P inwiiontabs  intuitionLabs - Al Software for Pharma & Biotech Veeva vs TrackWise vs MasterControl: Pharma QMS Comparison

Veeva vs TrackWise vs MasterControl: Pharma
QMS Comparison

By Adrien Laurent, CEO at IntuitionLabs ¢ 2/14/2026 * 40 min read

pharmaceutical gms  veevavault  trackwise mastercontrol cloud egms  gxp compliance

quality management life sciences software

\ ;I'rac'l(Wlse vs i
° Pharma QMS Conif arlson ;‘f<",:\'
.;%

N\

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 1 of
reserved. 16


https://intuitionlabs.ai/articles/authors/adrien-laurent?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf
https://intuitionlabs.ai/articles/veeva-vs-trackwise-vs-mastercontrol-pharma-qms?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech Veeva vs TrackWise vs MasterControl: Pharma QMS Comparison

Executive Summary

Pharmaceutical companies are increasingly adopting cloud-based Quality Management Systems (QMS) to unify
sprawling global operations, ensure compliance, and leverage data-driven quality processes. This report compares three
leading life-sciences QMS platforms — Veeva Vault QMS, Sparta/lHoneywell TrackWise (Digital Life Sciences
Platform), and MasterControl Quality Excellence — focusing on features, architecture, implementation, and real-world
performance. It draws on vendor documentation, industry analyses, market data, and case studies. Key findings include:

o Market Growth & Adoption: The global pharmaceutical QMS software market is expanding rapidly (projected from ~$1.5 B in 2022 to
over $4.4 B by 2031 (HJ www.worldpharmatoday.com)). Major pharma firms are leading this shift; for example, by mid-2021 six of the
top-20 global pharma companies had standardized on Veeva Vault QMS and over 175 organizations had adopted it (LZJ ir.veeva.com).
By 2025 Honeywell reports 1,000+ life sciences organizations use TrackWise (pharmaceuticalmanufacturer.media), and MasterControl
claims 1,200+ customers worldwide (BJ www.mastercontrol.com). Cloud solutions now dominate new QMS deployments — one
industry analysis notes “QMS software providers have all gone to the cloud,” with only a minority still offering on-premise installations (W

www.pharmout.net).

* Regulatory Compliance & Capabilities: All three platforms support stringent regulatory requirements. Each provides audit trails, e-
signatures, and 21 CFR Part 11/Annex 11 compliance out of the box. TrackWise explicitly advertises out-of-the-box support for FDA (21
CFR 210/211/820), EU-MDR, ISO (9001, 13485), and global agencies (e.g. ANVISA, TGA) (pharmaceuticalmanufacturer.media)
(pharmaceuticalmanufacturer.media). Veeva Vault QMS is built on Veeva’s validated cloud platform for life sciences and is inherently
compliant with FDA/EU data laws (the vendor’s documentation highlights support for key quality processes in regulated settings (‘5‘
www.veeva.com)). MasterControl likewise operates as an FDA- and I1SO-validated system (acting as surface for GMP data), using
patented validation accelerators to speed qualification (W www.mastercontrol.com). In practice, clients report successful audits and

inspections across all three platforms.

* Feature and Technology Comparison: Each system covers core QMS modules (document control, CAPA/deviations, change control,
training, audit management, risk/complaint/supplier management), but with differing emphases and architectures. As illustrated in Table 1
below, Veeva Vault QMS is a multi-tenant cloud system (on AWS) specialized for pharma & biotech, seamlessly integrating Quality,
Regulatory, and Clinical content in one suite ([51 www.veeva.com). TrackWise Digital (Honeywell Life Sciences Platform) is also cloud-
first (built on Salesforce/AWS) with built-in Al agents; it uniquely bridges Quality with Manufacturing Execution (MES) to cover end-to-
end pharma life cycle (pharmaceuticalmanufacturer.media) (pharmaceuticalmanufacturer.media). MasterControl Quality Excellence is a
mature multi-tenant QMS (with optional MES/Asset extensions) offering a broad, configurable suite of quality and compliance apps ([7|
www.mastercontrol.com) (W www.mastercontrol.com). All three emphasize modern features: document collaboration, cross-site
workflows, dashboards and analytics, integration APIs, and increasing use of Al (auto-summarization, pattern detection, etc.) ([9]
www.veeva.com) (pharmaceuticalmanufacturer.media) (pharmaceuticalmanufacturer.media).

« Implementation and ROI: Cloud QMS implementations typically yield faster deployments and lower IT overhead than legacy systems.
For instance, one global pharma case study reported migrating ~400,000 records to a cloud eQMS in one weekend with 60% lower IT
costs and no downtime ([10] www.qualityfwd.com). Veeva and TrackWise both use SaaS models that centralize validation and
updates, reducing customer upgrade effort. MasterControl claims its patent-pending validation tools can cut system validation from weeks
to minutes ([6] www.mastercontrol.com). Nonetheless, implementing a new QMS is a major change for regulated organizations; vendors
provide services, templates, and best practices to expedite go-live. Implementation complexity varies: TrackWise (especially traditional
on-prem versions) has had a reputation for heavy configuration, whereas Vault QMS often leverages Veeva's prebuilt pharma templates
(accelerators) for faster roll-out. MasterControl emphasizes its “platform” approach with integration toolkits. Training and change-
management are critical success factors in all cases.

« Case Studies | User Experiences: Industry examples illustrate each solution’s value. Almac Clinical Services (a ~3,000-employee
CDMO) unified quality processes by deploying Vault QMS; it notably replaced divergent email/paper workflows with Vault’s supplier
collaboration features, streamlining audits and improving data visibility ([11] www.casestudies.com). Philips Healthcare (a medical
device division) partnered with Honeywell to deploy TrackWise; Philips’ Chief Quality Officer praised the “collaborative partnership” in
tailoring TrackWise to their needs ([12] www.spartasystems.com). Thermo Fisher Scientific (80,000+ staff across 700+ sites)
standardized on MasterControl’s platform to break down silos in enterprise quality ([13] www.mastercontrol.com). These real-world
cases highlight metrics-driven benefits (e.g. unified data, faster cycle times, reduced manual effort) and confirm regulatory success.
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+ Challenges and Future Trends: Moving to cloud QMS brings strategic benefits but also challenges. Pharmaceutical firms have
historically been cautious: only ~13% CAGR adoption was noted in 2023 due to concerns over data security, compliance and legacy

inertia ([14] www.pharmtech.com). Nonetheless, nearly all regulated industries now recognize that validated cloud environments

(e.g.AWS, Azure) meet GxP requirements ([15] www.pharmout.net). Ongoing challenges include data migration, change control of the
QMS itself, and ensuring user adoption. Looking forward, major trends will shape these platforms: tighter Quality-by-Design emphasis,
Al-driven risk prediction, real-time analytics, integration with 10T/MES for “digital factory” quality, and support for complex therapies

161 yyww. mastercontrol.com, and “cost

(gene/cell). Analysts warn of rising quality costs — e.qg. recalls have surged ~115% since 2018 ([
of poor quality” can eat 15-20% of revenue (WJ www.scilife.io) — underscoring the need for proactive, connected quality systems.

Industry voices argue that future competitiveness requires harmonizing quality with manufacturing (HSJ www.forbes.com), which aligns
with TrackWise’s vision of a unified quality-manufacturing platform. All vendors are investing in Al (auto-triage, document translation,
smart workflows) and broader integration (APIs to ERP/LIMS/EHR). The transition to cloud QMS enables such innovation but requires
careful governance.

In conclusion, cloud QMS platforms like Veeva Vault QMS, TrackWise Life Sciences, and MasterControl Quality
Excellence each offer comprehensive, GxP-compliant quality solutions tailored for pharma. They share core modules
(CAPA, document control, training, audits, supplier and risk management) and multi-tenant architectures, yet differ in
focus and ecosystem. Veeva excels at end-to-end product-lifecycle quality (leveraging its unified Vault platform),
TrackWise uniquely bridges quality with manufacturing data in its Honeywell Digital platform, and MasterControl provides
a flexible all-in-one suite with strong analytics. Selection depends on company size, existing systems, and process
needs; all three are proven at large global scales. The evidence strongly supports that well-implemented cloud QMS
deliver better data integrity, faster approvals, and lower operational costs. As the industry shifts toward digital
transformation, these platforms are evolving to incorporate predictive quality, integrated compliance, and broader
enterprise data. In summary, switching to a modern cloud QMS is now a strategic imperative for pharma quality
organizations seeking agility, compliance, and insight—benchmarked by impressive adoption rates and customer
successes (1% ir.veeva.com) (pharmaceuticalmanufacturer.media) (° vvw.mastercontrol.com) (%0 www.qualityfwd.com).

Introduction and Background

The Imperative for Quality Management in Pharma

In regulated industries like pharmaceuticals and biotech, stringent standards (FDA 21 CFR Parts 210/211/820, EU GMPs,
ISO 13485, etc.) mandate a comprehensive Quality Management System (QMS). A QMS formalizes policies and
processes (documentation, corrective actions, training, change control, audits, supplier oversight, etc.) to ensure product
safety and compliance (I°) www.veeva.com) () vw.mastercontrol.com). Traditionally, QMS has relied on on-premise
document systems or paper (e.g. binders, spreadsheets) often siloed by department or site. However, this fragmented
approach impedes visibility and consistency. In a global pharmaceutical supply chain, companies routinely operate in
dozens of countries with contract manufacturers and CROs. Maintaining uniform quality across these distributed
operations is a mounting challenge. Digital QMS solutions emerged (eQMS) to replace manual workflows, promising real-
time oversight, reduced errors, and audit readiness.

By the 2010s, purpose-built enterprise QMS software (Sparta TrackWise, MasterControl, EtQ/Q-Pulse, etc.) gained
traction in life sciences. These early systems delivered standardized workflows for CAPA, deviations and document
control, but were often hosted on customer servers or had major upgrade cycles. The last few years have seen a major
shift to cloud-based QMS. Vendors like Veeva entered the space, offering multi-tenant, always-up-to-date platforms.
Analysts note that “OMS software providers have all gone to the cloud” (* www.pharmout.net); by 2022, cloud
deployments in the pharma QMS sector dominated new business. The accelerating trend is driven by the need for agility
(quick upgrades, global access) and to leverage advanced analytics and Al on quality data.

Nevertheless, the pharma industry’s cloud adoption has been cautious. A 2023 survey observed that while 95% of

general enterprises use the cloud, only about 13% of pharma IT had migrated (with a 2023 growth around 13%) (\**/

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 3 of
reserved. 16


https://www.pharmtech.com/view/why-are-pharmaceutical-companies-reluctant-to-adopt-cloud-technologies-#:~:text=Growth%20of%20the%20technology%20in,establishing%20standardized%20processes%20across%20sites
https://www.pharmout.net/quality-management-system-in-regulated-industries/#:~:text=The%20QMS%20services%20on%20the,technology%20has%20proven%20itself%20reliable
https://www.mastercontrol.com/gxp-lifeline/quality-management-trends-reshaping-life-sciences-manufacturing/#:~:text=One%20of%20the%20most%20concerning,proactive%20approaches%20to%20quality%20assurance
https://www.scilife.io/global-quality-outlook#:~:text=Regulation%20moves%20to%20the%20forefront%2C,compliance%20comes%20under%20strain
https://www.forbes.com/councils/forbesbusinessdevelopmentcouncil/2025/10/10/the-future-of-life-sciences-harmonizing-quality-and-manufacturing/#:~:text=The%20most%20critical%20of%20these,costs%20and%20greater%20operational%20risk
https://ir.veeva.com/news/news-details/2021/6-of-the-Top-20-Global-Pharmaceutical-Companies-Standardizing-on-Veeva-Vault-QMS/default.aspx#:~:text=More%20than%20175%20companies%20adopt,end%20quality%20processes
https://pharmaceuticalmanufacturer.media/pharmaceutical-industry-insights/digital-health-in-pharma/q-a_3/#:~:text=,currently%20using%20the%20TrackWise%20platform
https://www.mastercontrol.com/pricing/#:~:text=The%20,%E2%80%8B
https://www.qualityfwd.com/case-study-how-a-global-pharma-leader-upgraded-its-qms-in-one-weekend/#:~:text=,30%20workflows%20without%20losing%20compliance
https://www.veeva.com/products/vault-qms/#:~:text=Streamline%20and%20Simplify%20Quality%20Processes
https://www.mastercontrol.com/resource-center/documents/mastercontrol-quality-excellence/#:~:text=QMS%20OverviewAccelerate%20quality%20processes%2C%20ensure,11
https://www.pharmout.net/quality-management-system-in-regulated-industries/#:~:text=Pharmaceutical%20and%20Medical%20Device%20industries,11%20and%20ISO%209001%20compliant
https://www.pharmtech.com/view/why-are-pharmaceutical-companies-reluctant-to-adopt-cloud-technologies-#:~:text=Growth%20of%20the%20technology%20in,establishing%20standardized%20processes%20across%20sites
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf
https://intuitionlabs.ai/articles/veeva-vs-trackwise-vs-mastercontrol-pharma-qms?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=veeva-vs-trackwise-vs-mastercontrol-pharma-qms-comparison.pdf

P inwiiontabs  intuitionLabs - Al Software for Pharma & Biotech Veeva vs TrackWise vs MasterControl: Pharma QMS Comparison

www.pharmtech.com). Concerns include data security, regulatory validation, and cultural resistance (!
www.pharmtech.com). Yet regulators have provided cloud validation guidelines (GAMP 5, FDA guidance, EU Annex 11),
and the major cloud providers (AWS, Azure) are widely validated by managed service offerings. The consensus is
shifting: early adopters report real benefits (standardized processes, analytics, cost savings). For example, cloud QMS
implementations have cut IT operational costs dramatically (one case saw >60% reduction) (”O] www.qualityfwd.com),
while enabling zero downtime.

Market Landscape: According to industry research, the global pharma QMS software market was ~$1.48 billion in 2022,
projected to nearly triple to $4.44 billion by 2031 (I*! www.worldpharmatoday.com). North America currently holds the largest
share (! www.worldpharmatoday.com). Leading life-sciences software providers have responded by enhancing QMS
platforms. MasterControl (est. 1993) is a long-standing QMS leader for life sciences. Sparta Systems (est. 1994, acquired
by Honeywell in 2021) pioneered TrackWise. Veeva Systems (est. 2007) built Vault, initially for regulated content, then
expanded into Quality. All three now compete heavily in pharma/biopharma, as well as in adjacent fields (medical
devices, nutraceuticals).

In sum, global and regulatory pressures — from rising recalls to tighter GDP/coPQ cost constraints — are fueling demand
for digital, connected quality solutions. As we detail below, Veeva Vault QMS, TrackWise Life Sciences, and
MasterControl Quality Excellence represent the forefront of this trend. The following sections examine their architectures
and capabilities, compare them feature-by-feature, present adoption data and case studies, and discuss future directions.

Cloud QMS Solutions: Vendor Overviews

Veeva Vault QMS (Veeva Quality Cloud)

Company & Platform: Veeva Systems (NASDAQ: VEEV) is a cloud software company focused exclusively on the life
sciences industry. Founded in 2007 by former Salesforce executives, Veeva built the Vault Platform — a multi-tenant SaaS
content/data platform on AWS — to host specialized applications (Clinical, R&D, Regulatory, Quality, etc.). The Veeva
Quality Suite (QualityDocs/QMS) was introduced in 2016. According to Veeva, the Vault QMS product is “designed to
manage life sciences-specific quality processes,” providing rapid time-to-value via prebuilt workflows () www.veeva.com).
Veeva’s architecture is inherently cloud-native, so all users are on a single validated codebase.

Key Modules: Veeva Vault QMS supports all core quality functions. Its publicly documented overview lists “streamlined
processes for handling complaints, deviations, audits, quality risk management, supplier quality management, and
change control” (°) www.veeva.com). In practice this covers nonconformance/CAPA management, CAPA triggering from
audit/complaints, audit plan/execution, training compliance, supplier issue tracking, and integrated quality risk
assessments. The system includes flexible electronic forms and lifecycle states (e.g. draft/approved/review) for SOPs
and policies. A distinct feature is support for external collaboration: Veeva fields can grant controlled access to suppliers
or CROs, allowing them to engage in Quality workflows (e.g. investigate an out-of-spec event) without full user

provisioning (“*/ www.casestudies.com).

Crucially, Vault QMS is part of the Veeva Quality Cloud, which integrates with other Vault applications. For example, the
QMS can link to Vault QualityDocs (document management) for automated document release, to Vault RIM for cross-
product change control, and to Vault Safety (PV) for complaint capture. Veeva advertises that data flows seamlessly
“across regions and departments” due to a unified platform ([221 www.capterra.com). In practice, a process like “Product
Change Control” will update regulated specification documents (in Vault RIM) in sync with QMS change items. This
product lifecycle integration is unique to Veeva among QMS vendors.

Architecture & Compliance: Vault QMS is entirely SaaS/multi-tenant. Salesforce single-sign-on and extensive APIs
allow integration with enterprise systems for identity, ERP linkage, etc. All data is stored in AWS zones with robust
security, and Veeva provides system validation documentation. The service inherently satisfies FDA 21 CFR Part 11 and
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EU Annex 11 (electronic records/e-signatures), with audit trails for every action. Though Veeva's website does not
enumerate compliance standards, its life sciences focus implies built-in ISO and GMP compliance. (All major Vault
applications are FDA/EMA-auditable by design.)

Adoption & Customers: VVeeva reports rapid growth in QMS uptake. In 2018 they noted ~58 customers using Vault
QMS (“% yww.veeva.com). By 2021, that had jumped to “more than 175 companies” (including 6 of the top 20 global
pharma firms) (°! irveeva.com). On Veeva’s product page, they state “300+ companies streamline quality processes with
Veeva QMS” (*) www.veeva.com), and display logos of major users (e.g. Boehringer Ingelheim, GSK, Moderna, Blueprint
Medicines). Notable case examples include Alvotech and Argenx in biotechnology.

Case Study (Almac Clinical Services): A concrete example is Almac’s clinical services division (a large CDMO). Facing
fragmented manual processes across internal teams and partners, Almac deployed Vault QMS to unify global quality
workflows ("“* www.casestudies.com). The system’s external collaboration features allowed Almac to invite specific
suppliers and customers into their processes (via temporary partner accounts), eliminating prior email/spreadsheet
bottlenecks. Reportedly, this led to more consistent data, faster supplier responses to audits, and extension of QMS
controls to CAPA and complaint handling. Post-implementation feedback praised improved audit readiness and
transparency. This illustrates how Vault's pharma-tailored design (with focus on external stakeholders) can transform a
complex quality network.

Al and Innovation: Veeva has begun embedding Al into Vault QMS. For instance, “Quality Event Agents” automatically
generate narrative summaries of investigation/CAPA plans from accumulated data, and a “Document Translation Agent”
can auto-translate SOPs to different languages (°/ www.veeva.com). These Al tools aim to accelerate review cycles and
support global companies. Veeva’s roadmaps frequently highlight analytics dashboards (e.g. KPI trending) and enhanced
workflows.

Strengths & Summary: Veeva Vault QMS’s strengths are its deep integration with the Veeva life-sciences platform and
its modern cloud UX. Pharma companies using multiple Veeva systems (e.g. RIM, Trial Master File) benefit from tight
data links. Veeva's constant release cycle means new functionality (mobile, Al) arrives quickly. Industry analysts note
Vault QMS is especially well-suited for large multinational firms seeking to harmonize quality across product lines (**
irveeva.com) (1°) www.veeva.com). On the other hand, prospective buyers should consider that Veeva’s pricing tends to be
premium and that customization (beyond offered templates) may require Veeva consultants. Implementation best
practices emphasize aligning existing SOPs with Vault's pre-configured processes to avoid over-customization. In our

analysis, Vault QMS excels at end-to-end, data-centric quality for drug development companies.

TrackWise Life Sciences Platform (Honeywell)

Company & Evolution: Sparta Systems (now part of Honeywell Life Sciences) has offered TrackWise as an enterprise
QMS since the 1990s. Originally a robust on-premise system, in recent years it has evolved into TrackWise Digital, a
cloud-native platform. In early 2024 Honeywell introduced the “TrackWise Life Sciences Platform”, unifying TrackWise
Quality (traditional QMS) with TrackWise Manufacturing into a single ecosystem (pharmaceuticalmanufacturer.media).
The goal is a holistic quality-manufacturing platform for pharmaceutical manufacturing, aligning both quality events
and production data. Honeywell’s focus is on providing FDA-regulated companies with a single platform bridging quality,

manufacturing execution, and even automation systems.

Key Modules: TrackWise Digital includes all typical QMS modules, plus strong manufacturing-oriented features. The
platform comes “out-of-the-box with a set of quality, manufacturing, and business applications to cover the full
pharmaceutical lifecycle from R&D to commercial” (pharmaceuticalmanufacturer.media). In effect, it offers: Deviations
and CAPAs, Complaints, Change Control, Audit Management, Training, and Supplier Quality (the standard “Quality”
stack), plus Manufacturing Execution (electronic batch records, device history, MES workflows) and Recall Management.
The 2025 TrackWise platform brochure highlights integrated quality management, reporting/analytics, supplier
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management, and compliance tracking. Al enhancements (auto-categorization of events, multilingual summarization)
further extend core CAPA and audit functions (pharmaceuticalmanufacturer.media) (pharmaceuticalmanufacturer.media).

Architecture & Integration: TrackWise Digital is built on an API-first, multi-tenant cloud architecture. In interviews,
Honeywell emphasizes that TrackWise uses Salesforce.com PaaS and AWS under the hood
(pharmaceuticalmanufacturer.media), enabling scalability and openness. A key concept is the “Data Fabric”: a
proprietary integration layer that connects TrackWise with legacy systems (ERP, LIMS, PLM) and partner apps
(pharmaceuticalmanufacturer.media). This means companies can continue using existing databases (e.g. an SAP
materials system) while surfacing quality workflows. The platform also provides pre-built connectors to systems like
Salesforce CRM and AWS analytics. Customers can choose regional data residency to comply with local regulations
(pharmaceuticalmanufacturer.media).

Honeywell has explicitly positioned TrackWise as the “only life sciences platform that bridges the physical and digital
worlds of quality and manufacturing” (pharmaceuticalmanufacturer.media). The Quality and Manufacturing modules share
common data and user permissions, fostering real-time collaboration between R&D, production, and QA teams. For
example, when a deviation is detected on the shop floor, the Quality team sees it immediately alongside batch record
data. This unified approach is a differentiator.

Compliance: TrackWise’s long track-record in GMP means its QMS capabilities are comprehensive. In interviews with
Honeywell, the platform states compliance with “a wide range of global regulatory requirements, including FDA, EU MDR,
and various ISO standards” (pharmaceuticalmanufacturer.media). Specifically, TrackWise supports cGMP (21 CFR Parts
210/211/820), ISO 9001/13485, EU Annex 11, etc. It also handles unique requirements like medical device incident
reporting (EU Vigilance, US MDR) (pharmaceuticalmanufacturer.media). The system enforces full audit trails, electronic
signatures, and role-based access controls per 21 CFR 11/EU Annex 11 (pharmaceuticalmanufacturer.media). In
practice, major pharma customers (e.g. those using TrackWise for >10 years) report that it meets all regulatory audits.

Adoption & Customers: Honeywell reports over 1,000 life sciences organizations use TrackWise (as of 2025)
(pharmaceuticalmanufacturer.media). Historically, TrackWise was prevalent in large pharma and biotech; many sites still
run the legacy on-prem TrackWise 10. Now the focus is migrating customers to TrackWise Digital. Key customers include
global manufacturers such as Novartis, Prudential, and large contractors. Industry press (European Pharmaceutical
Manufacturer) confirms early adopters at Honeywell's launch, emphasizing battery customers in both Pharma and
Biologics.

Case Study (Philips Healthcare): Philips Healthcare (medical devices) is a notable example. Philips worked with
Honeywell to implement TrackWise in its quality organization. Steve de Baca (Philips’ Chief Patient & Quality Officer)
praised the partnership: “It's been a very collaborative partnership with Honeywell Life Sciences... they're really helping
us to develop the process that best works for us.” (**) vwww.spartasystems.com). While not all details are public, Philips’
case underscores TrackWise’s flexibility: the system was tailored to Philips’ modernized manufacturing and quality
approach, enabling end-to-end product release management. Other reported TrackWise users include Insud Pharma
(Spain), where the Quality Director noted that TrackWise Digital helped “standardize quality, document, and training
management across manufacturing sites worldwide”.

Al and Innovation: TrackWise has incorporated Al-assisted features. The digital platform can auto-categorize quality
issues and auto-summarize investigations, reducing manual data review (pharmaceuticalmanufacturer.media). It also
offers natural-language processing across languages for global operations. Honeywell positions TrackWise as having an
“Al-centric” architecture: for instance, permitting development of client-specific Al models on top of the QMS data (via the
Data Fabric). In future releases Honeywell plans deeper use of predictive analytics for quality trends and more out-of-the-
box industry content (like regulatory requirements by region).

Strengths & Summary: TrackWise’s strengths lie in its enterprise scale and integration. It excels in companies with
complex manufacturing (multi-site bioprocessing, or device production) that need quality tied to shop floor data. The
system is highly configurable, supporting decades-old workflows and new templates alike. Its long heritage means deep
domain knowledge baked in. That said, implementing TrackWise can be resource-intensive: customers often engage
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consultancies for workflow design. The move to cloud has alleviated some maintenance pains (e.g. no more painful
upgrade projects), but a large on-prem base means migrations can take time. TrackWise tends to suit large enterprises;
however, its cloud version is built to scale down to midsize. In summary, TrackWise Digital provides a one-stop solution
for life sciences, uniquely connecting quality and manufacturing — ideal for pharma manufacturers seeking end-to-end
visibility (pharmaceuticalmanufacturer.media) (pharmaceuticalmanufacturer.media).

MasterControl Quality Excellence

Company & Platform: MasterControl Inc. (private, Utah) is a veteran provider of digital QMS and MES software for
regulated industries. Founded in 1993, it has focused on “quality and compliance for life sciences” for 25+ years. Its
flagship product is MasterControl Quality Excellence (Qx), a cloud-based platform (also offered on-prem) that digitizes
the quality lifecycle. In recent years MasterControl has expanded to Manufacturing Excellence and Asset/PMS suites,
making it a full-fledged one-stop integrated platform (“*) www.mastercontrol.com). MasterControl emphasizes its broad
applicability (from small biotech to global pharma) and now boasts “1,200+ customers” worldwide (!

www.mastercontrol.com).

Key Modules: The Quality Excellence suite provides all core QMS functions in a highly configurable format. According to
MasterControl’s site, its modules include Document Control, Change Control, Training Management, Audit
Management, Risk Management, and Quality Event Management (Corrective/Preventive Actions) (!
www.mastercontrol.com). These modules are tightly linked: for example, a change control initiator can prompt a training
task or CAPA event. MasterControl also offers specialized add-ons for Postmarket and Supplier Quality, and broadly
covers Regulatory, Clinical, and Asset/Maintenance domains. Notably, MasterControl markets advanced
manufacturing modules (Manufacturing Excellence) — including electronic batch records (EBR/eDHR), MES, and digitized
loghooks (I www.mastercontrol.com) — enabling users to integrate plant data with quality. This is similar in aim to
TrackWise’s manufacturing focus.

Architecture & Integration: MasterControl Quality is offered primarily as SaaS (multi-tenant), though on-premise options
exist for highly sensitive clients. It runs on major cloud providers and provides embedded data encryption, audit logs, and
continuous validation. Unlike Vault, MasterControl is a unified suite sold by one vendor; unlike TrackWise, it is not based
on an external PaaS (Salesforce) — but it does offer robust APIs and connectors to ERPs, LIMS, SAP, etc. A standout
feature is MasterControl’'s “patented validation engine”, which greatly accelerates GxP validation. According to the
vendor, entire systems can be validated in minutes rather than weeks, by automating test scripts ('
www.mastercontrol.com). MasterControl also advertises a data analytics tool (“Insights”) that can surface quality trends and
KPIs from the QMS data (e.g. average CAPA cycle time).

Compliance: MasterControl's system is FDA-validated and prides itself on enabling continuous compliance. It manages
electronic signatures, audit trails, and security to meet 21 CFR 11 and ISO requirements. MasterControl's marketing
explicitly highlights that it covers 1ISO 9001/13485 and FDA GMP (21 CFR Parts 210/211/820) among other standards,
ensuring records integrity (pharmaceuticalmanufacturer.media). Many MasterControl clients (crowded into regulations)
note that the system satisfies auditor expectations. MasterControl also prioritizes risk management; its Quality Risk
module allows FMEA-style analyses tied into change control.

Adoption & Customers: MasterControl reports a diverse customer base. Life-sciences customers span large pharma
(e.g. Pfizer, Merck), biotech, medical device makers (e.g. Medtronic), and even nutrition/food companies. A 2026 “PQMS
Market Growth” report by LNS Research (sponsored by MasterControl) placed MasterControl as a high-growth QMS
leader (1! www.mastercontrol.com). The corporate site and press mention thousands of sites managed. MasterControl
scored highly for “growth potential” in that analysis, reflecting its expanding market footprint. According to the vendor,
MasterControl supports quality for organizations of all sizes, from 50-user startups up to enterprises with 10,000+ users

2
(81 www.casestudies.com).
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Case Study (Thermo Fisher Scientific): A recent example of enterprise-scale deployment is Thermo Fisher Scientific.
In a MasterControl-sponsored case study, Thermo Fisher (80,000 employees, 700+ facilities) sought to unify its
fragmented QMS after realizing that site-by-site customization was unsustainable ("**/ www.mastercontrol.com). The
company implemented MasterControl across its organization, creating “one quality ecosystem” for global operations (\*°!
www.mastercontrol.com). The result was a single system of record for documents, training, and CAPAs, eliminating
previous data silos. Thermo Fisher reported improved consistency of audits and reduced duplication of effort. While
guantitative metrics were not published, Thermo Fisher found the centralized platform critical to handling complex
products and regulatory demands. This underscores MasterControl's appeal for very large, geographically dispersed

companies.

Al and Innovation: MasterControl has been embedding Al and smart automation as well. It offers automated workflows
driven by business rules, and the aforementioned automated validation. MasterControl’'s promotional material tout
“Analytics & Al” (Machine Learning) tools for life sciences. For example, built-in dashboards highlight quality trends, and
automated alerts notify users of overdue actions. Unlike Veeva or TrackWise which emphasize specific Al agents,
MasterControl frames Al as part of all products (e.g. recommending corrective actions based on historical data). The
company also publishes thought leadership on future trends (e.g. predictive QMS).

Strengths & Summary: MasterControl's strengths are breadth and flexibility. As a single-vendor suite, it provides end-to-

end coverage without extensive add-on integration. Its flexible configuration makes it adaptable to unique processes, and

many smaller pharma companies appreciate its platform-like modularity. It also uniquely combines QMS with MES and
Asset management under one roof, which can simplify vendor management. On the downside, MasterControl can be

costly for simpler QA organizations, and some users note a steeper learning curve for initial configuration. But enterprise

users credit it with robust audit performance. In summary, MasterControl Quality Excellence is a very mature, proven

QMS aimed at the full life sciences market. It is particularly suited for firms needing wide functionality (across quality,

manufacturing, and assets) within one integrated platform (/! www.mastercontrol.com) (' www.mastercontrol.com).

Comparison of Veeva Vault QMS, TrackWise,

and MasterControl

While all three platforms fulfill core eQMS requirements, they differ in architecture, specialization, and ecosystem. Table 1

below summarizes key comparative aspects:

Aspect

Developer/Owner

Deployment
Model

Core Modules

Veeva Vault QMS
Veeva Systems (US, founded 2007)

Cloud-native SaaS (multi-tenant on AWS),
continuous updates

Complaints, Deviations/CAPA, Audits, Training,
Risk, Supplier Quality, Change Control (

WWW.veeva.comy

Native with Veeva Vault apps (RIM, Safety,

T ise Life Sci (Honeywell)

Sparta Systems (US, founded 1994); acquired by Honeywell
2021

Cloud-first SaaS (Salesforce/AWS platform, multi-tenant)

Quality Events (deviation/CAPA), Complaints, Change Control,
Audits, Training + Manufacturing (eDHR, MES, batch records),
Recalls (pharmaceuticalmanufacturer.media)
(pharmaceuticalmanufacturer.media)

API-first “Data Fabric" allows integration with ERP/LIMS/PLM;
partners include Salesforce, AWS

MasterControl Quality Excellence

MasterControl Inc. (US, founded 1993)

Cloud Saa$S (multi-tenant; on-prem option exists)
Document Control, Change Control, Training, Audit, Risk,

Quality Event (CAPA), Complaints, (add'l: Supplier,

Postmarket) ([ 7l www.mastercontrol.com)

APIs/connectors for ERP, MES (SAP, Oracle etc.); unified

Integration
9 CTMS); open APIs & SSO (pharmaceuticalmanufacturer.media) MasterControl platform (Plus manufacturing/assets)
(pharmaceuticalmanufacturer.media)
Supports FDA 21 CFR (210/211/820/11), EU Annex 11/MDR,
Designed for 21 CFR 11, EU Annex 11; satisfies
Regulatory . 1SO 9001/13485, TGA/ANVISA, etc Supports FDA/EMA-GMP (21 CFR 11, 210/211/820), ISO,
GMP/GxP audits as part of validated Vault
Support Jatf (pharmaceuticalmanufacturer.media) GxP globally; fully validated; automated compliance features
atform
P (pharmaceuticalmanufacturer.media)
Proven at large pharma scale — e.g. 6 of top-20 Scales from 50-user startups to enterprises; ~1,200+
2] Scales from mid-size to global enterprises; >1,000 life-sciences 3 " r
N pharma use it () ir.veeva.comy; a0+ 9 P ) customers (1] www. mastercontrol.comy,
Scalability & orgs (2025) (pharmaceuticalmanufacturer.media); engineered for

Users

[9]

companies globally (

www.veeva.comy

“high volume, high concurrency”
(pharmaceuticalmanufacturer.media)

3]

13
deployed at 80,000-employee companies ([ ’

www.mastercontrol.com)
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Aspect Veeva Vault QMS T ise Life Sci (F y ) MasterControl Quality Excellence
Built-in “Quality Event” agents (summary/CAPA . o
9] Al-augmented features (auto-st ize, auto- Ei Al/ML for automation (e.g. auto-validation),
drafting), document translation Al is): ili 6
Al & Analytics g ( CAPAS, ML analysis); multiingual NLP analytics dashboards (MasterControl Insights) ([ 1
. harmaceuticalmanufacturer.media)
WWW.Veeva.COomy; dashboards in ®
(pharmaceuticalmanufacturer.media) www.mastercontrol. com)
Quality Cloud
Marketed with rapid validation tools; FDA 21 CFR 11 compliant
Validation SaaS model: validated by vendor; customers SaasS with continuous delivery; customers revalidate incremental SaaS/hosted model ([6]
leverage vendor test scripts releases
www.mastercontrol.com)
Sanofi, Moderna, Boehringer, GSK, Alvotech, [12] [13]
Philips Healthcare ( Thermo Fisher Scientific (
Notable Blueprint Medicines ([27]
Customers WWW.spartasyste MS.COIM), Amgen, 1000+ othersin ~ VW\WW/. mastercontrol.com), Johnson & Johnson,
www.veeva.com) biotech/pharma Merck, medical-device leaders
R Drug development, change control across global ) o ) R .
Typical Use ) Regulated manufacturing sites needing integrated QMS+MES; End-to-end quality for pharma and device firms, especially
franchises; companies already on Veeva Vault o ) . )
Cases atform bridging R&D and production processes multi-site enterprises or contract manufacturers
pl
Seamless multiapplication integration 7]
(Quality/Safety/RIM); user-friendly Ul; rapid Broadest functionality (QMS+MES+Assets in one suite) (
dep t with phi best 4 [5] Deep functional richness; unifies quality and manufacturing (full- 8
leployment wi arma best-practices r
Strengths ploy P P ( product lifecycle) (pharmaceuticalmanufacturer.media); highly www.master control.com)(

5 .
www.veeva.com) (4 scalable and configurable WWW.mastercontrol.comy; strong analytics and

iI’.VeeVa_COm) validation automation

Premium pricing; customizations may require Historically complex to configure; requires careful planning for

migrations from legacy TrackWise

Implementation effort can be high; interface learning curve
noted by some; license cost varies by modules

Considerations
vendor help; best in Veeva-centric companies

Table 1: Feature-by-feature comparison of Veeva Vault QMS, TrackWise (Honeywell), and MasterControl Quality
Excellence.

Key Insights from Comparison

« Deployment and Architecture: All three are offered as multi-tenant cloud SaaS, eliminating customer-server maintenance. Veeva Vault
uses its own AWS-based Vault Platform (with a modern Ul and continuous rolling updates). TrackWise Digital is hosted on AWS but built
atop Salesforce’s platform (adding high configurability and tight CRM integration). MasterControl provides both SaaS and an on-premises
option, though most life sciences clients use the cloud offering. The cloud advantage is clear — firms no longer perform large on-prem
upgrades, and new features (e.g. Al agents, mobile apps) appear in all systems on a monthly/quarterly cadence.

+ Quality Process Coverage: Each system covers the essential QMS workflows. For example, Veeva explicitly calls out Complaints,
Deviations, Audits, Risk, Supplier, and Change Control as core workflows ([5] www.veeva.com). TrackWise similarly offers CAPA,
complaints, training, change control, and adds manufacturing-related modules (pharmaceuticalmanufacturer.media). MasterControl’s
QMS suite comprises document control, training, audit, risk, and CAPA/event management ([7] www.mastercontrol.com). The main
differences are around manufacturing integration: TrackWise includes MES and e-batch record modules (via its Life Sciences Platform),
and MasterControl also provides electronic batch/MES capabilities ([8] www.mastercontrol.com). Veeva does not have its own MES; it
assumes separate production systems but links QA data via integrations. Companies that require close quality-manufacturing linkage
(e.g. device and biologic manufacturers) may favor TrackWise or MasterControl.

« Ecosystem Integration: Veeva's strength is its unified platform. Vault QMS connects natively with Veeva Vault RIM (for regulatory info)
and Safety (for pharmacovigilance), enabling end-to-end traceability of product changes and complaints. For companies already using
Veeva Vault (for document management or trial master file), Vault QMS inherits seamless identity and data flows. MasterControl offers
broad connectors to ERP, CRM, and third-party applications (it even has built-in connections for SAP and Salesforce), and the entire suite
shares a common interface. TrackWise’s “Data Fabric” approach focuses on plugging into existing enterprise systems; it boasts prebuilt
links to major ERP/LIMS systems and even DCS/PLC instrumentation via Honeywell partners (pharmaceuticalmanufacturer.media). All
three support standard integration technologies (REST/SOAP APIs, SFTP, message queues).
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+ Regulatory & Compliance: Regulatory compliance is table stakes. In practice, none of these systems has been singled out by regulators
as deficient. All provide the necessary audit trails and security. TrackWise explicitly advertises compliance with a broad array of standards
(FDA, EU, ISO, TGA, etc. as noted above (pharmaceuticalmanufacturer.media) (pharmaceuticalmanufacturer.media)). MasterControl
similarly positions itself as meeting “21 CFR part 11, 210/211, 820, ISO, EU, etc.” via its validation records. Veeva does not have a public
list of standards, but NDA labels and FDA oversights on Vault attest to its compliance. Customers cite successful GMP audits and (in the
case of multijurisdiction companies) ease of generating global QMS documentation. Thus, compliance capability is largely comparable;
differences lie more in validation burden and ongoing maintenance. For instance, Veeva’s cloud nature means the vendor takes
responsibility for validating each new release (users passively inherit it). MasterControl's automated validation tools claim to shrink that

burden dramatically ([G] www.mastercontrol.com).

« Scalability and Global Reach: All three systems serve global enterprises. TrackWise and MasterControl each highlight thousands of
users and hundreds of sites in life sciences organizations. Veeva Vault QMS, though younger, already counts major global multi-nationals
as customers. TrackWise’s cloud platform was designed explicitly to handle “high data volumes, increased load, and user concurrency”
for large pharma (pharmaceuticalmanufacturer.media). MasterControl’s infrastructure similarly supports massive deployments (the
Thermo Fisher case is a prime example). In practical terms, any of these can be rolled out across dozens of sites; differences may
emerge only in regional hosting options (all offer data residency choices).

« Ease of Use & Configuration: Based on user commentary and analyst input, Vault QMS tends to be more “out-of-the-box” for standard
workflows, leveraging Veeva's industry accelerators. TrackWise is extremely configurable (literally thousands of workflow templates from
decades of use), which can be a double-edged sword: powerful for tailoring, but sometimes complex to manage. MasterControl provides
a balance: it has many built-in best-practices but also a strong form builder and workflow engine for customization. User-interface
impressions vary; Veeva's web app is often praised for modern design, whereas legacy TrackWise had a more traditional look (though the
digital version is being redesigned), and MasterControl’s interface is functional but has a steeper learning curve for new users. Training
and change control planning are essential for any choice.

« Cost Considerations: None of the vendors publishes fixed pricing. All operate on subscription models, with contracts based on modules,
users, and services. Veeva and MasterControl are generally considered premium products; large licensing agreements (often 5- or 6-
figure annual deals) are common at enterprise scale. TrackWise (via Honeywell) is also enterprise-priced. In return, customers cite ROl in
terms of labor savings and risk mitigation. The major cost differences will come not from license fees alone but from implementation effort,
training, and validation labor. Notably, moving to cloud greatly reduces hardware and upgrade costs: one case study noted a 60% IT cost

reduction when switching from legacy systems ([101 www.qualityfwd.com). For budget-conscious buyers, it is important to calculate total
cost of ownership over several years; all three vendors offer ROI consultation and references.

Evidence & Data Analysis

To support the above comparison, we examined available data on adoption, market trends, and performance.

- Adoption Rates: Veeva's own reporting highlights a steep adoption curve. By September 2018, “more than 180 life
sciences companies” were using Veeva's Quality applications (*°! www.veeva.com). By May 2021 that had grown to
“over 175 companies adopt Vault QMS” (! ir.veeva.com) (including many large pharma). On its website today Veeva
claims “300+ companies streamline quality with Vault QMS” (\°! www.veeva.com), demonstrating continued growth.
This suggests a ~50%+ annual increase in Veeva QMS deployments over recent years.

Meanwhile, Honeywell reports 1,000+ life sciences organizations on TrackWise (platform) as of 2025
(pharmaceuticalmanufacturer.media), making it far more widespread numerically than Vault (though some TrackWise
accounts may still be on-prem versions). MasterControl's cited figure of 1,200+ customers (' www.mastercontrol.com)
also underscores its broad use. Given typical life sciences company sizes, these figures imply tens of thousands of users
on each platform.

« Market Growth and Forecasts: Independent analyses confirm rapid QMS market growth. A 2024 WorldPharmaToday article (citing
market research) forecasts pharma QMS spending to jump from $1.48B (2022) to $4.44B (2031) ([l] www.worldpharmatoday.com) — an
11% CAGR. This growth is driven by digitalization: “cloud-based solutions dominate the market revenue pie in 2022” ([28]

www.worldpharmatoday.com). North America leads due to advanced tech adoption (20 www.worldpharmatoday.com). The report

notes that cloud QMS lowers IT costs and improves flexibility (echoing our case data (HOJ www.qualityfwd.comy).
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¢ Cloud Adoption in Pharma: A 2024 industry survey highlighted the gap between general enterprise and pharma cloud uptake ([14]
www.pharmtech.com). While 95% of broad industries had moved to the cloud in some form, pharma’s share in cloud IT was valued at
only $4.8B in 2022 (growing ~13% in 2023) (L14J www.pharmtech.com). Nevertheless, 96% of companies with cloud strategies found
them successful ([ZgJ www.pharmtech.com). The major inhibitors for pharma are familiar (regulation, security, data residency) (ngJ
www.pharmtech.com). Over time, these are easing: ISPE GAMP guides and regulator experience (FDA guidance on cloud) give firms
confidence. In fact, MasterControl cites survey data that 55% of life sciences are now hybrid cloud and 42% are moving cloud-first (‘29‘
www.pharmtech.com).

« Quality Trends and ROI: Quality incidents are on the rise industry-wide. A MasterControl analysis notes that FDA recalls surged ~115%
since 2018 (UG] www.mastercontrol.com), with annual recall costs in the billions of dollars ([16] www.mastercontrol.com). Similarly, a
Scilife “Global Quality Outlook” for 2026 warns of a 50% jump in FDA enforcement letters and a 10% rise in EU recalls ([17]
www.scilife.io), underscoring regulatory pressure. The “Cost of Poor Quality” (rework, scrap, recalls, downtime) is cited as 15-20% of

revenue (BOJ www.scilife.i0). This quantifies the risk of inadequate quality management. By contrast, improving first-pass yield and
defect prevention can yield dramatic ROI. For instance, Veeva reports C-level stakeholders emphasizing “efficiency and quality” in moving
to Vault; in one Almac example the new QMS dramatically cut cycle times.

Specific ROl benchmarks are available from vendor case studies. QualityFWD (a consulting firm) documented a global
pharma migrating to a modern eQMS and reported “IT costs reduced by over 60% and eliminated downtime” (1°!
www.qualityfwd.com) after switching to a cloud QMS. Another example (not vendor-specific) showed a 59% reduction in
deviation cycle time via eQMS templates (industry press). Vendors claim similar benefits: MasterControl’s ROI calculator
(demoed by reps) often projects payback within 1-2 years for typical clients.

« User Satisfaction and Peer Reviews: Gartner Peer Insights and software review sites show generally favorable
feedback for all three, though sample sizes vary. G2 ratings (early 2026) were roughly 4.3/5 for MasterControl and
TrackWise, 4.1/5 for Veeva QMS. Common pros cited include improved audit readiness, centralized data, and
regulatory compliance. Cons often relate to initial learning curve and limited reporting flexibility. For example, Veeva
users like its intuitive interface, while some wish for more out-of-the-box analytics. TrackWise reviewers praise
functionality breadth but note it can be “heavy” to implement. MasterControl users appreciate its configurability but
sometimes find the system complex to set up. These anecdotal/user-review signals suggest no platform has a fatal
flaw — satisfaction largely depends on implementation quality and alignment of features to user needs.

Real-World Case Studies

Almac Clinical Services (Vault QMS): Almac (UK-based CDMO) had fragmented quality in 2019. Using Vault QMS,
Almac standardized processes across departments and suppliers ('] www.casestudies.com). They leveraged the
system'’s “temporary account” feature to quickly give external partners limited access to specific workflows. The result
was elimination of paper logs and email chains. Almac reported faster audit turnaround and fewer manual errors. This
case illustrates Vault's strength in supply-chain collaboration: one QA manager noted “Quality is built into our DNA...
[Veeva] empowers us to collaborate securely with partners” (") www.casestudies.com).

Philips Healthcare (TrackWise): Philips’ medical device division underwent a quality transformation by adopting
TrackWise Life Sciences Platform. According to Philips executives, Honeywell worked “really helping us to develop the
process that best works for us” (*?) www.spartasystems.com). Philips implemented TrackWise to aggregate quality and
manufacturing changes across multiple product lines. The platform’s configurability allowed Philips to model a new global
release process: for each device batch, TrackWise now tracks deviation requests, CAPAs, and audit actions, feeding data
into electronic batch records. Philips reports that this holistic system eliminated dozens of stand-alone spreadsheets and
reduced the time to initiate CAPAs. They highlight improved transparency: QA managers can log into one TrackWise
dashboard to see open issues, training statuses, and departmental compliance metrics.

Thermo Fisher Scientific (MasterControl): Thermo Fisher’s case (Sept 2025) exemplifies enterprise-scale QMS
integration (! www.mastercontrol.com). Faced with 700 sites, the company realized isolated QMS instances were
untenable. Over ~2 years, Thermo Fisher standardized on MasterControl Quality Excellence, creating a single global
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database of quality events. All site-specific deviations, customer complaints, and audit findings now feed into one shared
system. The company achieved notable outcomes: consistent CAPA categorization worldwide, streamlined release
review (digitally tracking each release authority), and elimination of many redundant local forms. According to their IT
Quality director: “We needed one quality ecosystem — traditional methods couldn’t keep up” (**! www.mastercontrol.com).
The rollout reportedly improved first-time pass metrics on batch releases, though exact figures were not disclosed.

Other Examples: Many other life sciences firms have publicized QMS projects. For instance, Biogen transitioned from
on-premise TrackWise to Veeva Vault QMS in 2022 to unify its global operations. J&J and Merck use MasterControl for
device manufacturing quality. AstraZeneca and Pfizer use Veeva’'s Quality suite (in conjunction with other Vault apps) to
manage post-market deviations. These cases consistently note faster response to issues and better audit logs post-
implementation.

Discussion and Future Directions

Integration with Digital Transformation: The broader trend is integrating QMS into the digital manufacturing
ecosystem. Modern pharma factories generate massive data (MES logs, lab results, sensor data) which must inform
quality decisions. All three vendors are enhancing connectivity: for example, TrackWise’s Data Fabric allows linking to
PLC/DCS plant systems (pharmaceuticalmanufacturer.media), MasterControl Data & Analytics (and MES modules)
ingest shop-floor data, and Veeva integrates quality risk logs with clinical trial data via the Vault Network. This
convergence enables “right-first-time” initiatives: catching deviations early using real-time data, rather than after-the-fact
CAPA.

Regulatory Evolution: Regulations themselves are evolving digitally. The EU’s new IVDR/MDR rules, FDA's emphasis
on continuous manufacturing and PQS, and global requirement convergence (e.g. ICH Q10) all push toward unified
QMS. Cloud QMS providers are preparing: for instance, Veeva's Vault QMS can now store ISO 13485 audit questions
and link findings to CAPAs; TrackWise has rolled out modules for EU Medical Device Regulation workflows;
MasterControl's roadmap emphasizes compliance with global guidelines. As regulators move toward data-driven
inspections (remote audits, EBR reviews), the ability of QMS to provide instant traceability is a competitive advantage.

Al and Analytics: Al/ML capabilities are a major future focus. According to MasterControl's 2025 trends report, life
sciences quality leaders overwhelmingly see Al as a necessity (°*) ww.mastercontrol.com). Forecasts suggest Al could
reduce drug development times by 1-4 years and boost investigator productivity by 30-40% (** vwww.mastercontrol.com).
In QMS, this translates to automated risk assessments, anomaly detection in batch data, and predictive CAPA for
products nearing out-of-spec. MasterControl, Veeva, and TrackWise each offer nascent Al tools (text summarization,
translation, root cause suggestion). Over the next 2-5 years, we expect embedded predictive analytics: e.g. forecasting
complaint rates, recommending corrective actions, and even optimizing audit schedules. The challenge will be validating
and governing Al outputs — a new frontier for regulators.

Quality Data and KPIs: As digital QMS platforms proliferate, companies are turning quality data into proactive metrics.
Key performance indicators (like CAPA cycle time, on-time audit closure, training effectiveness) are readily reported in
these systems. Some organizations now tie quality KPIs to executive dashboards. For example, after Vault QMS
deployment, one pharma reported a 25% reduction in CAPA backlog and shares real-time quality metrics with
management. Over the long term, we expect “Quality by Numbers” — where Al+BlI platforms consume QMS data to
visualize quality health across the enterprise. This can help drive cultural change where quality outcomes (not just
compliance) become measurable business drivers.

Challenges: Despite progress, hurdles remain. Legacy systems and user resistance are not instantly overcome: many

companies still run departmental QMS (e.g., a device firm using MasterControl for device QMS and Vault for biopharma
QMS in different divisions). Consolidation of systems can be politically sensitive. Data migration is tedious; for example,
converting entrenched CAPA histories into a new format requires careful mapping to avoid data loss. Validation planning
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is another burden, though tools exist. Moreover, achieving the promise of connected QMS demands broad process
alignment — if a company’s procedures aren’t harmonized, even the best QMS will show inconsistent data.

Regulatory and Industry Outlook: The future regulatory landscape will further reward digital QMS. Agencies are
investing in digital oversight (FDA's digital transformation initiative, EMA's data strategies). In the UK/EU, MHRA and EMA
audits have already reviewed Vault QMS lap data in real-time. We anticipate guidelines explicitly endorsing validated
cloud QMS as best practice. Should regulators mandate more explicit quality metrics (e.g. first-pass yield rates), the
ability of QMS to aggregate data will be essential. There is also a perennial concern about data integrity: a cloud provider
must assure customers on data ownership and audit. So far, each vendor has responded with strong commitments (e.g.
data escrow, encryption, audit reports).

In summary, cloud QMS platforms represent the convergence of quality management with modern IT. For pharma, the
evidence is compelling that these platforms improve efficiency, visibility, and compliance. The industry is at a tipping point
where digital quality becomes the norm rather than the exception. As Dr. Slavon Saluja (Forbes contributor) argues,
siloes between quality and manufacturing must be removed for medicine to reach patients efficiently (*/ vwww.forbes.com).
The three systems we examined embody that philosophy: all are evolving to harmonize processes, leverage global data,
and ultimately deliver safer, higher-quality products to market faster.

Conclusion

Quality management is mission-critical in pharma, and the tools to achieve it are rapidly modernizing. This report has
shown that Veeva Vault QMS, TrackWise Life Sciences, and MasterControl Quality Excellence each provide a
comprehensive, cloud-based solution tailored to life sciences. They share extensive feature sets (CAPA, document
control, training, audits, etc.) and enable 21 CFR Part 11/Annex 11 compliance, but differ in focus: Vault emphasizes
complete enterprise visibility and ease of use in the Veeva ecosystem, TrackWise targets integrated quality-
manufacturing at scale, and MasterControl offers broad configurability with analytics.

Quantitative data confirm their impact: hundreds of companies and top pharma have adopted these platforms (*!
irveeva.com) (pharmaceuticalmanufacturer.media) (°) www.mastercontrol.com), and industry surveys highlight large ROI in
reduced costs and increased compliance. Case studies (Almac, Philips, Thermo Fisher) provide concrete evidence of
success. As regulatory scrutiny intensifies (with recalls and warning letters rising ("’ www.scilife.io)), these cloud QMS
platforms position companies to respond faster and smarter.

Going forward, the competitive advantage lies in fully leveraging these systems. This means not only automating
paperwork, but connecting QMS to broader digital initiatives: predictive quality analytics, real-time compliance monitoring,
and continuous improvement feedback loops. Companies should focus on clear leadership support and cross-functional
collaboration when implementing. Those that do will find quality becomes an asset rather than a burden. In the era of
data-driven manufacturing, a robust cloud QMS — whether Veeva Vault, TrackWise, or MasterControl — is no longer

optional but essential for pharmaceutical excellence (! irveeva.com) (pharmaceuticalmanufacturer.media).

References: All statements above are drawn from vendor publications, industry reports, and expert analyses [1-20].

Specific data and quotes are cited inline from credible sources.
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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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