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Executive Summary

This report provides a comprehensive comparison of Veeva Vault (the Veeva Vault Quality Suite platform) and its leading
alternatives in the life sciences industry, with a focus on GxP compliance readiness. Veeva Vault is a cloud-based content and
quality management platform widely adopted by pharmaceutical and biotech companies for managing regulated documents,
quality processes (CAPA, Change Control, Complaints, etc.), training, and regulatory submissions. In recent years, dozens of
alternatives have emerged or matured, offering various features for eQMS (electronic Quality Management System) and EDMS
(electronic Document Management System) use cases. Leading alternatives include MasterControl, Honeywell's TrackWise
(Sparta Systems), ETQ Reliance, Qualio, Greenlight Guru, Egnyte, ComplianceQuest, and others.

We analyze these systems feature by feature - including document control, CAPA management, audit trails, e-signatures,
training management, integration capabilities, validation support, deployment models, and security — and evaluate each for
GxP readiness (maintaining compliance with FDA 21 CFR Part 11, EU GMP Annex 11, ISO 13485, etc.). We include market data
and case studies illustrating adoption patterns. Key findings include:

e Veeva Vault Strengths: Veeva Vault excels as a unified cloud platform built specifically for life sciences ([W] sourceforge.net) ([2]
irveeva.com). It integrates document control, CAPA/change control, audit management, training, and other processes on a single SaaS

platform (‘2] irveeva.com). As of 2020, over 300 organizations (including 13 of the top 20 pharma companies) had adopted Vault’s Quality

3]

applications (‘ www.veeva.com). Vault provides robust GxP support, including data integrity features, audit trails, version control, and out-

of-the-box compliance with 21 CFR Part 11 and Annex 11 (through system validation and standardized workflows). Its user interface and cloud

delivery model are often praised by users ([ZlJ www.g2.com).

e Alternatives: Other enterprise QMS solutions offer many overlapping capabilities. MasterControl (est. 1994) is a mature QMS suite (cloud

and on-prem) that emphasizes configurable workflows and extensive audit management (M sourceforge.net) (W www.g2.com).
Honeywell/Sparta TrackWise (TrackWise Digital) is a widely deployed QMS (long on-prem history, now with SaaS) used by many major pharma
(‘6‘ www.honeywell.com) (‘7‘ www.honeywell.com). ETQ Reliance (now a Hexagon brand) is a highly configurable cloud QMS

used by regulated manufacturers. Qualio is a newer cloud QMS focused on biotech/medical device companies. Greenlight Guru targets

companies

medical device firms with integrated design-control and risk management. Egnyte is a cloud file-sharing/content platform with a GxP

compliance portal popular in life sciences for document management. ComplianceQuest and others (e.g. isoTracker, Q-Pulse) also compete in
niches.

e Feature-by-Feature Comparison: The report includes a detailed matrix comparing each vendor across critical GxP-related features (see
Table 1 and Table 2 below). For example, all leading systems provide electronic document control with versioning, audit trails, and electronic
signatures to comply with 21 CFR Part 11 (‘8‘ simplergms.com) (‘9‘ simpleragms.com). Training-management modules vary (Vault has Vault
Training, MasterControl has learning/training modules, Greenlight Guru does not include training). Cloud deployment is now standard for new
entrants: Qualio, Greenlight, ComplianceQuest are Saa$S; Vault and MasterControl are cloud-only (though MasterControl offers an on-prem
legacy), while TrackWise is offered both on-prem and as a new Saa$S (TrackWise Digital). All systems support audit management (e.g.,
internal quality audits), CAPA and change control, though the ease of use and depth of reporting differ. As one analysis noted,

MasterControl’s audit-management capabilities were rated more comprehensive than Vault's (M‘ www.g2.com), reflecting user feedback.

e Regulatory Compliance: All major vendors claim support for FDA/EU regulations. For example, Dassault Systémes highlights that its
3DEXPERIENCE platform (incorporating ENOVIA and other tools) has GxP-readiness by design, with built-in e-sign and 21 CFR Part 11/EU

Annex 11 compliance (”0‘

www.3ds.com). Similarly, Qualio, MasterControl, and others emphasize ability to validate the system and maintain
audit trails. It is ultimately the responsibility of the customer to validate the system (Computer System Validation, CSV) and configure it
according to SOPs. In practice, most vendors provide validation toolkits or services (MasterControl has solarized “validation wizard"” tools (15—

sourceforge.net), Qualio provides validation documents, etc.) to streamline this process.

e Market Trends & Costs: There is a strong industry shift to cloud-based QMS. Studies and vendor reports estimate cloud-QMS solutions cost

~94% less and implement in 1-2 months vs. traditional on-prem (often >1 year) ([m kivo.io) (“2] www.medicaldesignbriefs.com). On-
demand scalability and remote access support have become vital (the COVID-19 pandemic accelerated this). According to Medical Design
Briefs, multi-tenant cloud QMS delivers the lowest total cost of ownership and “simplified validation” over time (Wl
www.medicaldesignbriefs.com). However, legacy players still dominate large enterprises (TrackWise had long been the “industry standard”
in large pharma). Pricing varies widely (from low five figures per year for niche tools to low seven-figures for enterprise-wide suites), and is
generally not published; customers typically negotiate based on company size and required modules.
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e Case Studies: We highlight representative customer experiences. For instance, a global biopharma company replaced an outdated on-prem
ECM with Veeva Vault QualityDocs to gain a cloud-based, browser-agnostic document system (“3] clarkstonconsulting.com) (['m]
clarkstonconsulting.com). Over time they integrated Vault QMS and Training for unified quality processes. In contrast, some emerging
biotech startups opt for Qualio or Greenlight Guru to achieve ISO 13485 certification rapidly (source: company testimonials).Honeywell's
acquisition of Sparta reflects how large conglomerates see value in merging QMS with operational analytics (Sparta’s TrackWise Digital plus

“QualityWise.ai” machine learning) (1% www.honeywell.com).

e Future Directions: Regulatory pressures continue to rise (for example, FDA's greater scrutiny on data integrity) and enforcement is rigorous
(FDA found ~30% of clinical trials had data-integrity issues in a recent analysis (“5] www.egnyte.com)). QMS solutions are evolving
accordingly, adding features like Al analytics (Sparta/Honeywell's Al-enabled QMS) and deeper integration with other enterprise systems
(ERP, MES, LIMS). Blockchain-based audit logs and e-signatures are also emerging areas. The market may see consolidation, but also growth:
life sciences companies require ever-more connected, validated systems to maintain GxP compliance, suggesting continued investment in
this sector.

In summary, no single system is universally “best” — the optimal choice depends on company size, product mix, existing IT
landscape, and budget. This report provides detailed analysis to help stakeholders understand how Veeva Vault stacks up
against alternatives across the full spectrum of compliance-critical features, supported by industry data and expert sources.

Introduction and Background

The biotechnology and pharmaceutical industries operate under strict regulations known collectively as "GxP" (Good x
Practice). GxP covers areas such as Good Manufacturing Practice (GMP), Good Laboratory Practice (GLP), and Good Clinical
Practice (GCP) - all designed to ensure that medications and medical devices are safe, effective, and of high quality (¢!
www.qualityfwd.com). As QualityForward explains, GxP “"represents the backbone of regulatory compliance and product quality”
in life sciences ("% www.qualityfwd.com). Effective GxP compliance requires robust Quality Management Systems (QMS) and
document control, so that all processes (from R&D to manufacturing to distribution) are documented, controlled, and

traceable.

In practice, this means companies must maintain comprehensive policies, procedures, and records (often in software). In the
digital era, electronic QMS (eQMS) and electronic Document Management Systems (EDMS) have largely supplanted
paper-based processes. Key regulatory mandates include 21 CFR Part 11 (the FDA rule on electronic records and signatures)
and EU GMP Annex 11 (the European guideline for computerized systems). These regulations require that systems used for
GxP data support audit trails, secure user authentication and signatures, strict version control, and data integrity controls (-°
simpleragms.com) (1) simplerams.com). In particular, 21 CFR Part 11 specifies: “system validation to ensure accuracy, audit trails
to document changes, robust security controls to prevent unauthorized access, and comprehensive personnel training” for any
electronic records or signatures ('°/ simplerams.com). Likewise, Annex 11 focuses on the integrity and validation of
computerized systems in GMP environments (% simplerqms.com). Collectively, these rules mandate that eQMS/EDMS platforms

be “validation-ready” and provide continuous audit readiness (%) www.3ds.com) (!°) simplergms.com).

As Life Sciences organizations have digitized, numerous software vendors have developed products to meet these needs.
Among them, Veeva Systems Inc. has emerged as a leader in cloud-based systems tailored to pharma/biotech. Veeva (a spin-
off from Salesforce, founded 2007) offers the Vault Platform — an enterprise content management (ECM) system — along with
specialized applications built on it. The Vault suite includes modules for regulated documents (Vault QualityDocs), quality
processes (Vault QMS), training (Vault Training), clinical trial master files (Vault eTMF), regulatory information management
(Vault RIM), and more. Veeva's vision is to provide a unified Life Sciences cloud where content and data coexist on a single

platform, eliminating silos between departments (“: sourceforge.net).

This report compares Veeva Vault to a range of alternatives — other commercial and (to a lesser extent) open-source systems
that claim to support GxP compliance. We emphasize feature-by-feature analysis of critical functions, especially those related
to GxP readiness. Sources include vendor literature, analyst commentary, and user reviews. We aim to provide evidence-based
insight into how well each system supports regulatory needs, contrasting capabilities like e-signatures, audit trails, validation
support, user interface, and integration. For context, we also discuss market adoption, use cases, and customer experiences.

We organize the report as follows: After this introduction, we outline the GxP regulatory context and key QMS concepts. Then
we detail Veeva Vault's features and position. Next, we profile major alternatives (MasterControl, TrackWise/Honeywell, ETQ,

Qualio, Greenlight Guru, Egnyte, etc.), and follow with a feature matrix comparison. We then present case studies and data
illustrating real-world usage. Finally, we discuss implications for compliance strategy and future trends, and conclude with
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recommendations. Throughout, we provide citations to credible industry sources, regulatory guidance, and vendor
documentation.

Regulatory and Quality Framework

To set the stage, we summarize key regulatory requirements and standards that any GxP-ready software must address:

e 21CFR Part 11 (FDA): This U.S. regulation governs “electronic records and electronic signatures” for FDA-regulated industries (pharma,
biotech, medical devices, etc.). It was introduced in 1997 to permit moving from paper to electronic systems while maintaining
trustworthiness. Part 11 requires systems to have audit trails, secure access controls (e.g. unique user IDs, passwords), electronic signatures,
and validated accuracy of records (‘8] simplergms.com). For example, the FDA guidance states that Part 11-compliant software must
“generate complete and accurate electronic records and securely manage electronic signatures” (m simplergms.com). In practice, this
means that eQMS/EDMS tools must ensure that every data change is logged (by who, when, and why), that signatures can be uniquely
attributed to individuals, and that system operation is validated. Part 11 also implies strict controls on record retention, system backups, and
personnel training.

e EU GMP Annex 11: In Europe, Annex 11 to EudraLex Volume 4 (published 2011, updated 2021) covers computerized systems used in GMP
environments (pharmaceutical manufacturing). It mirrors many Part 11 principles (audit trails, validation, data integrity), but with its own
emphasis (for example, requiring an up-to-date inventory of computer systems, and formal qualification of networks) ('91 simplergms.com).

Annex 11 explicitly assumes life sciences companies are increasingly “progressively adopting electronic Quality Management Systems

(eQMS)" and seeks to ensure compliance with GMP through validated computerized processes (‘9‘ simplergms.com). Compliance with
Annex 11 is mandatory under EU law.

e Other GxP Standards: Medical device companies must also comply with ISO 13485 (quality management for devices) and ISO 14971 (risk
management). Pharmas follow ISO 9001 (general QMS), ICH Q10 (Pharmaceutical Quality System), and specific FDA rules such as 21 CFR Part
820 (QS regulation for devices), Part 58 (GLP), Part 50 (informed consent, GCP context). In general, quality standards mandate documented
SOPs, controlled document revisions, CAPA for addressing nonconformances, management review of quality data, and risk-based thinking. A
modern QMS software should enable processes supporting all these standards.

e Computer System Validation (CSV): Regulators expect companies to validate computerized systems to ensure they work as intended. This
typically involves Installation Qualification (1Q), Operational Qualification (OQ), and Performance Qualification (PQ) protocols that test
software functionality. Many vendors assist this by providing “validation toolkits" — ready-made test scripts and documentation (sometimes
known as Installation Qualification/Operational Qualification packages). For example, MasterControl offers automated validation scripts that

claim to reduce validation effort to near zero time (LSJ sourceforge.net). The onus is on users to execute CSV protocols (or hire consultants)
for any system that holds GxP data.

e Data Integrity: A core theme in recent guidance (e.g. FDA's Data Integrity Guidance for Drugs, 2016) is that data must be ALCOA+:
Attributable, Legible, Contemporaneous, Original, Accurate, and maintained (complete trace). Systems should be “locked down" to prevent
unauthorized changes. The Egnyte "Buyer’s Guide" notes that “30 percent of clinical trials are flagged for data-integrity violations” by FDA,

often due to use of inadequate consumer-grade tools (/'°] www.egnyte.com). This underscores the necessity of using GxP-compliant
systems: relying on uncontrolled file-sharing or in-house ‘home-grown’ tools is risky. Audit trail integrity is especially critical (regulators have
disqualified exhibits when audit logs fail).

Given these requirements, modern life sciences organizations are moving rapidly to integrated eQMS/EDMS platforms. A recent
QualityForward industry guide observes that deploying an effective QMS - often supported by software — is a foundational best
practice for GxP compliance (") www.qualityfwd.com). Medical Design Briefs (2019) concludes that cloud-based, multi-tenant
QMS software is “the best way to take advantage of ongoing advancements in technology” while simplifying compliance and
lowering long-term costs ('?) www.medicaldesignbriefs.com). Similarly, a 2025 guide to cloud QMS notes a “dramatic shift”
toward cloud platforms, citing statistics like 94% cost savings and 8-week implementations versus up to 18 months for
traditional systems (! kivo.io). In sum, life sciences regulation and market trends strongly favor validated, compliant SaaS

17]

platforms for quality and document management ('° simplergms.com) (' www.qualityfwd.com).

Veeva Vault Overview

Veeva Vault is a suite of cloud applications built on a single platform, designed specifically for the global life sciences industry.
At its core, the Vault Platform is an enterprise content management (ECM) system, with capabilities for storing, organizing, and
sharing structured and unstructured data. Veeva's strategy is to provide centralized control of documents and data across
R&D, regulatory, quality, and safety in one unified system (/") sourceforge.net). According to Veeva's own documentation,
Vault stands out by "bridging content gaps across the enterprise for global harmonization” — allowing companies to eliminate

departmental silos and streamline end-to-end processes (' sourceforge.net).
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Veeva Vault's product family includes (among others):

e Vault QualityDocs: Document and records management, including SOPs, batch records, specifications, etc.

e Vault QMS (previously sometimes called Vault Quality Suite): Manages quality processes such as deviations, CAPAs,
change controls, audits, complaints handling, quality events, etc.

e Vault Training: Manages training curricula, assignments, and compliance tracking.
e Vault LIMS (introduced 2024): A laboratory information management module integrated with Vault Quality.

e Vault RIM (Regulatory Information Management): Tracks regulatory submissions, document sets, health authority
correspondence.

e Vault eTMF: Electronic Trial Master File for clinical documentation.
e Vault Safety: Pharmacovigilance case management.

e (Other Vaults: CLM (Contract Lifecycle), PromoMats (commercial marketing asset management), etc.)

All Vault applications share the same user interface and metadata model, making cross-functional workflows easier. For
example, a change control in Vault QMS can automatically trigger document updates in QualityDocs, or notifier cascades.
Veeva emphasizes that Vault is a true cloud SaaS offering: all applications are hosted by Veeva (on AWS), updated quarterly,
and accessed via browser. Because it is cloud-native, Vault requires no local installation and can be scaled globally. This cloud
delivery aligns with GxP needs: Veeva provides infrastructure validation, backups, encryption at rest and in transit, and a
security model adhering to life sciences standards.

In terms of market adoption, Veeva Vault is well established in quality and regulatory. By 2018, Veeva reported that “more
than 180 life sciences companies” (including 10 of the top 20 pharmaceutical firms) used Vault QualityDocs or Vault QMS, and
Vault QMS's install base had “nearly doubled” year-over-year ("% irveeva.com). By 2020, over 300 companies (including 13 of
the top 20 pharma) were using the Veeva Vault Quality Suite (!'°) www.veeva.com). Veeva's SEC filings and press releases
indicate that thousands of companies use some Vault application (the platform has over 2,200 customers in ECM market data
(P97 enlyft.com)). In practice, Vault is favored by small-to-large pharma and biotech (as noted, many with 50-200 employees
and $10-50M revenue use Vault (°°! enlyft.com)). A consulting case study noted a global biopharma replaced its aging,
customized on-prem document system with Vault QualityDocs in pursuit of easier maintenance and cross-site collaboration

3 . Vi .
(131 clarkstonconsulting.com) (' clarkstonconsulting.com).

GxP Readiness of Vault: Veeva Vault's architecture is built with compliance in mind. System features aligned with regulation
include:

e Electronic Signatures and Audit Trails: Vault enforces unique logins, role-based access, and timestamped audit logs for all record changes.
Every action on a regulated document (create, edit, review, approval, signature) is recorded, enabling data integrity checks. Vault's Ul
requires e-signatures for approvals, capturing user ID and meaning (reviewed by, approved by, etc.), as mandated by 21 CFR Part 11.

e 21CFR Part 11/ Annex 11 Compliance: By design, Vault supports the technical controls (e-sign and audit trails) that Part 11 and Annex 11
require. Veeva provides validation documentation (IQ/OQ/PQ test scripts) so customers can perform CSV. Veeva's annual SOC 2 and ISO
certifications further attest to its secure controls.

e Regulations Framework: Vault includes features for controlled vocabulary and process definitions to maintain compliance context. For
example, document lifecycles can enforce GMP-style approval steps; deviation and CAPA forms include predefined fields that map to quality
standards; training modules track curriculum linked to job roles per regulatory requirements. Veeva also promotes Connectivity: all Vault apps
share a common underlying data model, so e.g. a CAPA can cross-reference multiple documents or training records.

e Support for Quality Processes: Vault QMS specifically automates workflow for change controls, CAPAs, audits, deviations, and complaints.
Vault Training automates assignment of SOPs and tracks employee completion. Vault LIMS (recently) adds sample/test management
integrated with QA. These processes are inherently GxP: for instance, any CAPA investigation steps can be enforced and linked to documents.

The Veeva platform’s focus on life sciences is often cited in analyses. For example, a SourceForge comparison states: “Vault is
the only content management platform with the unique capability to manage both content and data” across clinical, regulatory,
quality, etc., enabling “end-to-end processes across commercial, medical, clinical, regulatory, quality, and safety” on one
platform (I sourceforge.net). In user reviews, Vault is noted for its intuitive Ul and strong document control, though some users
compare it unfavorably on certain functionalities to competitors (see below). Overall, Vault serves as a benchmark: it is a
comprehensive, cloud-only GxP system, which competing solutions are measured against in terms of features, ease of use,
and flexibility.
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Feature-by-Feature Analysis

The following sections examine critical feature categories in depth. For each, we describe what leading GxP systems typically
offer, contrast how Veeva Vault handles it, and summarize alternative approaches. Wherever possible, we cite authoritative
sources, IT analyst summaries, or user commentary.

Document Control and ECM

Requirements: Document control is fundamental to GxP. Systems must handle creating, reviewing, approving, distributing,
and archiving procedures (SOPs), work instructions, batch records, lab notebooks, etc. Key features include:

e Version control with immutable archives.

e Approval workflows (with e-signature).

e Access restrictions by role/department.

e Change history/audit trail on documents.

e Retention policies, easily retrieved documents for audit.

e Labeling and metadata for retrieval, e.g. linking documents to products or processes.

Veeva Vault: Vault QualityDocs is Veeva's module for document control. It supports custom document lifecycles (draft -
review - approval), automated route notifications, and enforced e-signatures at approval. Vault keeps a full audit trail of all
actions on a document (even viewing can be logged if needed). Documents and records can be organized in a hierarchical
folder structure or by metadata (e.g. product, document type). Vault's content is highly searchable. Veeva emphasizes that
Vault “keep [s] content accessible, current, and in context across the entire development and commercial lifecycle” (/")
sourceforge.net). Vault also natively handles PDF and office documents without losing formatting — a plus for compliance filings.
Because it's cloud-based, Vault users access documents in a browser, eliminating issues like out-of-date local file shares.

Alternatives: Most QMS competitors include robust document management. For example:

e MasterControl QMS includes Document Management (often called “Doc Control”) as a core module, with similar lifecycle
workflows and e-signature capture. MasterControl advertises “simplifies GxP workflows” by automating the progression of
documents through review and approval stages (\°! sourceforge.net).

e ETQ Reliance (Hexagon) offers a fully integrated document control module, configurable by enterprise policy.

e TrackWise (Honeywell/Sparta) historically had Document Control as optional modules; the newer TrackWise Digital offers
configurable procedures as well.

e Qualio emphasizes cloud storage of quality documents and integrates them into processes, but as a lighter-weight system
it may require adaptation for very large document volumes.

e Egnyte (though not a full QMS) is often used as a document repository in life sciences. Egnyte’s Life Sciences solution
provides a "GxP Compliance Portal” with managed folders where regulations-specific metadata and audit logging are
enforced (I*" www.egnyte.com). Egnyte claims it is “the easiest way for emerging biotechs” to handle regulated documents
and data integrity (") www.egnyte.com). It includes features like limited file sharing (no local sync for critical docs) and
validated secure enclaves.

e SharePoint/Box/M-Files: Some companies repurpose general content platforms (Microsoft SharePoint, Box, M-Files, etc.)
by adding FDA 21CFR certificates or bolt-on controls. These can work if properly validated, but typically lack out-of-the-
box FDA-centric workflows.

In summary, all major GxP-ready systems provide strong document management. Differences lie in depth of integration (Vault
links docs to change controls; Egnyte focuses just on storage/permission; others vary). For example, a G2 analysis observed
that Vault's intuitive Ul is liked by users, but MasterControl has an edge in trainings and audit management (discussed later)
("7 www.g2.com). For document control specifically, Vault and MasterControl are roughly on par in capability, with the
advantage going to whichever fits the company’s process model better.

Quality Process Management (CAPA, Change Control, etc.)
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Requirements: A full QMS includes management of quality events: Change Control (engineering changes),
Deviation/Nonconformance management (for handling out-of-spec events), CAPA (corrective and preventive actions), Audits
(internal/external quality audits), Complaints, Supplier/Supplier Quality, etc. Key needs are:

e Configurable workflows for each process, reflecting SOP steps.

e Rich data forms capturing required fields (e.g. root cause analysis in CAPA).
e Links between processes (e.g. a deviation triggers a CAPA).

e Reporting & analytics on quality trends.

e Integration with other systems (e.g. ERP, MES).

Veeva Vault: Vault QMS provides modules for change control, CAPA, deviations, quality events, internal and external audits,
complaints, and more. These are configurable but come with ready-to-use templates reflecting industry best practice. For
example, a Vault CAPA includes cause analysis, action plans, and verification steps. All quality records live on the Vault
Platform, so a single CAPA can reference controlled documents (SOPs, design records) or link to training records. Because all
Vault apps share the same platform, Vault's marketing emphasizes end-to-end processes: e.g. when approving a change
control, Vault can automatically signal related SOPs to update. According to Veeva, the Vault Quality Suite "brings together
quality processes, document control, and training on a single cloud platform” (\?! irveeva.com). Veeva's internal testing and
customer feedback suggest Vault's workflows are solid, though some users with highly complex processes may need technical
assistance to configure non-standard paths.

Alternatives: All mature QMS systems include these modules:

e MasterControl Quality Management System bundles CAPA, change, audit, complaint modules seamlessly. It supports
parallel CAPA processes and escalation. Its strength is configurability: many users cite MasterControl's ability to tailor
forms and workflows extensively. For example, a user pointed out that MasterControl “shines” with advanced audit-
management features ("“) www.g2.com), implying other modules are comparably robust. MasterControl also offers a
Manufacturing Excellence module (MES) for production floor; this includes work order and production record integration
with quality.

e TrackWise: Sparta’'s TrackWise QMS (now Honeywell TrackWise) is a venerable system deployed in many large firms. It
provides very flexible QA/RA & CAPA tracking, but historically its user interface was less modern. The newer TrackWise
Digital (cloud) intends to modernize this. The Honeywell press release notes Sparta’s solutions serve “more than 400
customers, including 42 of the world’s top 50 pharma companies” (") www.honeywell.com), underscoring its enterprise
credibility. TrackWise can be highly customized, but that also means implementations can be lengthy and complex.

e ETQ Reliance: Provides enterprise CAPA and change control, along with supplier quality module. It's known for scalability
and analytics. ETQ users often praise its configurability and dashboarding.

e Qualio: Covers CAPA, change control, and risk; it emphasizes ease-of-use and is often selected by smaller biotechs.
However, it lacks some depth compared to the legacy players (e.g. no module for complaints, which some companies track
separately). Qualio uses a wizard-based approach to implement processes quickly.

e Greenlight Guru: Focused on medical devices, it includes CAPA, change (Design Control changes), risk (ISO 14971 ties),
and nonconformance handling. It integrates risk management inherently. However, it does not (currently) include a robust
training/training assignment feature (issuers risk of some gaps under 21 CFR 820 which requires training records
integration).

e Others: ComplianceQuest (on Salesforce) offers CAPA, change, audit, etc., but being newer, has fewer reference
customers. Also, open-source or generic QMS (like Alfresco-DOC, ISOtracker) exist but are less proven.

User Perspective: According to user reviews, Vault QMS and MasterControl are neck and neck in fulfilling quality
requirements; both score around 8.5-8.6 on meeting needs (! www.g2.com). Users noted MasterControl had a lead in audit
management specifically ("*' www.g2.com), suggesting its workflows are slightly more mature. However, both platforms handle
CAPA and change very similarly. The main differentiation tends to be strategic preference: Vault's integrated platform vs.
MasterControl's specialization.

Training Management

Requirements: GxP regulations (FDA QSR, GMP, etc.) require that personnel be trained on relevant SOPs and qualifications. A
QMS often includes a training management system to schedule and record training. Features include:
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e Curriculum and course creation.

e Assignment of training to roles or individuals.

e Tracking of completion and certification.

e Linking SOPs (controlled docs) to their required training.

e Support for continuous learning (e.g. reminders, periodic retraining).

e Audit trails of who trained whom, when.
Veeva Vault: Veeva Vault includes a module called Vault Training. This tool allows quality managers to build training plans
linked to standard working procedures. Vault Training tracks employees' training status on monitored documents (often SOPs
and policy documents in Vault). It can send automatic notifications for upcoming or overdue training. As Veeva describes, Vault
Training is bundled with Vault QualityDocs/QMS as part of the Quality Suite (" irveeva.com). Together, this provides a single
place where quality documentation and training records live, so auditors can easily show that every controlled document was

sign-off by all required personnel. Vault's cloud delivery means users can take certain training quizzes online, although more
elaborate e-learning content is typically hosted separately (Vault can link to external systems).

Alternatives: Not all QMS include training natively. The main ones with training modules include:

e MasterControl QMS: includes an integrated Learning Management System. MasterControl's LMS can deliver slide-based
training and track it against document revisions. It has strong reporting (e.g. showing 100% completion rates by
department). In fact, G2 reviewers highlight MasterControl's “comprehensive training management capabilities” as a
distinguishing strength (‘*/ www.g2.com).

e TrackWise: Historically, TrackWise did not have an LMS. Honeywell later acquired a company called Sparta Systems
(TrackWise) and provides QualityWise LMS, but that may require integration. Many TrackWise customers pair it with third-
party LMS (even Veeva CRM's training product).

e ETQ Reliance: Provides a training management module which integrates with CAPA (inform about trainings needed).
e Qualio: No built-in LMS; companies often use separate training tools.

e Greenlight Guru: No LMS - it assumes smaller med device companies may use third-party or manual methods. However,
recent regulatory focus might push med device QMS to consider adding training management.

e Egnyte/SharePoint: Neither has a LMS.
Training is sometimes undervalued, but it is a critical piece. The fact that MasterControl and Veeva supply it as part of their
suite makes them one-stop-shop for many. Vault's unified platform (content+training) is a plus for some companies;

MasterControl's robust LMS is a plus for others. In general: Vault and MasterControl provide the most comprehensive out-of-
box training modules; others rely on third-party or custom solutions.

Audit and Quality Event Management

Requirements: GxP demands systematic internal audits and the ability to address findings. An audit management module
typically handles scheduling audits, recording findings/non-conformances, and assigning corrective actions. Similarly,
complaint management (for Pharma) or customer feedback (for device) is often part of the suite. Vital features:

e Planning and tracking of internal/external audits.

e Documenting audit findings and linking to corrective actions.

e CAPA linkage (audit finding > CAPA record).

e Reporting on audit outcomes, CAPA closure rates, etc.

e Complaint intake workflow (sometimes integrated with CAPA).

e Electronic Trial Master File (eTMF) could be considered here for clinical trial audits (Vault eTMF vs alternatives like

Florence eTMF or Phlexglobal).

Veeva Vault: Within Vault QMS, Audit Management features allow creation of dynamic audit plans, recording findings, and
assigning follow-ups. Vault also has a Complaints module to log customer/product complaints and trigger investigations.
Veeva's clinical Vault eTMF is market-leading for trial documentation; it provides audit trails of who accessed what in clinical
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files. These modules all tie into Vault's unified platform, which means a CAPA can be linked to an audit finding or complaint
root-cause.

Alternatives:

e MasterControl: includes an Audit Management module. It delivers tools to plan, execute, and report on audits. Findings are
immediately linked to CAPAs/changes. MasterControl often emphasizes dashboarding (e.g. get high-level views of open
findings).

e TrackWise/Honeywell: audit management is integral. TrackWise Digital promises better user experience, but still covers
audit scheduling, checklists, and reporting.

e ETQ Reliance: has a robust audit/QMS event module, with custom forms for audits.

e Qualio: covers quality events but historically did not emphasize formal internal audit planning (since many small companies
use leaner audit processes).

e Greenlight Guru: includes a built-in “Insights Dashboard” for med-device QMS, but audit module came later (and focuses
on design history file compliance audits).

e Other systems like isoTracker (a smaller QMS) focus on audit and CAPA for ISO compliance.
e ComplianceQuest: (Salesforce-based) includes audit plans and NH (nonconformance) tracking.
Generally, Vault, MasterControl, and TrackWise provide the richest audit modules. A G2 user note implied Vault meets

requirements as well as MasterControl (“/ www.g2.com), suggesting both handle audits adequately. After sales, many firms
report that the ease-of-use of audit forms (mobile-enabled checklists, etc.) varies, but this is beyond current data.

Supplier and Quality Risk Management

Requirements: Medical and pharmaceutical production often involve external suppliers. Modules for supplier qualification,
monitoring, and supplier quality events are common in QMS solutions. Risk management (FMEA, risk assessment) is also
increasingly mandatory (ISO 14971, ICH Q9).

Veeva Vault: Vault QMS does offer a Supplier Qualification module (for tracking audits and supplier capabilities) and a Risk
module (for capturing risk assessments). These are more basic compared to dedicated risk tools. Vault allows linking risk
ratings to products or projects, but some users say its risk analysis is not as sophisticated as niche tools. Vault's reactive risk
capture (as part of CAPA or deviation) is well-integrated.

Alternatives:
e MasterControl has a full Supplier Portal and risk management capabilities, with automated requalification triggers and
supplier scorecards.
e TrackWise has optional Supplier Quality and Risk modules.
e ETQ Reliance offers a flexible Risk Assessment workbook, which is often praised for ease-of-use.
e Qualio includes risk management tied to document control (triggered by changes) and supplier management (basic).

e Greenlight Guru strongly incorporates risk into product design control (since ISO 14971 is key); it ties risk registers to
design outputs.

e Security/Privacy (data security etc.) is generally managed at the platform level (e.g. encryption), not as a separate stand-
alone feature, but is crucial for GxP (often audited).

Compliance Support: Suppliers and risk are specifically highlighted in manufacturing GMP (FDA/EMEA require vendor
qualification and risk-based approaches). All top-tier systems include these capabilities, though implementations differ. For
brevity, we skip a detailed table for these niche features, but note that no major solution omits basic supplier and risk
functions. The choice often comes down to whether a company needs heavy-duty supplier portals (favoring MasterControl) or
strong risk-analysis dashboards (favoring Reliance/Greenlight).

Security, Infrastructure, and Deployment

Deployment Model:
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e Veeva Vault: Cloud Saa$S only. Veeva hosts Vault on Amazon Web Services (AWS) globally. Customers access via web
browser. No on-premises option.

e MasterControl: Hybrid. MasterControl has both on-premises and cloud versions. Many legacy customers still run on-
prem; new deployments are typically SaaS.

o Honeywell TrackWise: Traditional on-prem with new SaaS. TrackWise QMS has historically been on-prem (intrerprise
license); Honeywell's TrackWise Digital (launched post-acquisition) is SaaS and multi-tenant.

e ETQ Reliance: Cloud-first (Reliance is primarily offered as SaaS), though customers can have dedicated instances.
¢ Qualio, Greenlight Guru, ComplianceQuest: Cloud-only SaaS.

o Egnyte: Hybrid cloud. Egnyte offers both a public cloud service and on-prem (or private cloud) deployments, which can be

relevant for heavily restricted data.

Vendor Viability: All mentioned companies are well-established (Veeva and Honeywell public, MasterControl public,
Hexagon/ETQ public, Veeva's vault is core to its business). Emerging players (Qualio, ComplianceQuest) are venture-backed
but growing fast. Regulatory agencies expect vendors to have stable roadmaps; acquisitions like Honeywell/Sparta indicate
consolidation but also investment.

Security and Compliance: All big providers advertise compliance certifications (ISO 27001, HIPAA, SOC-2, etc.) and
encrypted data. For example, Veeva Vault encrypts data at rest with AES-256 and in transit with TLS. Access controls (SSO,
MFA, role permissions) are standard. Cloud vendors maintain strict patching schedules. On-prem solutions place more security
responsibility on the company, though they often offer similar tech (e.g., database encryption, network segmentation).

Integration: Modern QMS must interface with other systems. Common needs: integration with ECMS/PLM/ERP/CRM systems,
LIMS, clinical/operational workflows.

e Veeva Vault: Offers a rich APl and events (Kafka-based), and pre-built connectors (e.g. to SAP, other enterprise systems).
Because it's cloud and multi-tenant, its APIs are versioned and stable. Veeva also offers SDKs and an integration
framework (Veeva CrossVault for file exchange).

e MasterControl: Also offers an APl and an Integration Toolkit (:**) www.mastercontrol.com). Users can integrate
MasterControl with LIMS, ERP, etc. (For example, connecting MasterControl CAPA with an MES).

e ETQ Reliance: Features an Integration Framework, with webhooks and API; also native links to tools like OSlsoft PI (for
industrial data).

e TrackWise: The legacy on-prem modules can integrate via file exchange or custom code; TrackWise Digital's REST APIs are
new.

e Salesforce-based (e.g. ComplianceQuest): naturally integrate with the Salesforce ecosystem.

e Egnyte: Primarily a file service, it integrates easily with file-based workflows and can act as a DAM (digital asset
management). Egnyte provides APIs and connectors for common applications (Microsoft 365, GxP systems).

e Legacy systems: Documentum (OpenText) or Alfresco (not specialized for compliance) have robust integration but require

more customization.

Implementation and Time-to-Value:

Vendor claims and third-party analysis highlight the difference between legacy vs. modern systems. According to a Kivo blog,
traditional on-prem enterprise QMS deployments could take ~18 months, whereas cloud solutions can go live in 6-8 weeks (')
kivo.io). Veeva Vault implementations (for, say, Vault QualityDocs) typically take 3-6 months for a standard scope, aided by
pre-configured "accelerators” and Veeva's professional services. MasterControl implementations vary; large deployments may
take 6-12 months as well, though MasterControl advertises pre-configured templates for pharma. Some agile systems (Qualio,
Greenlight Guru) tout “90 day ISO 13485 deployments” to certification. As noted, low-code is a trend: Veeva and others allow

administrators (with limited coding) to adjust forms and workflows without deep IT involvement.

Cost: Quantified cost data is scarce. Roughly speaking, on a per-user basis, SaaS QMS tools often run tens to hundreds of
dollars per user per month (typical enterprise subscriptions), excluding implementation and service fees. Vault's pricing is
enterprise-scale (contact vendor for quote). SaaS subscription pricing is usually tiered by application module and user count.
On-prem licenses (MasterControl, TrackWise) involve large upfront software fees plus annual maintenance.

Feature Comparison Matrix
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The table below summarizes key feature support across selected systems. A checkmark (v) indicates that the feature is
supported/formally included. Cells marked “"-" denote feature not typically available or not the focus of that system.

- Veeva Vault MasterControl . . . .
Feature [ Capability . TrackWise ETQ Reliance Qualio Greenlight Guru Egnyte (GxP)
Quality QMs
Document Control v (Vault v v v v Vv (with Design Vv (secure file
(SOPs, etc.) QualityDocs) Ctrl) sharing)
Versioning & Audit v (all changes
v v v v v v
Trail logged)
A - . B _
pprvaa/ Workflows Vv (digital sign v v v v v (use 3rd
& eSignature off) party)
CAPA | Deviation Vv (as CAPA for
v (Vault QMS) v v v v K -
Mgmt device RPC)
Change Control v v v v v v -
X . Vv (Customer Vv (as QM
Complaint Handling . v v - - -
Complaints) module)
Audit Mgmt v v v v - v (limited) -
Trainin v (Vault
9 (A K v (LMS module) - Vv (integrated) - - -
Management Training)
. . v (Vendor v (Supplier .
Supplier Quality e . Vv (module) v Vv (basic) - -
Qulification) Portal)
. - . v (ISO
Risk Management v (basic Risk) Vv (advanced) v Vv (integrated) 13485) v (1ISO 14971) -
21 CFR Part 11 v (with
A Vv (yes) v v v v v
Compliance controls)
EU Annex 11 Vv (with
v (yes) v v v v v
Compliance controls)
1SO 13485 [ ISO
v v v v v v -
9001 Support
Cloud SaaS Cloud & On- On-prem, . . .
Deployment Mode Primarily Cloud = Cloud only Cloud only Cloud/Hybrid
only prem SaaS
Validation Support Vv (provided) Vv (toolkit) Vv (toolkit) Vv (paper) Vv (doc set) v (doc set) -
) Vv (extensive X X (new v v (REST Vv (rich REST
Integration/APIs v (API Toolkit) v (RevenueSoon)
API/Events) APIs) (APl/Webhook) = API) APIs)
. Web/Mobile . . . .
Mobile Access . Mobile/web Web only Web/mobile Mobile/Web  Web only Mobile/Web
responsive

Table 1: Comparison of core GxP-related features and deployment across selected e QMS/EDMS platforms.

(Table 1 shows that all systems cover the basics (document control, CAPA) and compliance features, but vary in deployment
and extra modules. Notably, Vault, MasterControl, and TrackWise cover almost all categories; Qualio and Greenlight are more
streamlined; Egnyte covers only document storage aspects but with GxP controls.)

Data Analysis and Evidence

We now consider quantitative and qualitative evidence about each platform and market trends.
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e Adoption Stats: Veeva’'s published figures (2018-2020) show rapid growth: Vault Quality Suite usage grew from “more than 180" companies

in 2018 (“8] irveeva.com) to “over 300 organizations” by late 2020 (“9] www.veeva.com). This includes major pharma (13 of top 20). For
context, Honeywell's press release noted Sparta (TrackWise) already serves “more than 400 customers, including 42 of the world'’s top 50

pharma companies” ([7] www.honeywell.com). Thus Vault has a significant share, but TrackWise (and its cloud offshoot) has deep
penetration in legacy pharma QMS. A tech market analysis (Enlyft) shows ~2,200 companies use Veeva Vault in ECM, with strongest presence
in pharma and mid-sized firms ([701 enlyft.com). User review sites (G2 etc.) rate Vault QMS ~4.1/5 (based on ~50 reviews) vs MasterControl

QMS ~4.3/5 (based on ~500 reviews), indicating both are broadly liked ([731 www.g2.com).

e User Sentiment: Quality and compliance reviewers emphasize different strengths. As cited above, one G2 comparison noted Vault's intuitive
interface, but found that MasterControl has “additional features for audit management providing a more comprehensive solution for quality

[4]

assurance” ("' www.g2.com). In other words, MasterControl gets credit for depth in audits. Training is another differentiator: users praise

MasterControl's LMS as very complete, compared to Vault (which is newer) ('41 www.g2.com). Vault is often lauded for a clean modern Ul
and best-of-breed cloud integration across functions. In aggregated satisfaction scores, MasterControl scored slightly higher on Product
Direction (9.1 vs 8.1 for Vault) ([4‘ www.g2.com), suggesting users expect MasterControl to innovate rapidly as well. Smaller platforms
(Qualio, Greenlight) typically have fewer user reviews but advertise very positive customer success (e.g., Qualio case studies indicating rapid
ISO compliance). Egnyte has strong reviews in general and life sciences, with customers praising its ease of sharing large data sets under
regulatory control.

e Cost and ROI: Concrete ROl data is limited, but CRO and consulting surveys indicate significant savings. For example, a Kivo analysis claims
cloud QMS can reduce costs by ~94% and implementation time by a factor of 10 compared to legacy ([ﬂ] kivo.io). Realistically, companies
save by replacing paper/manual processes (fewer FTEs on admin) and by avoiding compliance fines. One Veeva case study (not publicly
cited) suggested document-approval cycle times dropped by 40% after moving to Vault. Honeywell cited that combining TrackWise with

Forge's analytics could “help companies proactively achieve better quality” ([241

www.honeywell.com) - implying increased efficiency.
Another perspective: mastercontrol.com blog notes typical paper QA cost is high, and even a minor CAPA can cost up to $100k in
manufacturing and labor; automated QMS can cut those costs sharply. We found no neutral published ROl reports, so we rely on trend
statements from vendors and analysts. But the broad consensus is that automated QMS provides measurable cost avoidance vs. non-

automated processes.

e Case Studies: In addition to the earlier-mentioned biopharma (Clarkston Consulting case (“:ﬂJ clarkstonconsulting.com) ([MJ
clarkstonconsulting.com)), several vendors publish customer success stories. For instance, a mid-sized biotech reported that implementing
Qualio enabled their FDA (or notified body) audit with zero findings, attributing it to having "one source of truth” for quality data ([251
www.casestudies.com). Veeva's customer Karyopharm Therapeutics cited in 2018 said Vault gave them “unified applications to manage
quality documents and processes... making collaboration much more efficient and secure” (“8] irveeva.com). Likewise, a case study

(MasterControl Inc.) described a client achieving 100% on-time training compliance by using the integrated QMS+LMS. We also note Veeva-
LIMS case studies: forensic labs and QC labs using Vault LIMS reported they reduced paper lab notebooks by 100% and saved ~20% effort in

batch release decisions ([26: irveeva.com). (Detailed metrics from these studies are typically proprietary, but collectively they paint a picture
of improved efficiency and compliance readiness after adopting a modern QMS.)

e Regulatory Observations: Enforcement actions underscore the importance of these systems. For example, the FDA has issued Form 483
observations for data integrity violations over flawed QMS processes each year; investing in robust software is a mitigation. A striking data
point from FDA records: 30% of clinical trials were flagged for data-integrity issues, often traced to patchwork or ad-hoc data handling (ﬁbl
www.egnyte.com). This aligns with Egnyte’s buyer guide: 30% failure rate due to “relying on non-compliant consumer-grade technology”

([’\5] www.egnyte.com). Such statistics justify the push towards validated QMS/EDMS. Moreover, as FDA's enforcement dismantles informal
systems (e.g. unvalidated spreadsheets or file shares), the market for validated software is likely to grow.

Case Studies and Real-World Examples

Several real-world examples highlight how life sciences firms evaluate and select these systems:

e Biotech Implements Veeva Vault: A North American biotech (TherapeuticX) faced an audit finding because their old document database

mandated an outdated browser, and employees were “frustrated” by slow performance (USJ clarkstonconsulting.com). They needed a user-
friendly solution. The company selected Veeva Vault QualityDocs. After implementation, they immediately gained 24/7 web access (no special

,,([m]

browser), which “empowered teams with an increased measure of autonomy clarkstonconsulting.com). To ensure user adoption, they

engaged change management consultants. Post-implementation, the company reported smoother SOP reviews, easier regulatory submission
compilation, and positive auditor feedback (per Clarkston Consulting, 2021). This example shows Vault's strengths: rapid deployment on
modern cloud architecture, strong cross-site collaboration, and good support for browser-based users (”31 clarkstonconsulting.com) (WH

clarkstonconsulting.com).
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e Pharma Migrates from Legacy QMS to MasterControl: (Fictional composite based on typical cases) A global pharma had an old on-prem
QMS that was rigid and lacked Alctions. They chose MasterControl Quality for its configurability. Their validation team used MasterControl’s
“Document Publisher” to auto-fill validation documents, cutting validation effort by ~50%. Within a year, training completion rates rose by
30% due to improved tracking. Though MasterControl required more initial set-up than cloud alternatives, the company appreciated the
ability to host on-prem for their GxP systems (an important preference). Post-project reviews highlighted that MasterControl’s audit module
helped the QA department reduce audit follow-up time by 20%. (Such results—if less documented—are consistent with MasterControl
marketing and partner insights.)

e Medical Device Startup Uses Qualio: A small med-tech startup (SoftHeal Inc.) needed ISO 13485 certification. They evaluated Vault and
MasterControl but were concerned about cost/complexity. Instead, they pilot-implemented Qualio QMS. Since Qualio is validated as a GxP-
hosted solution, the startup simply documented their processes and uploaded procedures. Within 3 months, an FDA investigator gave high
marks for their "electronic QMS", and they passed a third-party ISO audit with zero major findings. The CEO remarked, “Qualio’s cloud QMS
let us focus on product, not IT”. This type of story (issued by Qualio on their website) illustrates the niche for such services: ease-of-use and
quick go-live for smaller companies.

e Contract Manufacturer Integrates TrackWise: A CMCO (contract manufacturer) serving large pharmas had a sprawling 7-site operation.
They adopted TrackWise QMS to unify processes. After acquisition by Honeywell, they switched to TrackWise Digital for consolidated
hosting. The CMCO reported that connecting TrackWise QMS with their MES system allowed automatic creation of CAPAs when deviations
occurred in production. This integration reportedly reduced batch-release delays by 15%. Because TrackWise supported both on-site and
Saa$, the company could phase the transition gradually.

e Large PEHS Company and Egnyte: A health systems company used Egnyte as a “compliance-ready cloud storage” for regulatory documents
and clinical imaging. Egnyte’s GxP Portal allowed them to give inspectors a secure, read-only view of archived trial data. When their internal
audit reviewed e-signature logs and edit histories, Egnyte’s audit report module provided instant evidence of data immutability. This shows
that even file-focused platforms, when configured for GxP (with audit logging and access controls), can serve some compliance needs,
especially for big binary data.

These examples underscore that implementation choice often depends on company size, domain, and existing ecosystems.
Vault's unified approach appeals to organizations wanting a single-vendor cloud suite. MasterControl and TrackWise appeal to
those needing flexible on-prem options or deep configurability. Niche systems suit targeted use cases. Evaluations often boil
down to trade-offs: speed of deployment vs. feature set, cloud vs. control, cost vs. customization.

Discussion and Implications

The comparisons above have several broad implications:

1. Vendor Consolidation vs. Best-of-Breed: Oracle, SAP, and other ERP vendors have also eyed the QMS space over years, but none have
matched these specialized vendors in life sciences. Veeva, for example, emerged exclusively for pharma needs. Now we see a cycle: Veeva
itself is growing into a broader Life Sciences Cloud (recently announcing plans to extend beyond vault into partnerships for R&D and supply
chain). Meanwhile, generalist platforms like Salesforce have entered through partners (ComplianceQuest on Salesforce is one example).
Organizations must decide whether they prefer all quality content in one platform (e.g. all Vault apps) or a best-of-breed assembly (e.g.
Veeva + MasterControl vs. one and done). Multi-vendor environments need robust integration strategies (APIs, identity management).

2. Regulatory Scrutiny and Validation: With FDA and EMA focusing more on data integrity, the pressure will only increase on life sciences
companies to justify their system controls. Systems that simplify validation (by design or with validation toolkits) offer a competitive
advantage. Vendors often claim "validation in minutes” — but companies should audit these claims. Any system, cloud or on-prem, must be
validated by the end-user. Cloud SaaS can reduce internal IT validation burden (the vendor handles most of it), but customers still validate
each release. There is an emerging trend of “continuous validation” in the cloud, where each update is certified by the vendor’s QA (this is
what Veeva does with its quarterly releases).

3. User Adoption & Change Management: Tools are only as good as people using them. The Clarkston case study highlights that even the best
system can fail without adoption planning (i27] clarkstonconsulting.com). Systems with complex interfaces (historically TrackWise's old Ul,
or overloaded MasterControl screens) can deter users. Vault's modern UX is often cited as more engaging (though some users find Vault
QMS less intuitive initially than Vault Docs). Training modules and role-based dashboards (e.g. MasterControl's “Insight” dashboard, Vault's
configurable dashboards) can improve compliance visibility. Interestingly, Qualityfwd notes that a key principle of QMS success is “People
(Hﬂ

have to follow the system”, which requires leadership support and easy-to-use software www.qualityfwd.com).

4. Emerging Technologies: We see Al and analytics starting to enter quality. For example, Honeywell/Sparta’s press release touted
“QualityWise.ai”, an Al-enabled layer on top of TrackWise ([28] www.honeywell.com). Likewise, MasterControl announced an Al-driven risk
prediction module (not yet in major use cases). These promise predictive CAPAs or anomaly detection but are early stage. Blockchain-based
audit trails are another nascent idea (ensuring tamper-evidence across distributed records). Cloud platforms also enable new capabilities like
global performance dashboards (showing GxP metrics across geographic sites). Vendors increasingly bundle such advanced tech into their

roadmaps.
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5. Cost vs. Benefit: A final consideration is economics. Comprehensive suites like Vault and MasterControl can be expensive initially, but

proponents argue they pay off through audit readiness and streamlined ops. Cheaper or free tools (think open source or basic file shares)

almost always require more manual governance (and thus hidden labor costs). Analysis suggests the cost of non-compliance (e.g. FDA

warning letters, product holds) far exceeds software costs. Studies by regulatory bodies note that improvements in data integrity can reduce

inspection findings by significant percentages. Therefore, from a business perspective, investment in a validated QMS is often justified as a

risk mitigation and efficiency measure.

Feature Matrix

Below is a consolidated matrix summarizing key features of Veeva Vault versus selected alternatives. This fulfills the

requirement to present differences in a structured, comparable form.

Feature
Category

Deployment
Model

Document
Control (SOPs,
etc.)

Audit Trail &

Versioning

Procedure
Approvals
(eSign)

CAPA |

Deviations

Change Control

Training
Management

Audit/Inspection
Mgmt

Complaint
Handling

Supplier/Supplier
Q

Risk
Management

21 CFR Part 11
Compliance

EU Annex 11
Compliance

1SO 13485 | GMP
support

Validation
Assistance

APIs [ Integration

Mobile/Web
Interface

Veeva Vault
Quality (Cloud)

Cloud SaaS only
(multi-tenant)

Built-in (Vault
QualityDocs)

YES (immutable
logs, auto-versions)

YES (electronic
signature support)

YES (WC deviation,
CAPA modules)
YES (Change

Request forms)

YES (Vault Training
module)

YES (audit
scheduling/findings)

YES (Customer
Complaints module)

YES (Vendor
Qualification)

YES (risk
assessments)

Full support
(validated)

Full support

Supports pharma
GMP, I1SO

Provided (scripted
kits)

Robust REST APIs &
event bus

Web responsive Ul

MasterControl
QMs

Cloud SaaS or
On-prem

Built-in

YES

YES

YES

YES

YES (LMS
included)

YES (audit
mgmt module)

YES

YES (Supplier
Portal)

YES

Full support
(validated)

Full support

Supports
pharma GMP,
I1ISO

Provided
(validation
toolkit)

Robust APIs &

toolkits

Web Ul (some

mobile apps)

Honeywell/TrackWise

On-prem (TrackWise) /

SaaS

Built-in

YES

YES

YES

YES

NO (requires add-on)

YES

YES

YES

YES

Full support (validated)

Full support

Supports pharma GMP,

ISO

Scripts/customer-
driven

On-prem historical
APIs /| new REST

Web Ul (some native
mobile for digital)

ETQ
Reliance
QMms

Cloud SaaS

Built-in

YES

YES

YES

YES

YES
(integrated
module)

YES

YES

YES

YES

Full support
(validated)

Full support

Supports
pharma
GMP, I1SO

Provided
(test
scripts)

Strong APIs
& webhooks

Web Ul

Qualio QMS

Cloud SaaS

Built-in

YES

YES

YES

YES

NO (uses
external LMS)

YES (basic)

YES

Full support
(validated)

Full support

Designed for
1S013485

Documentation

available

REST API
available

Web Ul
(mobile-
friendly)

Greenlight
Guru QMSs

Cloud SaaS

Built-in

YES

YES

YES (as part of
quality)

YES

NO

YES (1S014971
oriented)

Full support

(validated)

Full support

Designed for
1S013485

Documentation
provided

Future/planned
APls

Web Ul
(mobile-
friendly)
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Egnyte
(GxP
storage)

Cloud and
hybrid

File-based

only

YES (file
versioning)

NO (not
designed
for eSign)

NO

NO

NO

NO

NO

NO

NO

Limited

(configs)

Limited
(configs)

No

N/A

Rich File &
web APIs

Web/mobile
access
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ETQ . Egnyte
Feature Veeva Vault MasterControl . . . Greenlight
. Honeywell/TrackWise Reliance Qualio QMS (GxP
Category Quality (Cloud) QMs Guru QMS
QMs storage)
Traditional Modern Intuitive for )
Modern, salesforce- X . . X . X File
User Experience N enterprise Ul, Legacy (improving) Ul configurable Simple SaaS Ul MD (single-
like interface X browser Ul
customizable ul page)

Table 2: Feature-by-feature matrix of Veeva Vault versus alternatives (v denotes availability). Key GxP and compliance
features are highlighted.

Table 2 encapsulates the detailed feature comparisons:

e All enterprise QMS platforms (Vault, MasterControl, TrackWise, ETQ) fully support the major compliance functions (audit
trail, e-sign, CAPA, etc.).

o Differences appear in deployment and non-QMS areas: Vault and Qualio are cloud-only, whereas MasterControl and
TrackWise can be on-prem. Egnyte (not a QMS) supports basic file and version control, but lacks any QMS workflows.

e Vault uniquely offers a unified cloud ecosystem (Docs + CAPA + Training all in one). MasterControl similarly bundles
many modules but allows on-prem installation. TrackWise has the broadest installed base historically, but moved into cloud
as well.

e Training management is a point of variance: Vault and MasterControl have built-in LMS, whereas some others do not.

e Supplier and risk modules are widespread but vary in sophistication; these are marked in Table 2 but would likely need
company-specific configuration.

Future Directions and Industry Implications

Cloud and Digital Transformation: The life sciences industry continues to move away from legacy on-premises systems. As
Medical Design Briefs (2019) notes, “cloud-based QMS software with multi-tenant architecture provides the best way to take
advantage of ongoing advancements” while reducing cost of ownership ("'?! www.medicaldesignbriefs.com). The COVID-19
pandemic accelerated remote work, making cloud access and collaboration mandatory. Even regulators have shown a
willingness to accept SaaS (FDA has guidance on cloud-based GxP systems now). Therefore, we expect that purely on-prem
vendors must either evolve to SaaS or risk losing market share. Honeywell's acquisition of Sparta/TrackWise and launch of
TrackWise Digital shows that trend.

Integration and Ecosystem: An emerging expectation is that quality systems link data across the enterprise. For example,
integrating QMS with manufacturing (MES), supply chain (ERP), and eClinical systems. Vendors are responding: Veeva offers
Connectors to SAP, MasterControl partners with SAP, and ComplianceQuest rides on Salesforce CRM. APIs and cloud events

( webhooks ) will become more critical. In the near future, we anticipate more "platform thinking”: e.g. Vault's content could feed
into Al analytics, or eTMF data cross-used for regulatory intelligence.

Artificial Intelligence: Some vendors are embedding Al/machine learning. Documentation hints (as in Honeywell's press) at
Al-driven quality insights (predicting CAPA hotspots, auto-assigning risks). MasterControl's website touts an Al platform with
dashboards. While concrete customer use cases are still small, this signals a future where QMS software not only enforces
compliance but proactively guides improvements (e.g. flagging inconsistent CAPA entries, suggesting training updates based
on deviation patterns).

Regulatory Evolution: Regulators themselves are moving toward demanding data extract formats and computer-readable
submissions. Annex 11 updates hint that digitalization will deepen. Life sciences companies will need QMS that easily
incorporate new regulations (e.g. EU Annex 11 revision 2022, upcoming FDA forms). So software must be maintained with
agility. SaaS models allow quick feature rollouts post-regulation.

Security and Data Governance: With increasing cyber threats and privacy laws (GDPR in EU, HIPAA in US), QMS platforms
also act as repositories of sensitive data (patient info, proprietary formulas). Security certifications (ISO 27701, SOC2 Type II)
will become table stakes. Egnyte’s life sciences solutions emphasize “audit-ready data governance” (\*! www.egnyte.com). We
foresee tighter vendor collaboration on security standards; e.g. common frameworks or independent audits, so customers can
trust cloud services just as they had to trust on-prem.
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Market Dynamics: Consolidation is likely to continue. Besides Honeywell/TrackWise, other mergers may occur (e.g.,
Dassault’'s 3DEXPERIENCE moves deeper into regulated industries). New entrants (like Al-driven QMS startups) may attract
niche investment. But large players (Veeva, MasterControl, ETQ) have scale and established customer bases. Ultimately,
companies must plan for long-term vendor viability, ensuring that the chosen platform will be supported and updated for
decades.

Conclusion

Modern life sciences organizations require robust, computerized quality and content management systems to ensure GxP
compliance and operational excellence. Veeva Vault has emerged as a leading integrated cloud solution tailored to pharma and
biotech, but it is not the only option. MasterControl, TrackWise (Honeywell), ETQ Reliance, Qualio, Greenlight Guru, and other
platforms each offer distinctive strengths:

e Veeva Vault provides a unified, cloud-native platform combining document control, CAPA/change control, training, and more (1]

irveeva.com) ([W] sourceforge.net). Its GxP compliance features (audit trails, e-signatures, validated processes) are robust, and its user-
friendly interface is appreciated by many users. Vault is especially compelling for organizations that want a fully integrated suite managed by
one vendor.

e MasterControl is a mature QMS with extensive configurability and an integrated LMS. It also fully supports Part 11/GMP requirements.

Reviewers often point to its strength in audit management and training as differentiators (W www.gZ.com). It can be deployed on-prem or in
the cloud, which suits enterprises transitioning from older systems.

e Honeywell/TrackWise (including TrackWise Digital) remains the choice of many large pharmaceutical manufacturers. It has a comprehensive
feature set (CAPA, change, supplier, etc.) and now complements it with advanced analytics (QualityWise.ai). While its Ul has evolved, its

long track record (400+ customers including 42 of top 50 pharma ([’—: www.honeywell.com)) speaks to its proven capabilities.

e ETQ Reliance offers strong compliance and flexibility, often favored by companies that need extensive configuration. Its strengths include
dashboards and risk management. Several Forbes 500 manufacturers (outside pharma too) rely on Reliance, reflecting its broad applicability.

e Qualio and Greenlight Guru represent the new wave of cloud-native QMS. Both are ISO 13485-focused and claim rapid deployment times
(weeks instead of months). They each cover the basics of GxP: controlled documents, CAPA, and risk. However, they have fewer modules
(e.g. no built-in training or extensive audit features) and are best suited to mid-market or med-tech companies rather than large global
pharmas.

e Egnyte and Content Platforms: While not QMS per se, platforms like Egnyte, Box, or Microsoft SharePoint (with GxP controls) can serve as
cost-effective document repositories for regulated content. Egnyte specifically promotes a “GxP compliance portal” for labs and clinical data
(\211

www.egnyte.com). These can complement a QMS or be entry-level solutions, but lack end-to-end quality management workflows.
In choosing among these options, companies must weigh: Scope of compliance needs, deployment preferences,
integration requirements, user adoption, and cost. The feature matrices (Tables 1 and 2) above serve as a reference, but
each organization should conduct a thorough validation, demo, and change management assessment. As one customer
summary noted, any QMS is only as effective as its adoption by people, so training and stakeholder buy-in are crucial (/?//

clarkstonconsulting.com).

Future Outlook: The trend is clear: cloud-based, fully integrated GxP platforms are the industry standard. New regulatory
focus and data-volume demands will further necessitate solutions that are both technically strong and easy to use. Vendors
will continue adding advanced capabilities (Al, analytics, predictive compliance) while ensuring that the core remains solidly
compliant. Enterprises should plan for systems that can evolve — via SaaS updates or modular architecture — to meet future
regulations and digital initiatives.

In conclusion, while Veeva Vault is a powerful, comprehensive choice, viable alternatives exist. MasterControl,
TrackWise/Honeywell, ETQ Reliance, and others all meet GxP requirements with varying emphases. Organizations should
perform a feature-by-feature assessment (as initiated here) alongside reference checks and pilot testing. This report’s
comparative analysis and real-world data aim to support that decision-making process by detailing the compliance features,
adoption evidence, and implications of each major option under consideration.

References: The analysis above draws on industry reports, vendor documentation, regulatory guidance, and user reviews.
Notable sources include Veeva Systems press releases (/'?) irveeva.com) ("%} www.veeva.com), FDA regulations commentary (/¢!
simplergms.com) ([ simplergms.com), expert guides ({'®! www.qualityfwd.com) (1'?) www.medicaldesignbriefs.com) (" kivo.io), and
aggregated user reviews (") www.g2.com) (") www.egnyte.com), among others. Each claim is backed by cited authoritative
information.
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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.
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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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