture accuracy and reduces the risk of process

confusion.

3.4.2. Clear Separation and Stronger Governance
Regulated industries thrive on clarity. When multiple event types exist under a shared structure,
overlap and misclassification can occur. Standalone data models prevent this by ensuring each
quality event category has its own data object and cannot be mixed with standard event types.
This separation:

e Strengthens governance

¢ Improves audit readiness

e Simplifies user experience

e Ensures data is always routed through the correct process
This is especially crucial when quality teams must demonstrate traceability to regulators and

auditors.

3.4.3. Flexibility Without Over-Customizing the Core System
Every organization has unique quality processes shaped by products, markets, and internal SOPs.
Veeva allows each standalone data model to be configured independently—without cluttering or
complicating the main Quality Event object.
Companies can fine-tune:

e Field requirements

e Validation rules

e Approval steps

e Controlled vocabularies

e Workflows and automation
This flexible architecture empowers quality teams to optimize processes without forcing

unnecessary changes on unrelated event types.

3.44. Better Reporting, Analytics, and Data Integrity
Quality leaders need clear visibility into events across the organization. When each event type has
a dedicated data structure, reporting becomes far more reliable.
Standalone models make it easier to:
e Build meaningful dashboards
e Track KPIs specific to each event type
e Aggregate and compare trends
e Maintain clean, structured data
This leads to higher-quality insights and ensures data integrity, particularly when integrating with

systems such as ERP, LIMS, or complaint-handling tools.
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3.4.5. Stronger Regulatory Compliance
Compliance is at the heart of every decision in life sciences. Veeva Vault QMS is built to support
GxP compliance, and data models play a major role in ensuring that every quality event follows the
right path.
Using type-specific or standalone models helps organizations enforce:

e Required lifecycle states

e Role based access controls

e Event specific approval chains

e Complete audit trails

¢ Consistent documentation standards

This reduces compliance risk and ensures every process stands up to regulatory scrutiny.

3.4.6. Scalability for Global Quality Operations
Large organizations operate across multiple sites, geographies, and external partners. Quality
processes must be globally consistent yet flexible enough to support local nuances.
Quality Event Type Data Models enable:
e Global standardization of event structures
e Local customization when needed
e Central visibility across all sites
e Configurations that scale as the business grows
This strikes the ideal balance between standardization and adaptability—two essential pillars of a

successful global QMS.

3.5. Why Organizations Use Standalone Data Models

Standalone models support:

1. Advanced Process Customization: Organizations can tailor lifecycles, workflows, page
layouts, and object relationships more deeply than with shared object types.

2. Cleaner Data Separation: For processes like Supplier Complaints or External Audits,
independent objects simplify segmentation and reporting.

3. Regulatory or System Constraints: Certain processes may require unique audit-trail
expectations, field controls, or lifecycle rules that can’t be configured within shared Quality
Event objects.

4. Future Scalability: As businesses evolve, using dedicated objects avoids constraints of

shared models and enables modular expansions or integrations.
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4.Decision Framework — Standard vs.
Standalone Model

Because enabling a standalone model is irreversible, the choice between a standard Quality Event
model and a standalone model must be made deliberately. The framework below guides that

decision. Work through the following questions before configuring any Quality Event Data Model in

Veeva Vault:

[Decision Quesion —————itAnswerls  Rocommendaton
Is this process unique to your Yes Consider Standalone Model
organization?

Does it require a separate audit trail? Yes Consider Standalone Model
Will it integrate with an external system Yes Consider Standalone Model
(ERP, LIMS)?

Is regional segmentation needed for Yes Consider Standalone Model
reporting?

Can it share lifecycle states with existing Yes Use Standard QE Model
QE types?

Is the process low-volume or temporary? Yes Use Standard QE Model
Do you need cross-type visibility in one Yes Use Standard QE Model
dashboard?

4.1. When in Doubt, Start Standard

If fewer than four 'Standalone’ answers are triggered, start with the standard Quality Event model
and assess scalability at your 6-month post-go-live review. Switching to standalone later — while
operationally complex — is still possible; the reverse is not.

4.2. Migration Strategy — Standard to Standalone

The original document correctly notes that enabling a standalone model does not automatically
transfer existing configuration or migrate existing records. This section provides the step-by-step

approach for managing that transition safely.

1 Audit Existing Run a report on all existing Quality Event records of the target type

Records (e.g., Complaints). Document lifecycle states, linked records, and
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open workflows.

3 Migrate Open Recreate in-flight records in the new standalone object. This is a
Records (Manual) manual step — use export/import templates or scripted data loaders

where Vault supports it.

5 Enable Standalone Navigate to Admin > Configuration > Quality Event Data Model

Model Enablement. Enable the standalone model. Note: this is irreversible.

7  Communicate & Train  Inform all affected users of the new object path, navigation

changes, and any updated SOPs referencing the Quality Event
record type.

4.21. Critical Risk: In-Flight Records

The highest migration risk is records that are mid-lifecycle at the time of standalone enablement.
These records will remain on the standard Quality Event object and continue to move through their
existing workflows. Establish a clear cutover date and ensure no new records are created in the old
type after that date.

Recommended: Set the legacy QE type to read-only before enabling the standalone model, so

users cannot inadvertently create new records of the old type during the transition window.
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5.Quality Event Models in the Broader QMS
Ecosystem

Veeva QMS integrates quality event models with its end-to-end quality lifecycle capabilities, such as:
e Standard lifecycles for Deviations, Audits, Complaints, CAPAs, and Change Controls
e Quality reporting and dashboards that visualize event trends across processes
¢ Entry Criteria to enforce the document states before events move forward
e Automated Effectiveness Checks for CAPA, Change Control, and Deviation lifecycles
This tight coupling ensures that event data models are not just structural frameworks—they are

active components of the broader quality management ecosystem.
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6.Best Practices for Managing Quality Event
Data Models

1. Plan Before Enabling Standalone Models: Because enablement is irreversible,
organizations should conduct process workshops and future state modelling sessions.

2. Keep Documentation Updated: Maintain internal configuration documentation aligned with
Veeva's Data Model Documentation and release notes.

3. Leverage Dashboards and Reporting Early: Use built-in analytics to measure impacts on
cycle time, quality trends, and process efficiency.

4. Validate Configurations Before Go Live: Ensure that workflows, entry criteria, and
document controls align with regulatory expectations such as FDA 21 CFR Part 11.

5. Train Users on New Object Behavior: Standalone models may introduce new navigation

paths or lifecycle actions.
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Conclusion

Quality Event Data Models are core building blocks of Veeva Quality Vault, enabling life sciences
organizations to manage deviations, complaints, audits, and other events with precision and

compliance.

The use of structured Quality Event object types ensures consistency across global quality
processes, since Veeva QMS provides standardized lifecycles, workflows, and data models aligned
with industry best practices. This standardization not only streamlines process execution but also
strengthens regulatory compliance by enabling detailed audit trails, reason-for-change tracking, and
controlled state transitions across all event types. Furthermore, linking Quality Events with related
objects—such as Investigations, Root Causes, CAPAs, and Change Controls—enhances end to
end traceability and supports comprehensive quality reporting and dashboards, giving organizations
real time visibility into trends and risk indicators. Quality Event object-type models also allow
companies to proactively improve quality outcomes by connecting event data with supplier quality
processes, risk assessments, and effectiveness checks, thereby strengthening continuous

improvement initiatives

The option to move to standalone data models adds further flexibility—allowing customization,

clearer data separation, and future scalability.

With careful planning, ongoing documentation, and tight alignment between business needs and
Vault capabilities, organizations can optimize their quality event architecture to deliver stronger

compliance, better data integrity, and more streamlined operations.
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About Wolvio Solutions

Wolvio Solutions is a modern IT consulting and services company specializing in digital
transformation across Life Sciences, Healthcare, and Regulated Industries. With deep expertise in
Veeva Vault, Cloud Ops, and intelligent automation, we help organizations implement scalable,

compliant, and user-friendly solutions that drive business efficiency and innovation.

Let’s Connect
Wolvio Solutions Private Limited

contact@wolviosolutions.com

www.wolviosolutions.com

Sholinganallur, Chennai, India

LinkedIn: https://www.linkedin.com/company/wolvio-solutions

Let’s collaborate to shape your digital transformation journey!

Copyright & Usage
© 2026 Wolvio Solutions Private Limited. All rights reserved.

This whitepaper and its contents are the intellectual property of Wolvio Solutions. No part of this
publication may be reproduced, shared, or transmitted in any form, electronic or mechanical,

without explicit prior permission.

All product names, trademarks, and registered trademarks are the property of their respective

owners. Veeva Vault is a trademark of Veeva Systems Inc.

"When precision, compliance, and scalability matter—Wolvio delivers.”

WOLVIO

SOLUTIONS

Excellence Delivered
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