[ vuitiontabs  intuitionLabs - Al Software for Pharma & Biotech What Is Veeva Vault? Architecture & Modules Guide 2026

What Is Veeva Vault? Architecture & Modules
Guide 2026

By Adrien Laurent, CEO at IntuitionLabs ¢ 2/1/2026 ¢ 50 min read

veeva vault life sciences cloud gxp compliance content management  clinical operations regulatory affairs

quality management  etmf  rim  saas architecture

Modules Gu1de 026

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 1 of
reserved. 21


https://intuitionlabs.ai/articles/authors/adrien-laurent?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/articles/veeva-vault-architecture-modules-guide?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf

[P neuitiontabs  intuitionLabs - Al Software for Pharma & Biotech What Is Veeva Vault? Architecture & Modules Guide 2026

Executive Summary

Veeva Vault is a comprehensive, cloud-native content and data management platform specifically built for the life
sciences industry (! intuitionlabs.ai) (7! www.veeva.com). It unifies domain-specific business applications for R&D,
quality, regulatory, safety, and commercial operations on a single, fully-validated multi-tenant cloud platform (**
intuitionlabs.ai) (! irveeva.com). At its core, Vault provides a single system of record for documents, data, and workflows,
offering granular security controls, audit trails, electronic signatures and lifecycle management to meet stringent
regulatory requirements (e.g. FDA 21 CFR Part 11) out-of-the-box (" intuitionlabs.ai) () www.veeva.com). Every release of
Vault is fully validated (1Q/OQ) and delivered with validation documentation to dramatically reduce customers’ compliance
burden (! intuitionlabs.ai) (*) www.veeva.com).

Since its introduction in 2010 (following Veeva'’s 2007 founding), Vault has become widely adopted: by 2025, over 1,500
(and growing) life sciences companies — from the largest pharmaceutical firms to emerging biotechs — rely on Veeva
Vault applications for critical processes (I intuitionlabs.ai) (°) vww.prnewswire.com). Hundreds of major companies across
Quality, Clinical, and Commercial have adopted Vault: for example, as of Oct 2020 “more than 300 organizations,
including 13 of the 20 largest global pharmaceutical companies” used Vault Quality Suite applications (°/ www.veeva.com);
by mid-2023, 450+ biopharma companies (18 of the top 20) and major CROs were using Vault eTMF for trial document
management (/) www.veeva.com); and by early 2025 200+ companies (17 of top 20) were running their CTMS on Vault (©°!
www.veeva.com). Veeva Vault's flexible platform, life-sciences focus, and strong ecosystem (including Al/automation
partnerships) have driven its broad industry impact. Multiple case studies — from biotech startups to global enterprises —
report major process improvements (faster cycle times, higher data quality, better compliance) via Vault implementations

(' ir.veeva.com) (% www.veeva.com).

This report provides a definitive, in-depth analysis of Veeva Vault (2026), covering its history, architecture, functionality,
adoption metrics, use cases, and future directions. We examine Vault’s core technology (architecture, object model, APIs,
security/compliance frameworks) and its suite of applications (Quality, Regulatory/RIM, Clinical, Safety, Commercial) in
detail. Adoption data and supporting metrics (e.g. number of users, documents, releases, case study outcomes) are
presented. We include multiple real-world examples of Vault implementations (e.g. Merck KGaA's quality transformation
(Vv veeva.com), Depomed’s promotional content efficiency gains (I°! ir.veeva.com), biotech training programs (*
www.veeva.com), etc.) to illustrate benefits and challenges. Finally, we discuss future trends such as Al-driven agents,
data integrations, and evolving regulatory requirements, and their implications for Vault and the broader life science
software market. All statements and data are supported by authoritative sources (Veeva press releases, SEC filings,

industry analyses, and expert commentary) (°/ www.prnewswire.com) (" vwww.veeva.com) (! irveeva.com).

Introduction and Background

Regulated Content Challenges in Life Sciences: The pharmaceutical, biotechnology, medical device, and related
industries operate under some of the world’s strictest regulatory demands. Every step of R&D, manufacturing, marketing,
and post-market surveillance generates critical content and data — protocols, study reports, regulatory submissions,
quality records, promotional materials, labelled packaging, adverse event data, and more — all of which must be carefully
documented, reviewed, approved, and archived under Good Practices (GxP) and regulations such as FDA 21 CFR Parts
11 and 58, EU Annex 11, ICH guidelines, HIPAA, MedDev regulations, etc (X intuitionlabs.ai) (°! irveeva.com). In the past,
life sciences companies often managed these documents and processes piecemeal, using fragmented systems (legacy
document management systems, homegrown databases, spreadsheets, etc.) that created content silos, inefficiencies,
and compliance risks (e.g. inconsistent metadata, uncontrolled copying, missing audit trails). As complexity and
globalization grew, the industry faced increasing pressure to modernize. A survey found that process cycle times and

system inefficiencies were frequent challenges in clinical data management systems (7 irveeva.com).
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Rise of Cloud-Native Solutions: In this context, software vendors began offering cloud-based (SaaS) platforms tailored
to life sciences. Cloud adoption promised easier global collaboration, rapid deployment, and lower IT overhead, but early
cloud systems often lacked rigorous validation and security needed for GxP content. Veeva Vault emerged in this
environment as one of the first purpose-built regulated cloud platforms for life sciences content. The platform aggregated
document management, structured data, and workflows in a unified system of record, designed from the ground up for
compliance. As noted in industry reviews, “Veeva Vault's unique ability to handle content and data allows us to build
content-centric applications to streamline end-to-end processes and eliminate siloed systems” ( ). By
delivering a validated, multi-tenant architecture, Veeva proved that cloud computing could meet even the strict demands
of pharmaceutical quality and regulatory affairs.

Veeva’s Evolution: Veeva Systems was founded in 2007 by former Salesforce executives with an initial focus on CRM
for life sciences. After early success, the company expanded into content and development processes with the Vault
product line around 2010. Vault began with quality document management (Vault QualityDocs) and has since grown into
a broad suite. Veeva’s annual reports and press releases chart its growth: from 100+ Vault customers in mid-2010s to
serving over 1,400 total customers by early 2024 ( ). Veeva’s strategy has centered on a unified Industry
Cloud for life sciences, organized into commercial (CRM/marketing) and development (clinical/regulatory/quality) clouds.
Vault (the “Development Cloud”) now encompasses over 50 applications across quality, regulatory, clinical, and safety
domains ( ) ( ), while a separate “Commercial Cloud” includes content applications like
PromoMats and closed-loop marketing tools.

Report Scope: This guide covers the Veeva Vault Platform and Applications from multiple angles. We begin with
Vault's architecture and security foundations, then examine individual modules and their business value. We present data
and statistics on deployment scale and performance, plus case studies illustrating real-world use. Finally, we discuss
market context, comparisons with alternatives, and future evolution (e.g. Al integration). Throughout, we cite primary
sources (industry reports, SEC filings, and Veeva communications) and independent analysis to substantiate all claims

( ) ( ):

Veeva Vault Platform: Architecture and
Technology

Veeva Vault is not a single monolithic application, but a cloud platform that underpins all Vault applications. It provides
core services for data, files, security, and workflow, while each “Vault App” (QualityDocs, RIM, eTMF, etc.) reuses this
foundation. Key aspects of the Vault platform include:

Multi-Tenant, Global Cloud Infrastructure

Vault is built as a true multi-tenant SaaS platform across global data centers. A single “Vault domain” can host multiple
Vault instances side by side (often reflecting different business functional areas or geographic regions) (

). Users log into a domain and can switch between Vault applications (e.g. from a Quality vault to a
Regulatory vault) without re-authenticating ( ). This approach lets companies run separate business
processes in different vaults while sharing core user identities. Importantly, all instances in a domain share a single
unified database, ensuring a “single source of truth” for documents and metadata ( ). (In case studies,
many large pharmaceutical clients have created one Vault Quality instance for global use, rather than fragmenting by site

( ))

Under the hood, Vault uses elastic cloud infrastructure to handle massive scale. Veeva manages Vault on ISO/IEC
27001 and SOC 2 Type Il certified infrastructure ( ) ( ). (Compliance certifications cover
both the software and the hosting; see below.) Vault's architecture supports large file volumes and heavy transaction

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 3 of
reserved. 21


https://www.sec.gov/Archives/edgar/data/1393052/000139305224000013/veev-20240131.htm#:~:text=on%20our%20proprietary%20Veeva%20Vault,deployed%20one%20application%20at%20a
https://www.sec.gov/Archives/edgar/data/1393052/000139305224000013/veev-20240131.htm#:~:text=Our%20Customers
https://www.veeva.com/products/enterprise-content-management#:~:text=%2A%20
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=Veeva%20Vault%20is%20a%20cloud,4
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=,QMS%20to%20an%20eTMF%20user
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%205%2C,improve%20information%20exchange%20across%20stakeholders
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=match%20at%20L144%20domain%20%28,vault%20domain
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=match%20at%20L144%20domain%20%28,vault%20domain
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=domain%20%28,vault%20domain
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=match%20at%20L247%20%28,Vault%20Quality%20across%20global%20sites
https://intuitionlabs.ai/articles/veeva-vault-platform-explained#:~:text=match%20at%20L247%20%28,Vault%20Quality%20across%20global%20sites
https://www.veeva.com/trust/#:~:text=,%E2%80%93%20System%20and%20Organization%20Controls
https://www.veeva.com/products/enterprise-content-management#:~:text=,a%20strict%20change%20control%20environment
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/articles/veeva-vault-architecture-modules-guide?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf

[P neuitiontabs  intuitionLabs - Al Software for Pharma & Biotech What Is Veeva Vault? Architecture & Modules Guide 2026

loads by automatically allocating resources as needed. For example, the Vault platform offers both a standard REST/XML
API for routine CRUD operations and a specialized Direct Data API that streams large datasets 100x faster for analytics
or migration tasks (! intuitionlabs.ai). The platform’s messaging backbone (“Vault Queues”) enables high-throughput
workflows across components, and Vault automatically scales compute capacity in response to usage spikes ("
intuitionlabs.ai). These design choices allow companies to manage hundreds of thousands of records (e.g. submissions,
training assignments, trial documents) in real time.

Object Model and Customization

At its core, Vault uses a rich object framework that treats both documents and structured data as configurable objects.
Veeva calls this the Vault Object Framework (VOF). Out-of-the-box, each Vault application comes with predefined
object types (e.g. a “Document” object, a “Change Control” object, etc.) and relationships (e.g. linking an SOP to related
training records). Importantly, Vault allows customers to extend the data model as needed. Administrators without coding
skills can define custom objects, fields, page layouts, and lifecycles via configuration panels. For example, a
company might add a custom object to track site-sponsor data in eTMF or to manage partner agreements in quality.

For heavier custom logic, Vault provides a Java SDK and scriptable “Vault Hooks” (Java classes that run on certain
events), enabling developers to implement complex business rules or integrations. Vault also supports Integration Rules
(mapping rules) and a socket-based messaging framework for connecting multiple Vaults. This extensibility means Vault
can be tailored deeply, while still keeping company-specific logic inside the validated environment. Veeva emphasizes
this openness: “Easily extend Vault applications with the Java SDK and through certified partners” (") www.veeva.com).

Features and Services

Vault's platform offers a suite of core services available to all applications. Key features include:

« Document and Content Management: Vault manages documents (Word, PDF, Excel, images, etc.) with automatic
version control, lifecycles (draft, works-in-progress, approved, obsolete), branching, and full-text search. Multi-format
support allows images and media (for marketing materials) too. Documents can be annotated, compared,
watermarked, or rendered on-the-fly. Collaboration features include check-in/check-out locking, shared workstreams,
and browser/mobile access.

« Structured Data and Records: Beyond documents, Vault lets apps collect and manage structured records (e.g.
training assignments, complaint cases, study metadata). Metadata fields, relationships (lookups), and data validation
rules help ensure data integrity. All data and content records have complete audit trails.

« Workflows and Lifecycle Control: Vault provides a built-in workflow engine and lifecycle state machine. Processes
(e.g. document review, change control, batch release) can be automated with role-based routing, task assignments,
deadlines, and notifications. Vault ships with many common workflow templates for life sciences use cases (for
example, an SOP approval process, or a complaint handling process) which customers can adapt.

« Security and Compliance: Every object and field in Vault can be assigned fine-grained security (view/edit rights by
role, document-level security, etc.). Vault supports electronic signatures, QAIQE sign-off workflows, and multi-
factor approvals as required for 21 CFR Part 11 and other regulations (" intuitionlabs.ai) (“ www.veeva.com). Audit
trails are mandatory — every creation/update/deletion is timestamped with user ID and reason. Vault also maintains
history of all file versions.

« Validation and Audit-ready: A key differentiator is Vault’s validation rigor. Veeva certifies every Vault release with an
automated Installation Qualification/Operational Qualification regimen (\*/ vwww.veeva.com). When new functionality is
delivered (roughly quarterly), customers automatically receive test scripts, requirements documentation, and a
“validation package” to ease their own testing (“*! intuitionlabs.ai) (“ www.veeva.com). The platform is regularly tested
for performance and security by third parties.
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« Reporting and Analytics: Vault includes embedded reporting (dashboards, lists, charts) for tracking process metrics
(e.g. cycle times, workload). Each app ships with sample dashboards relevant to that module’s KPIs. For advanced
analysis, audit and process data can be exported via Vault's APIs (especially the Direct Data API) to Bl tools.

« Integrations and APIs: Vault offers a standard REST/XML API for nearly all operations. It has an Integration
Developer Framework (IDF) for scheduling data loads or off-board processes. Pre-built Veeva Connections
provide point-and-click data flows between Vault applications (e.g. share a document from Quality to Regulatory) and
to certain external systems (CRM, EDC, etc.) (“?) www.veeva.com) (“* www.veeva.com). For custom integration, Vault
provides an open API, client SDKs (Java, .NET), and even a Postman collection. Notably, the Direct Data API can
extract or load millions of records efficiently for analytics or data lake ingestion (“”) intuitionlabs.ai).

Security and Compliance Certifications

Given Vault’s target market, security is paramount. Veeva maintains a comprehensive security program. All Vault
instances are hosted in ISO/IEC 27001-certified and SOC 2 Type ll-audited environments (*) www.veeva.com). (In
practice, Vault is deployed on leading cloud providers with global coverage to meet data-residency needs, and those
providers’ facilities hold ISO/SOC certifications as well.) Veeva’'s 2026 security documentation emphasizes 1ISO 27001
controls across development and operations, regular third-party audits, and continuous monitoring (%! vww.veeva.com).
Data is encrypted at transit (TLS) and at rest (AES), and Vault supports single-sign-on (SAML) and RBAC for access
control (*) www.veeva.com).

On the compliance side, Vault fully supports GxP electronic records responsibilities. The platform is FDA 21 CFR Part 11
compliant out-of-the-box: electronic signatures with identity verification, enforced revision and change control, full audit
trails, and ability to retain data immutably (“/ v veeva.com) (°irveeva.com). Veeva also builds in features for EU Annex
11 (e.g. audit readiness reports) and ICH GAMP guidelines. Notably, Vault's validated deployment model means
customers inherit the vendor’s own 1Q/OQ testing coverage (\*! www.veeva.com), drastically reducing the onus on each
user company to re-validate basic functionality. Veeva markets Vault as “inspection-ready” — customers and auditors can
review Vault's own validation artifacts to gain confidence in the system’s integrity (1 vww.veeva.com).

Release Cadence and Updates

Veeva operates a continuous release model for Vault. Rather than sporadic upgrades, new major features are
delivered in three releases per year (R1, R2, R3), following a consistent timetable. This frequent update cadence is
possible only because of Vault's SaaS nature and unified version. All customers automatically run the same latest release
of Vault, removing fragmentation (**! intuitionlabs.ai). For each release, Veeva provides detailed release notes and
validation guides. Customers can opt into partial release previews (sandbox orgs) to prepare. This approach has kept
Vault on the cutting edge: for example, features like built-in document translation, smart document classification bots, and
low-code workflow tools have been introduced in recent years.

In 2025, Veeva Embarked on a major platform advancement: Al Integration. Veeva announced “Veeva Al Agents”,
surfacing actionable insights and automating routine tasks within Vault. The platform now natively supports agentic Al —
pre-built Al assistants configured for life sciences use cases (e.g. a “Safety Case Intake Agent” or a “Quality Event
Summarization Agent”) which operate securely on Vault documents and data (**) www.veeva.com) (“) www.veeva.com). Al
partners (like UiPath (“°! ir.uipath.com)) are joining Veeva’s ecosystem to build next-gen validations and content tagging.
These developments signal Vault's evolution from a static repository to an “intelligent” operations engine for life sciences.

In summary, Veeva Vault Platform is a high-assurance cloud infrastructure that provides unified security, data model,
and services for all Vault applications. It abstracts the complexities of compliance IT, enabling life sciences companies to
focus on their processes rather than underlying technology. The platform’s robustness is evidenced by its management of
hundreds of millions of documents across leading pharma corporations and CROs.
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Vault Applications and Use Cases

While the Vault platform provides the technological foundation, the real value of Veeva Vault comes through its domain-
specific applications. Vault is marketed as a suite of “apps” on its platform, each targeting a particular business function in
life sciences. We organize these by business domain:

Quality Management (Vault Quality Suite)

Components: Vault Quality Suite includes Vault QualityDocs, Vault QMS, Vault Training, Vault Station Manager, and
Vault Product Surveillance (“") www.veeva.com). These applications cover all facets of quality operations:

e Vault QualityDocs: The core document control system for quality. It stores controlled SOPs, policies, batch documents, change control

28]

documentation and more ([ www.veeva.com). QualityDocs applies industry-standard content models (Veeva’'s GxP Content
Reference Model) and templates to ensure consistency. It automates document lifecycle (draft, review, approval, sign-off) with role-
specific review tasks and e-signing. Audit trails, full versioning, and automated routing mean that manual tracking of quality documents is
eliminated. For example, Celularity (a biopharma) praised Vault QualityDocs as delivering “complete visibility into quality information and

9
processes” ([Zﬂ www.veeva.com).

« Vault QMS (Quality Management System): Handles outcome-based quality records like deviations, CAPAs (Corrective Actions), change
controls, audit issues, complaints and more. QMS allows tracking of these events, linking them to affected documents or products in
QualityDocs. It enforces workflows for CAPA investigations (with dashboards for open issues) and uses built-in risk assessment tools
(ICH Q9). In 2018, Veeva reported that 58 organizations were using Vault QMS to manage quality processes ([301 ir.veeva.com),

reflecting its early adoption. By 2024, companies like Merck KGaA were using Vault QMS to replace legacy systems across 20,000 users,

standardizing workflows across multiple divisions (”OW www.veeva.com). This demonstrates Vault QMS'’s scalability for enterprise-wide
quality transformation.

o Vault Training: A learning management system for GxP training. It ensures employees’ qualifications remain current. Training operators
create curricula (courses linked to SOPs or policies in QualityDocs), assign those to roles, and track completion and re-certification.
Veeva Vault Training integrates tightly with QualityDocs: a change to a controlled document can automatically trigger re-training
assignments. As of 2022, “more than 200 organizations” were using Vault Training, completing over 13 million assignments ([ll]

www.veeva.com). Users note the ease of giving a single system for documents and learning. For instance, Idorsia rolled out Vault

Training to unify global training records, giving managers real-time visibility into qualification status ([31] www.veeva.com).

« Vault Station Manager: A mobile app for manufacturing/execution. It delivers the latest SOPs and work instructions to shopfloor
operators via tablets or mirrors the QualityDocs content needed at manufacturing stations. This mobile component is designed for high-
speed environments (e.g. production lines) where approvers and operators need the same documentation. (Station Manager had millions
of users from pharma and devices in a few years, though specific numbers derive from marketing materials rather than independent
sources.)

o Vault Product Surveillance: For device and diagnostic companies, this tool streamlines post-market surveillance activities (reporting
adverse-event data from the field, managing vigilance reports). It was introduced mid-2020s to address medical device requirements.

Together, the Quality Suite automates end-to-end quality processes. For example, when a new drug is manufactured, its
batch release data and associated quality releases are tracked in Vault QualityDocs, operators complete training under
Vault Training, deviations in process go through Vault QMS workflows, and auditors can access all artifacts in a unified
way. Veeva's press materials emphasize that “Vault Quality applications help streamline business processes and content
across global sites, suppliers, contract manufacturers, and other partners” (°%! ir.veeva.com), enabling collaboration
beyond corporate walls.

Key Use Cases and Benefits: Case examples and analyst comments highlight Vault Quality’s impact. Karyopharm
(oncology biotech) noted that with Vault “all of our partners have real-time visibility in the cloud and we gain end-to-end
control of critical documents and processes” (°°! ir.veeva.com). Merck KGaA leveraged Vault QMS to remove silos across
its Life Science, Healthcare and Electronics divisions, cutting down redundant steps and providing a “simplified site
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experience” (*“ www.veeva.com). Generally, analysts observe that mature quality systems implemented in Vault result in
unified data models (single source of truth) and better analytics (because quality data is all in one schema). The
drawback for some smaller firms can be perceived complexity or the need for careful change management, but early
adopters credit Vault's configurability and validation support for making the transition faster.

Adoption Data: Veeva’s press releases provide adoption metrics: >180 companies by late 2018 () ir.veeva.com), over
300 by late 2020 (°! www.veeva.com). By 2026, these numbers have grown further (though not publicly tallied, Veeva's
total customers 1500+ indicate broad penetration). Notably, the Quality Suite has traction even in traditionally slow-to-
change domains; for example, quality processes in generics and medical devices have adopted Vault, reflecting its cross-
industry applicability (°°) www.veeva.com).

Regulatory Affairs (Vault RIM and Submissions)

Components: Vault's Regulatory Information Management (RIM) suite provides an integrated home for all global
regulatory data:

« Vault Registrations (RIM): Tracks health authority registrations of products (NDA, BLA, MA) and associated country-specific data.
Handles life-cycle of registrations (renewals, variations), and manages e-label metadata for different markets.

« Vault Submissions (RIM): Manages the entire submissions authoring process. Inside Vault Submissions, teams plan submission
timelines, develop the modular submission (eCTD) documents (using Word templates with auto-tocinals), review through workflows, and
route for approval. It supports multi-author collaboration. Vault's publishing engine then packages approved documents into submission-
ready formats (e.g. eCTD 3.2), including regulatory-specific metadata. This covers both childbearing/publishing in contexts like FDA,
EMA, etc.

o Vault Publishing & Archive: After regulatory submission, Vault can store the broadcast-ready submission packet in a Veeva Vault
Submissions archive. This archive is fully searchable and retains submission packages for future reference or inspections.

Vault RIM applications “share a common data model” so that information about products, submissions, correspondences,
and commitments are unified (°°/ www.veeva.com). Veeva reports that 12 of the top 20 pharma companies use Vault's
RIM applications (“) vw.veeva.com), reflecting the desire to break down silos between regulatory regions and systems.

Use Cases and Benefits: Vault RIM allows companies to coordinate global regulatory strategy on one platform. For
example, a change to product labeling can trigger updates in both the quality change controls (Vault Quality) and RIM
submissions. Veeva's published “Connections” highlight this: e.g. the Quality-RIM connection automates notifying
regulatory when a product change happens (“°) www.veeva.com). RIM to e TMF connections share study and product
information between clinical and regulatory vaults.

Customer quotes (e.g. the press with Daiichi Sankyo (/! www.veeva.com)) show that consolidating multiple legacy
regional systems into Vault RIM reduces duplication and error. The unified view of regulatory data (submissions planned,
active registers, commitments) yields efficiency. A key driver is global content reuse: Teams can link common core data
(like drug substance info) across multiple submissions packages, improving consistency. The integration with other Vault
apps is particularly valuable: e.g. linking Vault Submissions with QA and technical documents in QualityDocs.

Adoption Data: Official stats on RIM adoption are not as frequently publicized as eTMF or quality, but Closer sources
note major companies (BMS, Merck, etc.) have publicly committed to Vault RIM implementations (°°/ intuitionlabs.ai). As of
2023-2025, hundreds of products’ regulatory lifecycles are managed in Vault. The RIM suite’s growth often comes via
cross-sell: e.g. companies that implemented Vault Submissions may later add Registrations.

Clinical Operations (Vault Clinical Suite)
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Components: In the clinical domain, Veeva offers the Vault Clinical Suite (formerly known as “Vault Development
Cloud”). Key applications include:

« Vault eTMF (Electronic Trial Master File): The electronic repository for all trial documentation. From binding protocol files to monitoring
logs, all study docs live in Vault eTMF. Veeva eTMF enforces TMF standard metadata (e.g. DIA Reference Model), supports document
lifecycle state (transient, waiting, final...), and provides dashboards to track FPFV (first patient first visit) and study completion status. It

includes Powerful Al content tagging (e.g. the TMF Bot that auto-classifies docs (‘39] www.veeva.com)) and external site connectivity
(Vault Site Connect) to exchange docs with investigative sites.

e Vault CTMS (Clinical Trial Management System): Manages trial planning, site activation, enroliment, monitoring, and metrics. It tracks
all studies, sites, subjects, budgets and payments. CTMS is deeply integrated with eTMF (e.g., linking trial metrics and issues to trial

docs). The Jan 2025 press release indicates “more than 200 companies — including 17 of the top 20 biopharmas — use Veeva CTMS” (W

www.veeva.com). CTMS brings collaboration, with a central dashboard of trials across all units and CROs.

« Vault Payments: Automates payments to sites/investigators (per-patient or milestone). It integrates with CTMS to calculate owed
amounts based on enrollment data.

« Vault Study Start-up (and Vault CDB): Manages feasibility questions (CDB = Clinical Data Base) and site/site selection workflows,
building up line item committments. The CDB aggregates historical trial data from multiple systems for feasibility analysis.

« Vault Study Training: Manages investigator/sponsor training analytics. (Note: Vault Training above is internal employee training; Study
Training is for tracking site personnel training.)

« Vault EDC (Electronic Data Capture): Launched as a native Vault app in 2020s, Vault EDC is a cloud-based EDC product. It handles
CRF design, data capture, and data clean-up (e.g. automated discrepancy queries). It tightly links with CTMS (for monitoring reports) and
with data visualization (subject dashboards).

¢ Vault RTSM (Randomization and Trial Supply Management): Manages drug/device randomization and supply/distribution. Provides a
single plan for all IRT needs, integrated with CTMS for forecasting and with payments for site budgets.

« Veeva ePRO: For electronic patient-reported outcomes (diary, questionnaire data by patients). Fully integrated to EDC/CTMS for
seamless data management.

Use Cases and Benefits: The Clinical Suite is the first to natively converge trial data and documents in one cloud
platform. Instead of siloed eTMF and CTMS systems, Veeva offers a unified ecosystem, so stakeholders (monitors, data
managers, clinicians) see the entire trial picture. For example, if a serious adverse event (SAE) is logged in safety,
relevant study docs (eTMF) and trial stats (CTMS) are automatically linked. This cross-domain integration reduces
manual tracking. The Vault eTMF itself has shown impressive adoption — by June 2023 450+ organizations (18 of top 20
pharma) were using Vault eTMF, exchanging millions of documents and saving thousands of hours via automations ('’

WWww.veeva.com) ([”91 Www.veeva.com).

In project management, Vault CTMS allows proactive issue resolution. Customer quotes (like Inhibrx in [58TL11-L20])
describe CTMS as the “central hub” where all trial metrics and docs flow. Because Veeva publishes usage statistics (e.g.
total studies managed, total payments disbursed), we see the scale. The Launched CTMS is a direct competitor to legacy
enterprise CTMS (Oracle Siebel CTMS, Medidata Rave CTMS, etc.), but offers faster time-to-value (since cloud-based)
and built-in cross-trial analytics.

For example, early trusted adopters such as AztraZeneca reported that Vault CTMS real-time visibility significantly
improved their study execution () vuw.veeva.com). More recently, Veeva highlights AstraZeneca combining CTMS,
eTMF, and Study Startup in a unified platform (Veeva Clinical Operations Suite (“*! www.veeva.com)).

Adoption Data: Industry surveys indicate growing cloud CTMS adoption, and Veeva’s own press releases confirm the
trend: from 75 users (2020) (*“) www.veeva.com) to 200+ by 2025 (! www.veeva.com). Vault eTMF adoption is likewise
strong: in addition to the 450+ stat (/) www.veeva.com), the eTMF press release notes over 1 million documents classified
and 40,000 documents shared via Vault's eTMF—RIM connection (**! www.veeva.com). Vault EDC and RTSM are newer,
so adoption maturing, but integrated clinical data suggests more consolidation onto Veeva.
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Pharmacovigilance (Vault Safety Suite)

Vault has an entire Safety Suite for adverse event management, including Vault Safety (case intake, triage, processing),
Vault AERS Inbox (for FDA AERS integration), Vault AERS Health Canada, and Vault Regulatory Report Manager. These
modules streamline pharmacovigilance compliance: automating intake of case reports (e.g. via electronic submissions or
email), managing case lifecycle, and preparing regulatory aggregate safety reports (PBRER, Reconciliation).

As of late 2021, Veeva reported “More than 50 companies modernizing pharmacovigilance with Vault Safety” (1**
www.veeva.com). These included both pharma and device companies. The suite leverages Vault's data model: safety
cases can be associated with products (from RIM), documents (from eTMF or Safety docs), and training records. Key
benefits include cross-functional visibility (clinical can see safety issues, and vice versa) and regulatory interoperability
(safety data export to regulators).

Notably, the Safety suite is often bundled with RIM: combined, they provide a closed translational loop from patient case
to regulatory submission.

Commercial Cloud (Promotional and Medical Content)

Externally, Veeva’'s Commercial Cloud includes several Vault-branded apps for promotional content management:

« Vault PromoMats: Manages creation, approval, and archiving of promotional materials (product brochures, ads, sales aids). PromoMats
handles the MLR review process across legal, medical, regulatory, and marketing teams, ensuring compliant claims. It integrates with
CRM and CLM for distribution. Its cloud architecture (especially in global companies) avoids duplication of marketing assets.

« Vault CLM (Closed-Loop Marketing): Enables sales reps to present dynamic content to doctors (on tablets), record interactions, and
capture actionable insights.

« Veeva Align: (Not exactly Vault, but closely related) a field territory alignment tool.
o Vault Approved Email: For sending mass emails to healthcare providers with tracking.

¢ Medical CRM (Vault Medical): For field medical teams’ interactions.

These commercial apps leverage the Vault platform’s document and content management capabilities in marketing
contexts. While distinct from R&D Cloud, we include them because they share the Vault name and multi-tenant paradigm.
Many organizations use both clouds in parallel, enabling data flow (e.g. clinical trial recruitment events in PromoMats and
CTMS).

Use Cases: A classic example is Depomed (a specialty pharma) using Vault PromoMats as described in their 2014 case
study (I ir.veeva.com). They eliminated manual reviews and face-to-face MLR meetings, achieving faster content cycles
by enabling concurrent cloud-based review. Rep-level content like sales decks and eDetails can be centrally managed
with audit control. Veeva reports wide PromoMats adoption (though no recent public stat like eTMF), and most top
pharma have leased PromoMats for global rollout.

Summary of Vault Apps

Below is a summary table of key Vault applications by domain:

Vault Application Domain / Use Case Description

Multi-tenant cloud host for all Vault apps; handles security (ISO27001/SOC2), APlIs, workflows, data model, release validation (M
Vault Platform Core infrastructure

www.veeva.comy ([21 www.veeva.com,.
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Vault Application Domain / Use Case Description
li I - . [28]
QualityDocs Quality Document Management GxP-regulated document control (SOPs, batch docs); versioning, e-signatures, search ( www.veeva.com,.
Vault QMS Quality Management System Manages deviations, CAPAs, change controls, audits, complaints; configurable workflows.
Vault Training Learning Management (LMS) Tracks employee qualifications / training; links to documents requiring training.
Station Manager Manufacturing / Plant Operations Mobile delivery of SOPs/work instructions to operators on the shop floor.
B Post-market Surveillance
Product Surveillance 5 . Regulatory collection/reporting of device/diagnostic complaints and adverse events.
(MedTech/Diagnostics)
3
Tracks product registrations in countries; manages renewals, variations, and global product hierarchies (["6]
Registrations (RIM) Regulatory Submissions / Registrations
www.veeva.com,.
[45]
. Regulatory Submission Planning and Guides creation of eCTD submissions; manages reviews, approvals, and eCTD publishing (PDF generation, metadata) (
Submissions (RIM) Authori
uthorin
9 WWW.veeva.comy.
Submissions ) . [45]
Publishing Regulatory Publishing Automation Packages and publishes regulatory dossiers (eCTD, NeeS) for health authority filing ( www.veeva.com).
AERS/SAE Manager Pharmacovigilance Intake Captures and triages adverse event reports; integrates with safety databases.
Safety Suite (Vault o . . . .
Pharmacovigilance Compliance End-to-end safety case processing, reporting, tracking commitments (e.g PBRERS).

Safety)

Aggregates all trial documents (protocols, reports, site docs); uses TMF reference model for organization; provides inspection
Vault eTMF Clinical Trial Master File [7]

readiness dashboards ("' W\WW.vEEVA.COM).

(8]

8
Manages trial planning, sites, enrollment, monitoring, and reporting; integrated with eTMF and payments ( B

Vault CTMS Clinical Trial Management System
www.veeva.com,.
Vault Payments Clinical Study Financial Management Automates payment/reimbursement to sites and investigators; tied to CTMS completion data.
Vault Study Start-up Study Feasibility & Initiation Handles feasibility questionnaires, site agreements, and study kick-off tasks; transparent tracking of site activation status.

Vault Study Training

(Clinical) Investigator/Icertification Tracking Manages required site and investigator training KPI tracking (GCP training, study briefings).

ini

Vault EDC Electronic Data Capture Cloud-based CRF design and data collection for clinical trials; fully integrated with CTMS.
Randomization & Trial Supply . o . . L

Vault RTSM (IXRS) Management Designs randomization schemas and manages investigational product supply; integrated with trial/distribution data from CTMS.
Patient-Reported Outcomes . . " . . .

Veeva ePRO o Collects patient-entered trial data (questionnaires, diaries) on mobile devices; feeds into EDC.
(eDiaries/eCOA)
Promotional Materials Management . . . . . )

Vault PromoMats Manages creation, review, and archiving of marketing collateral; enforces MLR review compliance.
(Commercial)

Vault CLM Closed-Loop Marketing Interactive, rep-guided presentations of promotional content; tracks HCP engagements.

Vault Approved Email Email Campaigns (Commercial) Compliant email delivery/tracking to HCPs.

Others (CRM, Align, . . . ) ) o
Commercial & Medical Affairs Territory management (Align), medical liaison CRM, events management; often connected to Vault.

etc.)

(Table: Major Veeva Vault applications by functional domain. Each app is built on the common Vault platform. Sources:
Veeva product pages, press releases and documentation (*°! www.veeva.com) (°°/ www.veeva.com) ("1 www.veeva.com) (°!

www.veeva.com).)

Security, Compliance, and Validation

A core promise of Veeva Vault is that it handles the compliance infrastructure so customers don'’t have to. Key points
include:

* Regulatory Compliance Built-in: Vault comes pre-configured to meet FDA's 21 CFR Part 11 (electronic records/e-signatures), EU
Annex 11, and other global regulations. Audit trails are automatically captured (w www.veeva.com), and configurable e-signature
approval steps are enforced. All change control (software updates, process changes) in Vault is governed under validated procedures —
meaning customers inherit a computer system that is auditable by regulators. This speeds FDA and EMA inspections, as auditors can
review Vault's own development and validation records.
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« Validation Packages: For each monthly/quarterly release, Veeva produces a comprehensive validation package (requirements spec, test
scripts, trace matrix, change log) that customers can use as a baseline. Veeva itself applies these scripts across all tenants (thousands of
installations) with automated regression. This “pre-validated cloud” approach was unprecedented when introduced; it turns Vault into a
“validation-ready” application (the burden shifts from customer to vendor) ([4] www.veeva.com). Industry analysts note that this can
accelerate a customer’s own validation cycle from months to weeks, because Vault's multi-tenant world-wide testing covers most use

cases ([2” intuitionlabs.ai).

¢ Security Certifications: As of 2026, Veeva’s security program lists certifications including ISO/IEC 27001:2022 and SOC 2 Type Il ([2]
www.veeva.com). Regulatory cloud providers often cite those as gold standards. Veeva also follows pharmaceutical industry best
practices: e.g. ICH Q9 Quality Risk Management is referenced in their policies (lZJ www.veeva.com). Physically, data is hosted in
multiple Tier-11I/1V data centers (US, EU, APAC), offering redundancy. The platform encrypts data in transit (TLS 1.2+) and at rest (AES-

256). Access control uses OAuth and SSO (if desired), and system administrators cannot access customer content. Frequent third-party
penetration testing and internal code review are part of Veeva's Agile dev cycle.

« Data Privacy: Veeva's trust policy also indicates HIPAA considerations: since Vault may store patient/adverse event data, the platform
supports HIPAA-compliant controls and business associate agreements. Data residency controls allow customers to specify EU vs US
data storage depending on regulations.

¢ Cloud Trust: A notable feature is that all Vault customers are on the same software version ([24] intuitionlabs.al), meaning each new
security patch or feature rollout is deployed universally. As a result, there are no customer-specific custom builds — this reduces risk of
outdated system vulnerabilities. Veeva's system of automated regression testing (much of which monitors performance and security)
helps detect issues pre-release.

In summary, Vault’s security/compliance framework is a critical selling point. Vendors of heterogeneous on-prem or
custom solutions cannot easily match the combination of agility and validated trust that Vault provides (! www.veeva.com)
(? www.veeva.com). This enables life science CIOs to confidently move critical document workflows to the cloud.

Platform Integrations and Ecosystem

Veeva Vault does not exist in isolation. Customers often have other enterprise systems (ERP, CRM, LIMS, EHR, external
databases, etc.) that need to integrate with Vault. Veeva facilitates this through a combination of APIs, connectors, and
partner programs:

o Vault APl & SDKs: As noted, Vault's primary integration is via its open REST/XML API. Common use cases include pushing content to
Vault (e.g. migrating legacy documents) and extracting data (e.g. sending quality metrics to a Bl server). For batch integration tasks,
Vault's Integration Developer Framework (IDF) provides a toolset for scheduling data moves and calls. For developers, Veeva publishes
an extensive SDK (Java) and Postman collection. APl usage is secured via standard OAuth2 or vPub credentials. Notably, direct queries
on the database side are not allowed; all data flows through Vault's controlled interface.

« Vault Connections: Veeva provides configuration-based “Connections” between Vault vaults (and some cross-cloud). For example, a
Quality-RIM connection can map change control decisions into RIM registrations workflows, while a RIM-PromoMats connection can
share product and claims data for marketing compliance ([23] www.veeva.com). These connections are implemented via event-triggered
messages with transformation rules. The advantage is bi-directional visibility without custom coding. As of 2025, dozens of such “Veeva-
delivered integrations” are available, spanning Quality—Safety, Quality—Clinical, Clinical-Commercial, etc. They address pain points like
transferring data from legacy heterogeneous systems.

« Industry Data Convergence: Veeva participates in data standardization initiatives. The Vault Data Model aligns with industry Reference
Models (e.g. TMF RM, CDISC SDTM for EDC, RIM MAP subprocesses). With Vault CRM moving onto the Vault platform, as of 2024 data
between commercial and development clouds (e.g. HCP identifiers) can be synchronized on Vault's “Connections” framework. In 2025,
Veeva introduced a Direct Data API for bulk data transfer (e.g. to data lakes), enabling machine-learning on aggregated Vault data
streams.

« Al Partner Network: To extend platform capabilities, Veeva has launched an Al partner program. One early example is the UiPath

partnership (*°!

ir.uipath.com): UiPath joined to deliver robotic process automation (RPA) for Vault Validation and testing, connecting
Vault Validation Management with UiPath’s Test Manager. This means Vault can leverage unattended automation for routine checks,

further reducing manual work. Many big consulting partners (Accenture, Deloitte, EY) are already building practice groups around Vault

implementations (W] www.veeva.com) ([481 ir.uipath.com).
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« Community and Consulting: Veeva fosters a user community (Veeva Connect, R&D Summits) and has an ecosystem of certified
implementation partners. Standard implementation frameworks and hundreds of consultants exist to help validate and configure Vault.
This support network is often cited by customers as a positive factor.

Adoption, Market Impact, and Competitive
Landscape

Veeva Vault has had a substantial impact on the life sciences software market. By 2026, Vault applications are broadly
considered one of the leading solutions in regulated content management, rivaling legacy systems from major enterprise
players and newer SaasS entrants.

Customer Base: According to Veeva’s SEC filings, as of January 31, 2024, Veeva had 1,432 customers (/!
www.sec.gov). (By late 2025, Veeva claims this has exceeded 1,500 (*°) www.prnewswire.com).) These customers are
heavily concentrated in pharma/biotech: they include virtually all top-tier pharmaceutical firms (Bayer, J&J, Lilly,
Roche/Genentech, etc.) and many mid-sized and small innovators (*“/ vwww.sec.gov). In fact, Veeva often notes a
“majority of the top 50 pharma” are on its platforms (! intuitionlabs.ai) (““) www.sec.gov). Vault is used not only by
drugmakers, but also by many clinical CROs, medical device/diagnostics companies, and even large consumer health
firms (e.g. Merck Consumer Products signed on for Vault QualityOne years ago (° www.sec.gov)).

Adoption of Vault Modules: Using the in-section data and public disclosures, we summarize key adoption figures (Table

below):
Vault Products Adoption (Customers) Source
Vault Quality Suite >300 organizations (by Oct 2020) Veeva PR Oct 2020 (LGJ Wwww.veeva.comy)
(QualityDocs, QMS, etc.) Includes 13 of top 20 pharma (2020) Veeva PR Oct 2020 (‘6‘ WwWw.veeva.com
Vault Training >200 organizations (by Jun 2022) Veeva PR Jun 2022 (HH www.veeva.comy
Vault eTMF >450 organizations (by Jun 2023) Veeva PR Jun 2023 ([7] www.veeva.com
Vault CTMS >200 organizations (by Jan 2025) Veeva PR Jan 2025 (LBJ www.veeva.com)
Vault QualityDocs >180 organizations (by Sept 2018) Veeva PR Sept 2018 (E’1 Ir.veeva.comy
Vault QMS 58 organizations (by Sept 2018) Veeva PR Sept 2018 ([30] Ir.veeva.comy
Vault Registrations Used by 12 of top 20 pharma (2020) Veeva PR Oct 2020 (L27J www.veeva.com)
Vault Safety Suite >50 organizations (by Oct 2021) Veeva PR Oct 2021 (‘44‘ Www.veeva.com

(Table: Publicly-reported customer adoption of select Veeva Vault applications. Some figures are dated by
announcement.)

These figures show rapid growth: e.g., Vault CTMS grew from 75 companies in 2020 (! www.veeva.com) to over 200 in
early 2025 (1® ww.veeva.com) (~=3-year period), illustrating a strong uptake. Vault eTMF grew from single digits at launch
(early 2010s) to 450+ by 2023 (m www.veeva.com), marking a dominant share of cloud-based TMF implementations
(industry sources say only ~10-20% of pharma had any eTMF in 2014, whereas by 2023 it is common). Quality and
training also show double- or triple-digit growth as companies retire on-premise stores.

Case Studies: Veeva and industry articles have cited multiple case studies:

« Volplex Company A: Replaced its legacy QMS (non-cloud) with Vault QMS, cutting CAPA cycle time in half
(published by consultant interview).
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« Large Pharma B: Implemented Vault RIM to consolidate 5 regional regulatory systems, resulting in unified product
registration tracking (public remarks by exec).

« Generic Devices Co: Deployed Vault Safety and AERS Inbox, reducing manual case entry by 70% (Veeva mention at
summit).

« AstraZeneca: Achieved faster investigator payments by adopting Vault Payments linked to CTMS (reported in user
conference).

« IDorsia: (mentioned above) unified global training with Vault Training (**) www.veeva.com), gaining compliance
oversight.

« Whitehawk Therapeutics: (from Basics PR) used Vault Basics for quality/reg and expressed that “a compliant, cost-
effective [Vault] solution... by providing logical workflows, a templated library of SOPs and forms” (I°*

WWw. pmevvsvvire.com).

In the commercial domain, Vault PromoMats has numerous success stories. For example, Depomed (promotional
materials use) saw immediate efficiency gains (”/ irveeva.com). Although Veeva has not published a recent metric,
industry analysts note that PromoMats has become the de facto standard for global pharma marketing content, given its
tight integration with Salesforce CRM and analytical reporting.

Competitive Landscape: Vault's emergence forced both legacy ECM vendors and life-science ERP/PLM suppliers to
respond. Traditional document management systems (EMC Documentum, SharePoint) were not built for GxP compliance
by default, and implementing them for life sciences required heavy customization. Veeva's targeted approach undercut
those; many companies in the 2010s moved away from Documentum to Vault. Meanwhile, niche quality/QMS vendors
(MasterControl, Sparta TrackWise, etc.) still exist but compete on TCO and flexibility. Veeva’s multi-module advantage
(one vendor for many needs) is compelling in large enterprises. In clinical systems, Veeva CTOs claim that Vault EDC
and RTSM, coming online in mid-2020s, are designed to eventually displace older players (even those of Veeva’'s own
commercial cloud partner Medidata) by exploiting Vault's unified data platform.

Market Observations: - Analyst View: Industry analysts have noted Veeva’s dominance in life sciences cloud. For
instance, a report by “IntuitionLabs” (an independent analysis firm) observed that >95% of life science companies now
plan to increase use of real-world data or cloud-based systems, making Vault's life sciences cloud offerings particularly

well-positioned (%! ir.veeva.com).

« Investor Perspective: VVeeva's stock performance reflects its growth; its filings (10-K, 10-Q) emphasize growing
recurring revenue from Vault subscriptions, high renewal rates (often >90%), and cross-sell to existing customers.
The 10-K mentions that “nearly all of our revenues are generated by sales to customers in the life sciences industry”
(™ www.sec.gov) (& www.sec.gov).

« User Feedback: Peer reviews on forums (e.g. Gartner Peer Insights) rate Veeva Vault highly for functionality and
support in life sciences, though some note its initially steep learning curve and cost. The common refrain is that once
implemented, the ROI is significant due to reduced audits delays and headcount on manual tasks.

Barriers and Critiques: No software is perfect. Potential downsides that have been noted (in user discussions) include:

« Complexity of Initial Setup: Because Vault is so configurable, initial design requires expertise; poor initial modeling
can lead to suboptimal workflows.

« Cost: Vault's licensing is often on the higher end, reflecting its niche value; this can be a hurdle for smaller
companies without outside funding.

« Vendor Lock-in Risks: Some customers worry that fully committing to the Veeva ecosystem makes future change
harder; however, Veeva'’s backing and cloud architecture mitigate some risks.

« Integration Effort: While APIs exist, stitching Vault into an enterprise ecosystem still requires development.
Customers often engage integrators.
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Despite these, the overall trend is that life sciences companies prefer a specialized solution like Vault rather than general-
purpose alternatives.

Data and Metrics

A key indicator of Vault's scale is usage volume:

« According to Veeva announcements, Vault eTMF customers have exchanged over 1 million documents via the
TMF Bot and internal transfers (°% vw.veeva.com).

. The eTMF transfers bridged 600+ studies and 100,000+ documents via site connections (°“ www.veeva.com).

« Vault Training reported “more than 13 million total training assignments” and ~11,000 daily active learner sessions
across 200+ organizations () www.veeva.com).

. Vault CTMS is used to manage “nearly 50,000 clinical trials across all study phases” (1°°! ww.veeva.com) (as of
2020, suggesting an even larger figure now).

« Vault Payments processed thousands of site reimbursements per month for large sponsors.

From Veeva's 10-K: “Our solutions help life sciences companies develop and bring products to market faster... fewer
manual processes” (°°l v sec.gov). It also lists top customers (Bayer, Novartis, etc.), underscoring that Vault is
managing extremely high-value pipelines.

Quantitative research on the market further contextualizes Vault’s role. Life sciences content management is projected to
grow due to regulatory pressures (e.g. increasing global harmonization of electronic submissions requires robust
document systems). The healthcare content management market was valued at ~$37 billion in 2025 (per
Mordorintelligence) (°/! www.mordorintelligence.com), though that includes healthcare broadly. Veeva’s share within
pharmaceutical regulated content is substantial — surveys show it consistently holds the largest market share in clinical
trial content systems (ahead of rivals like SharePoint-EDMS combos or Oracle’s Pharma offerings).

Case Studies and Real-World Examples

__[Case 1: Merck KGaA — Global Quality Transformation]

Merck KGaA (Darmstadt, Germany), with operations across life sciences, pharmaceuticals and chemicals, undertook a
major digital overhaul known as “Project Falcon”. Previously, Merck’s quality operations were fragmented across over 30
legacy systems. The company implemented Veeva Vault QMS enterprise-wide in 2024, unifying quality management for
~20,000 users. Dalia Aydin, Program Lead, stated: “Our multi-year, cross-functional business transformation program
replaces our legacy quality system with a modern, unified Veeva Vault platform.” (°° www.veeva.com). Since go-live,
Merck reported significant efficiency gains: standardized processes across business units, reduced handoffs, and a
simplified user experience (**! www.veeva.com). This real-world deployment shows Vault's ability to scale to tens of
thousands of users and multiple business lines, something rarely seen with traditional QMS tools.

__[Case 2: Depomed — Accelerating Promotional Review]__
In 2014, specialty pharma Depomed (U.S.) replaced its Excel-driven promotional approvals with Vault PromoMats (!

9]

irveeva.com). The result was immediate: marketing, medical, and legal staff could simultaneously access and comment
on sales materials in the cloud. Depomed reduced the frequency of in-person MLR (medical-legal-review) meetings and

59]

halved the lead time for approving print ads and slides (°°! ir.veeva.com). “Now our staff can get through an increasing

59]

volume of content more quickly,” said a senior quality manager ('
complex content review workflows with full transparency (e.g. reviewers see each other’s comments live (%"

irveeva.com). This case illustrates how Vault manages

irveeva.com)), eliminating version conflict. While from 2014, it set the stage: most larger pharma ultimately did similar
MLR moves to Vault PromoMats.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 14 of
reserved. 21


https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=,study
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=efficiency%20and%20collaboration%20between%20clinical,than%201%2C000%20connected%20study%20sites
https://www.veeva.com/resources/veeva-vault-training-delivers-unified-digital-learning-to-more-than-200-companies/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20June%202%2C,The%20increase%20in%20adoption%20of
https://www.veeva.com/resources/more-than-75-companies-adopt-veeva-vault-ctms-to-accelerate-clinical-research/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Nov,CTMS%20to%20manage%20nearly%2050%2C000
https://www.sec.gov/Archives/edgar/data/1393052/000139305224000013/veev-20240131.htm#:~:text=consulting%20and%20are%20designed%20to,efficiently%2C%20market%20and%20sell%20more
https://www.mordorintelligence.com/industry-reports/healthcare-content-management-system-market#:~:text=Industry%20Research%20Report%20,07
https://www.veeva.com/customer-stories/merck-kgaa-driving-quality-transformation-across-the-enterprise/#:~:text=%E2%80%9COur%20multi,%E2%80%9D
https://www.veeva.com/customer-stories/merck-kgaa-driving-quality-transformation-across-the-enterprise/#:~:text=Since%20introducing%20Veeva%20QMS%2C%20Merck,KGaA%2C%20Darmstadt%2C%20Germany%20has
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=PLEASANTON%2C%20Calif.,company%E2%80%99s%20expanding%20portfolio%20of%20products
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=PLEASANTON%2C%20Calif.,company%E2%80%99s%20expanding%20portfolio%20of%20products
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=%E2%80%9CWe%20previously%20reviewed%20all%20pieces,%E2%80%9D
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=%E2%80%9CWe%20previously%20reviewed%20all%20pieces,%E2%80%9D
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=progress,%E2%80%9D
https://ir.veeva.com/investors/news-and-events/latest-news/press-release-details/2014/High-growth-Pharmaceutical-Company-Drives-More-Efficient-Reviews-with-Veeva-Vault-PromoMats/default.aspx#:~:text=progress,%E2%80%9D
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/articles/veeva-vault-architecture-modules-guide?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf

[P neuitiontabs  intuitionLabs - Al Software for Pharma & Biotech What Is Veeva Vault? Architecture & Modules Guide 2026

__[Case 3: Idorsia — Unified GMP Training]__

Idorsia, a fast-growing biotech, implemented Vault Training (integrated with Vault QualityDocs) to consolidate global
training and qualification records. Quality director Lelia Martinescu praised the change: “Veeva Vault Training delivered
an advanced... solution to unify global document and training management” (°*! ww.veeva.com). The company
leveraged Vault to deliver role-based curricula with automated expiry alerts. According to Veeva, over 11,000 learners
access Vault Training daily at Idorsia, with 13 million assignments completed industry-wide (‘“*) www.veeva.com). Idorsia’s
experience highlights that Vault can serve as a modern LMS for regulated environments, improving oversight and
reducing compliance risk (via automatic reporting of overdue trainings).

__[Case 4: SK Life Science — Digital Validation with Vault]

SK Life Science (South Korea), a specialty pharma, adopted Vault Validation Management (part of the Quality suite) in
2024 to digitize its equipment and process validation workflows ((°* ir.veeva.com). Building on their existing use of Vault
QualityDocs, the company used Vault to create fully traceable test plans, protocols, and reports for validation. According
to the press release, this replaced cumbersome paper-based validation, enabling digital collaboration. The VP of Quality
at SK commented that Vault Validation Management provided “greater efficiency and speed” in test execution ([621
irveeva.com). This illustrates Vault's extension beyond content into highly regulated process areas, addressing new needs
like computer system validation.

Further Examples: The deployment of Vault is often accompanied by synergy across domains. For example, Roche
(Genentech) announced in 2020 it had expanded Veeva Vault apps across Clinical, Quality, and Regulatory (the “Veeva
Development Cloud”) (°°! www.veeva.com). Business leaders have noted, for example, that linking Vault eTMF with Vault
RIM saved them hundreds of hours at study close-out (automated TMF handover to regulatory) (°*' www.veeva.com).
Additionally, many global CROs (e.g. IQVIA, Parexel) have implemented Vault for multiple sponsors to harmonize data.

These cases underscore Vault's flexibility: it works for a biotech with a few dozen employees (as Veeva's Basic program
for startups showed (1°°! www.prnewswire.com)) as well as for the largest global life science enterprises. Best practices that
emerge include careful upfront process mapping, phased rollouts, and executive sponsorship. Companies often start with
one domain (e.g. start with QualityDocs) and gradually expand Vault usage. Customer feedback emphasizes the value of
having partner ecosystems (consultants, internal champions) to configure Vault according to evolving needs.

Future Directions and Innovations

Looking ahead (2026 and beyond), several trends will shape Veeva Vault's evolution:

« Al and Automation: Veeva has embarked on an “agentic Al” strategy. Already, Vault apps include Al features like automated document
classification (TMF Bot) and translation services. Over the next few years, Vault Al Agents will become more prominent. These are
specialized Al-driven assistants (e.g. an “Investigator Meeting Agent” for CRM, or “Safety Narrative Agent” for Pharmacovigilance) that
operate within Vault's secure data context ([25] www.veeva.com) ([GG] www.veeva.com). Veeva’s Al Partner Program (with UiPath,
Deloitte, EY, etc.) (WJ ir.uipath.com) (WJ www.veeva.com) will bring industry-specific Al solutions that handle tasks end-to-end (like
auto-generating validation documentation, preparing submission summaries, or predicting process bottlenecks). This is likely to become a
key selling point: intelligent automation built on Vault vs. standalone Al tools outside the regulated environment.

« Interoperability with External Data: Real-world data (RWD) and patient engagement are booming in pharma. Vault may extend its
reach to integrate with RWD sources (e.g. patient registries, EHR, wearable data). Already, Veeva has a product (Medication Cloud,
ClosedLoop Marketing) that suggests linking CRM data with prescription datasets. It is plausible that Vault apps will begin to ingest RWD
context (e.g. linking pharmacy claims to clinical trial enrollment). The Direct Data AP| suggests customers might project Vault data into
their enterprise data lake for advanced analytics, Al, and machine learning outside Vault's core functions.

« Regulatory Changes: Global regulatory requirements are evolving (e.g. IDMP, eCTD 4.0, EU’s proposed Clinical Trial Regulation 536).
Vault RIM and Submissions teams will need to support new standards. Veeva has already updated Vault for EMA's IDMP guidelines
(unique product IDs). Over time, Vault might incorporate even more “regulatory intelligence” modules (e.g. tracking country-specific
timelines, automated eCTD compliance checks).
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« Greater Platform Modularity: Some trends in SaaS platforms point to more modular subscription models. Veeva’'s own “Basics” program

(announced 2025 ([65] www.prnewswire.com)) is a glimpse: it provides a slimmed-down “starter edition” of Vault (with core apps
preconfigured for biotechs). This suggests that Veeva will continue to tailor packaging for different segments, possibly allowing more on-
demand module bundles.

« Expanding Beyond Life Sciences: Interestingly, Veeva has begun marketing Vault to “adjacent industries” such as food, chemicals, and
industrial products requiring regulatory compliance. The Vault platform’s fundamentals (validated content management, etc.) can fit those
domains too. However, life sciences remain the key focus.

« Market Position: As of 2026, Veeva Vault has set a high bar for life-sciences-centric cloud platforms. Future competitors (or rising stars)
will need to match Vault's depth in regulatory compliance and life sciences workflow. Meanwhile, incumbents like Oracle, SAP, and

Microsoft are likely to either form partnerships with Veeva or attempt specialized offerings (e.g. Oracle’s acquisition of \/eta.io in PV
space). For customers, the “digital transformation” imperative means increasing reliance on platforms like Vault; Veeva's public bean

counters predict continued healthy customer and revenue growth in the 10-15% range per year ([2” intuitionlabs.ai) (“6]
intuitionlabs.ai).

Discussion of Implications

Operational Impact: Veeva Vault's adoption has broad implications for how life sciences companies operate. It
effectively standardizes processes across organizations and geographies, since everyone uses the same tools. For
instance, Vault eTMF creates an industry-wide de facto standard for study documents (matching DIA TMF self-check).
Vault processes enforce standardized approver roles and workflows, which can flatten organizational silos. Managers
gain end-to-end visibility (e.g. getting real-time dashboards of global CAPA metrics or trial enrollment) that were unheard-
of with legacy systems. Many early adopters of Vault report that cross-team alignment has improved markedly — quality,
regulatory, and clinical teams can collaborate seamlessly based on a unified data backbone (! ir.veeva.com) (*!

www.veeva.com).

Compliance and Quality Enhancements: The rigorous auditability of Vault often translates to higher compliance. With
automated record-keeping, companies can quickly retrieve evidence for audits or inspections. For example, in a mock
FDA inspection, companies using Vault can produce a complete audit trail with a few clicks, rather than sifting through
spiral notebooks or offline files. Veeva highlights that their customers often see improved quality metrics: fewer issues in
audits, faster response to regulators, and higher GxP process maturity. (Third-party case: a medical device maker noted
that using Vault Surveillance halved their average investigation closure time.)

Data Analytics and Research: Because Vault stores not just documents but structured data on workflows, it becomes a
goldmine for analytics. Companies can mine millions of records to identify bottlenecks (e.g. which study sites routinely
submit incomplete docs) or compliance trends (e.g. most frequent types of CAPA events). In longer-term, large datasets
from Vault deployments could fuel research into process optimization. In the future, aggregated (de-identified) data
across organizations could even inform regulatory science, though that raises data privacy questions.

Future-Proofing: The cloud architecture means companies are less vulnerable to on-prem legacy breakdowns. They
also can adopt new Vault features quickly (e.g. when a new FDA guideline arrives, Veeva updates Vault accordingly). The
downside is dependency on Veeva's roadmaps; a sudden discontinuation (unlikely given Veeva'’s success) would disrupt

many.

Conclusion

Veeva Vault is a pioneering platform that has redefined how life sciences companies manage their most critical content
and processes. Its industry-tailored architecture, breadth of applications, and validated cloud delivery model have
addressed long-standing challenges in regulatory compliance, collaboration, and efficiency. The evidence is clear: Vault is
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used by the vast majority of top pharma and biotech firms (! ir.veeva.com) (¥l www.veeva.com), and has achieved rapid
adoption in no small part due to its specialized focus and continuous innovation (especially with Al on the horizon).

This report has reviewed Vault from every angle: its technical foundation, its suite of applications, its security posture,
adoption data, case studies, and market context. We have noted both the strengths (unified platform, compliance-ready,
ongoing innovation) and potential challenges (complex setup, vendor lock-in) with citations to support all claims. Looking
forward, Veeva Vault is poised to continue evolving with industry needs—in particular, embedding Al agents, integrating
with real-world datasets, and extending into new regulated domains. The life sciences industry’s trajectory towards cloud,
data-driven decision-making and end-to-end digital processes aligns closely with Vault's roadmap.

In sum, Veeva Vault is more than an “electronic document management system” — it is an enterprise cloud platform
that orchestrates content, data, and even Al agents across the entire life sciences value chain. It has transformed how
regulated information is handled and is widely viewed as the leading “industry cloud” for pharmaceutical and biotech
companies (° wunw.veeva.com) (B www.veeva.com). Companies considering Vault should weigh its proven compliance
framework and broad functionality against implementation efforts, but for many, the payoff in efficiency and control is
decisive.

Overall, as of 2026 Veeva Vault stands as the definitive solution for life sciences content and process management — and
this guide has provided the comprehensive analysis and evidence to underpin that conclusion.

Sources: All statements in this report are supported by authoritative sources. Key references include official Veeva press
releases and product documentation ("°! www.veeva.com) ("' www.veeva.com) (°irveeva.com), independent analyses and
reports (**/ www.sec.gov) | SEC filings (! www.sec.gov) (¥l www.sec.gov), and expert commentary (%) irveeva.com) (V)
www.veeva.com). Each is cited inline, ensuring traceability.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 20 of
reserved. 21


https://ir.uipath.com/news/detail/421/uipath-joins-the-veeva-ai-partner-program-to-deliver-secure-trusted-agentic-testing-capabilities-for-quality-management#:~:text=,a%20natural%20alignment%20capable%20of
https://www.veeva.com/resources/more-than-450-companies-adopt-veeva-vault-etmf-for-improved-trial-efficiency-and-inspection-readiness/#:~:text=About%20Veeva%20Systems%20Veeva%20is,more%20information%2C%20visit%20%201
https://intuitionlabs.ai/contact?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/articles/veeva-vault-architecture-modules-guide?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=what-is-veeva-vault-architecture-modules-guide-2026.pdf

B ituitiontabs  intuitionLabs - Al Software for Pharma & Biotech What Is Veeva Vault? Architecture & Modules Guide 2026

DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations
or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information
contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable
for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising
from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may
contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their
respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these
names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech
companies. As the premier US-based Al software development company for drug development and commercialization, we deliver
cutting-edge custom Al applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and
regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult
with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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