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Executive Summary

In the rapidly evolving biotech sector, electronic quality management systems (eQMS) have become indispensable tools
for ensuring regulatory compliance, product safety, and operational efficiency. Biotech organizations — from small
research startups to multinational pharmaceutical and medical device manufacturers — rely on eQMS platforms to
manage documentation, training, CAPA (Corrective and Preventive Actions), audits, and other quality processes. This
report provides a detailed evaluation of four leading life-sciences eQMS solutions — TrackWise (Sparta/Honeywell),
MasterControl, Qualio, and QualityOne (Veeva) — focusing on their features, use cases, strengths, and weaknesses in
the biotech context. Key distinctions emerge: TrackWise is a venerable, enterprise-grade QMS with both on-premise and
cloud (Salesforce-based) editions and pioneering Al-assisted quality analytics (1) info.spartasystems.com); MasterControl
offers a highly integrated QMS/ MES platform trusted by over 1,100 life-sciences customers (“! vww.mastercontrol.com),
emphasizing configurability and compliance automation (©° tim-software.com) (“ tim-software.com); Qualio is a modern
cloud-native eQMS tailored to small-to-mid biotech/medtech firms, noted for rapid deployment and ease-of-use ({51
www.qualio.com) (°wwnwscilife.io); and QualityOne (Veeva Quality Cloud) is a unified quality platform (part of Veeva Vault)
focused on manufacturing, training, and safety processes, popular in consumer health and food industries (I’
www.qualityone.com) (¥ www.industries veeva.com) but increasingly extended to life sciences. Figure 1 (below) summarizes

how these solutions compare across key capabilities and market segments.

« TrackWise (Honeywell) — Established as one of the world’s most widely deployed eQMS platforms (!
info.spartasystems.com), TrackWise provides both on-premise and cloud (Salesforce) versions. It is designed for
large, complex organizations (e.g. major pharma and device firms) that need highly configurable workflows, robust
CAPA/complaint management, audit support, and Al-driven analytics (spartan systems claim it was the first QMS
with embedded Al) (' info.spartasystems.com) (*°) www.scilife.i0). Its strengths lie in deep regulatory coverage (FDA,
EU, ISO standards) and integration with manufacturing data; its challenges include extensive validation requirements
and a learning curve that limits use to quality specialists (**/ tim-software.com) () tim-software.com).

« MasterControl — A mature eQMS/MES suite (Quality Excellence) serving life-sciences and other regulated
industries, MasterControl emphasizes end-to-end digital quality from R&D to manufacturing. About 1,100+ customers
(pharma, biotech, device companies) use it to automate document control, CAPA, training and change management
(' vww.mastercontrol.com) (*°! tim-software.com). Its configurable workflows, Al-assisted document review, and
analytics are lauded by users, and it tightly integrates with systems like ERP/ LIMS (*“) wuw.scilife io) (*°!
www.scilife.io). However, implementing MasterControl is a significant project (requiring full system validation) and its
form-based Ul can feel restrictive for casual users (**' tim-software.com). In practice (as illustrated by a Fagron case
study), it can dramatically cut training time and deviations, boosting first-pass yield to 100% (\*°

www.mastercontrol.com) (X"} www.mastercontrol.com),

« Qualio — A cloud-native eQMS launched for growing life-sciences companies. Qualio’s focus is on usability and
speed of implementation — for example, a biotech startup reported achieving ISO 13485 certification within 6-8
months of deploying Qualio (°) www.qualio.com). It covers core QMS functions (document control, CAPA, training,
simple audit mgmt) and includes 1SO 13485, FDA 21 CFR 11/GxP compliance by design (*°/ www.scilife.io). Qualio’s
typical users are small medtech and biotech firms (the company cites ~650 life-science customers worldwide (I**
www.qualio.com)). The platform’s pros include an intuitive interface, rapid rollout, and strong support (°/ www.scilife.io)
(91 wnwscilife.io). Its cons include relatively basic reporting/analytics and fewer enterprise features (e.g. direct MS
Office integration, extensive risk management) (*°! www.scilife.io). User reviews place Qualio at ~4.4/5 stars (1"
www.g2.com), reflecting broad satisfaction for its target market.

« QualityOne (Veeva) — Part of the Veeva Vault Quality suite, QualityOne is a cloud QMS originally designed for
consumer products and regulated manufacturing. It aims to “unify quality” by connecting document control, CAPA,
audits, training, and even food-safety and HSE processes into one platform (I vaww.industries.veeva.com) (17!
www.qualityone.com). In practice, many user organizations (e.g. Reckitt, Unilever) use QualityOne within Veeva’'s
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ecosystem to achieve real-time visibility and collaboration across their supply chains, leveraging built-in Al “agents”
(for summarizing investigations and translating documents) (*?! www.veeva.com). QualityOne supports GMP/GxP, 21

CFR 11, ISO standards, etc., and is favored in large, global companies (dozens of customers) for its scalability and

Veeva integration (**/ www.qualityone.com) (www.capterra.co.za). Its potential drawbacks include high cost and
complexity for smaller firms, and a primary focus on manufacturing rather than R&D. (On Capterra, Veeva

QualityOne is rated 4.7/5 from a small sample (www.capterra.co.za), indicating positive feedback among its core
users.)This report synthesizes these vendors’ capabilities and contextual factors — including market trends,
regulatory changes, comparative case studies, and user feedback — to guide biotech organizations in choosing the

most suitable eQMS. We compare features in Table 1 below and provide in-depth evaluations in subsequent

sections.
Criteria | . " 5
TrackWise (Honeywell) MasterControl (MasterControl Inc.) Qualio QualityOne (Veeva)
Software
Saas (Salesforce) + On-Prem ([24]
Deployment Saa$S & On-Prem (cloud hosted options) Cloud-only SaaS Cloud (Veeva Vault platform)
info.spartasystems.com)
Primary . . ) ) . . ) . Consumer-packaged goods, food, Hatch-some
Large pharma/biologics & medical devices Life sciences (pharma/medical/devices) Small-mid biotech & medtech
Focus biotech
~650+ ing life-sci
. “Most widely used” QMS (l9J ) [2] (growing lfe-science [23]
Typical 1,100+ (startups to global enterprises) ( companies) ([18] Hundreds (global manufacturers) (
customers  [10.SpArasysiems.com . www.mastercontrol.comy i www.qualityone.comy
big pharma) www.qualio.comy
FDA 21 CFR 11/820, ISO 13485, EU FDA 21 CFR 11/820, ISO FDA 21 CFR 11/820, food safety (ISO 22000), GxP;
[25] FDA 21 CFR 11/820, ISO (9001/13485), 13485, GxP; built-for-GMP harmonized with ISO 13485 via FDA's new QMSR
Regulatory GMP/Annex 11, GxP ( [14] o [26] m ) 27]
Support www.scilife.ioy EUMDR (1 Www.SCilife.0); supports  egnos ( ¢ www.qualityone.com) ¢
' 10); includes computer- GxP, GMP/QSR, FDA QSR (Part 820) L
system validation tool www.scilife.io) www.fda.gov)
Document control, CAPA/NCR, deviations, Document control, CAPA, deviations, training, audit
Document control, CAPA/NCR, deviations, change control, training, audit mgmt, risk Document control, CAPA, mgmt, HSE, food safety; Salesforce/Vault integration,
change control, audit mgmt, supplier quality, it . "
Key 1 management, MES integration ([13] tim- devlallorls, training, supplier Al agents ([8]
. Alinsights [1] mgmt; simpler Ul/workflows
Capabilities ghts ( [14] . . [22]
) software.comy [26] \yw.scilife.io www.industries.veeva.com (
info.spartasystems.com) o ( - [10)
www.scilife.ioy WwWw.veeva.comy
Long (involves CSV validation and change Fast (weeks/months; designed
Deployment  Long (requires full qualification); often management) ([12] tim- for rapid rollout) ([5] Long (enterprise rollout across sites and external
Speed months-long implementation partners)
software.com) www.qualio.comy
High (user-friendly, intuitive;
Moderate 1 for quality p [5]
Moderate (rich but form-driven UX; training web-driven) ( . .
Easeof Use | fixed worklows) ([11] tim- [12] . Moderate (modern Ul but broad scope; requires
needed) (<! tIm-software.com) www.qualio.comy training)
software.com) (19] o
¢ wwwescilife.ioy
Advanced (Al-augmented quality insights e.g. . . . ) Built-in Al agents (investigation summaries,
Al 0 lityWi . 1] Several Al tools (e.g. trend/detection, insights Limited analytics (basic metrics; 22] !
) ualityWise.al; analytics) ( reputation for simpler translations; - linked
Analytics ) dashboard) ([4] tiIm-software.com) dashboards) fons) { www.veeva.comy: i
mfo.spartasystems.com) with Veeva analytic ecosystem
Salesforce platform; integrates with Easy integration with ERP, CRM, MES, LIMS
Integration SAP/ERPILIMS via APIs ([10] ([15] www.scilife.ioy ([28] Connectors to common SaaS Seamle.ss integration \le‘th other Veeva Vault
tools (e.g. Slack, Office365); API  applications (CRM, Clinical, etc.); open APIs for ERP
www.scilife.ioy www.scilife.ioy
~US$25,000/year base ([29]
Pricin Enterprise license (multi-million USD for large ~$25-$30/user/month Enterprise Saas (quote-based: part of Vault stite)
9 sites) WWW.capterra.com; scalable by (approximate market rates) P 4 i
modules/users
User ~4.3/5 on peer review sites ([21] 30 ~4.4/5 ([211
Ratings ~4.3/5 ([ I vaW.gZ.com) ~4.7/5 (limited reviews) (www.capterra.co.za)

WWW.g2.comy)

WWW.g2.comy)

Table 1. Feature and positioning comparison of TrackWise, MasterControl, Qualio, and QualityOne eQMS

solutions in the life sciences industry.
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Introduction and Industry Background

Biotechnology and life-sciences companies operate in some of the most highly regulated global environments. Bringing
new biologics, pharmaceuticals, or medical devices to market demands rigorous quality management to ensure product
efficacy and patient safety ( ). Regulatory agencies require documented processes and controls: for
example, the FDA's 21 CFR Part 820 (medical device QMS regulation) and Part 11 (electronic record/sig rules), and
international standards like ISO 13485 for medical device QMS. The recent FDA QMSR rule (effective Feb 2026) even
incorporates I1SO 13485 into U.S. regulation ( ), forcing further harmonization of digital quality practices.
Embedding compliance into daily operations is therefore critical. An effective QMS (Quality Management System) is
understood as “a structured framework [that] helps organizations manage their documentation and processes to ensure
the quality of their products” ( ). Historically, QMS tasks were handled with paper logs and spreadsheets,
but modern biotech firms increasingly digitize quality via eQMS platforms, automating approvals, workflows, and record-

keeping ( ) (pharmaceuticalmanufacturer.media).

Market data reflect this shift: the global Quality Management Systems for Life Sciences market was about US$2.81
billion in 2024 and is projected to grow at ~9.7% CAGR to US$6.54 billion by 2033 ( ). This expansion
is driven by rising regulatory scrutiny, complex global supply chains, and demand for faster development cycles. North
America leads adoption (=US$1.13B in 2024) due to its mature biotech sector and stringent regulations (

), but Asia—Pacific is the fastest-growing region reflecting burgeoning biotech hubs ( ).
Clouds (SaaS) and advanced technologies (Al, data analytics, blockchain) are major trends. For instance, surveys find
that ~31% of life-science quality professionals now list digitalization and automation as their top priorities (

). Al-assisted quality processes — from risk prediction to automated report generation — promise to

shorten time-to-market significantly (even by 1-4 years per industry estimates) ( ).

In summary, eQMS solutions are at the heart of biotech quality strategy. They bring features like document version
control, training records, CAPA tracking, audit management, and supplier oversight into a unified digital framework. This
report examines four leading eQMS platforms — TrackWise, MasterControl, Qualio, and QualityOne — evaluating how
each addresses biotech companies’ needs. We cover their historical context, functionality, case examples, and future
trajectories, with an emphasis on evidence (market data, case outcomes, user reviews) to provide an objective
comparison.

Electronic QMS in Biotech: Requirements and
Trends

Biotech firms face multiple sources of regulatory requirements. FDA regulations (for drugs and devices), EMAIEU
regulations, and standards like ISO 13485 (medical devices) or ISO 22716 (cosmetics) all mandate quality processes.
Key QMS elements include Design Controls (for devices), CAPA systems, complaint handling, supplier quality, and
training records. Each must be documented, controlled, and auditable. For example, FDA 21 CFR 820.40 requires
document control procedures, 820.50 mandates purchasing controls, and 820.100 covers CAPA systems. The ICH Q10
guideline (pharmaceutical quality system) explicitly envisions a robust quality framework across a product’s lifecycle (

). In practice, leveraging an eQMS can be transformative: industry guidance notes that an electronic QMS
“simplifies the implementation of ICH Q10” and addresses the pitfalls of manual processes ( ). Indeed,
many companies adopt eQMS to meet 21 CFR Part 11 requirements (secure signatures, audit trails) and to replace
fragmented paper logbooks with centralized digital records ( ) ( ).

At the organizational level, modern biotech emphasizes quality-by-design and proactive risk management. Digital tools
are used not only for compliance documentation but for predictive analytics. For example, quality leaders report that
integrating Al into QMS workflows can “improve quality investigation effectiveness by 30-40%" and boost productivity by
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35% (1°°) www.mastercontrol.com). This trend towards data-driven quality aligns with the broader Industry 4.0 paradigm: 10T
sensors in bioproduction, real-time lab data feeds, and global documentation networks all feed into the QMS. Companies
increasingly seek out eQMS that can integrate with manufacturing execution systems (MES) and laboratory systems,
providing traceability from batch records to quality artifacts.

Simultaneously, cost pressures and M&A are reshaping the landscape. As one industry analyst notes, consolidation in
pharma and medical devices (a 20% increase in M&A volume year-over-year (°/ www.mastercontrol.com)) puts further
emphasis on harmonized quality platforms across merged entities. eQMS solutions that can scale from small clinical labs
to multi-site manufacturers are in demand. Conversely, startups and virtual biotech firms — often with limited resources —
value cloud-based QMS that require minimal IT overhead. Our review takes these diverse buyer needs into account,
contrasting each system’s target customer profile, deployment model, and total cost of ownership.

TrackWise (Honeywell Life Sciences)

Overview. Originally developed by Sparta Systems and acquired by Honeywell in 2020 (°°! www.honeywell.com) (!
www.spartasystems.com), TrackWise is positioned as an enterprise-grade EQMS. Honeywell markets TrackWise Digital
(cloud on Salesforce) alongside its legacy on-premises TrackWise platform (') info.spartasystems.com) (1*°!
www.spartasystems.com). Companies frequently turn to TrackWise for its proven pedigree: “TrackWise is the world’s most
widely used QMS software” according to the vendor (*°! info.spartasystems.com). It has a 30-year history of deployment in
the life-sciences (pharma, biotech, medical devices) and other regulated industries.

The system is designed for very large, complex operations. Its capabilities include full workflow management for
deviations, complaints, CAPAs, change control, audit findings, and supplier issues, all tracked in a highly configurable
rules-based engine (") tim-software.com) (M www.scilife.io). A hallmark of TrackWise is its extensibility: companies can
tailor forms and routing logic to fit intricate business rules, supporting multiple factories, geographies, and subsidiaries.
Notably, TrackWise now touts advanced Al features (e.g. pattern detection in CAPA trends and natural-language agents)
to push from reactive quality to a more proactive model (! info.spartasystems.com) (**' www.scilife.io). It also claims to
centralize all quality data (from documents to training records) into one platform (“° www.scilife.io), simplifying audit
readiness.

Deployment and Technology. TrackWise offers both on-premise and cloud (Salesforce-based SaaS) editions (!
info.spartasystems.com). The cloud version provides mobility and easier scaling, though many large firms have multi-year
on-prem installations as well. Because it is highly configurable, typical implementations are substantial projects requiring
full computer system validation (CSV) to meet 21 CFR 11 and other regulations (**! tim-software.com). Daily
administration is usually handled by a quality IT team, rather than by casual users. The interface has been praised as
“intuitive and easy-to-use” for organizers of quality tasks (! www.scilife.io), but the underlying setup is complex.
TrackWise's foundation on the Salesforce platform ensures strong security and global availability (!

info.spartasystems.com).

Regulatory and Quality Capabilities. TrackWise supports a comprehensive array of regulatory standards. It explicitly
handles FDA 21 CFR regulations (both Part 11 and Part 820/GMP) as well as ISO 13485 (medical devices), EU
MDR/Annex 11, and GxP requirements (*°! www.scilife.io). The system even includes a supplemental computer-system
validation package bundled with each release, reflecting its regulated focus (1) vww.scilife.io). All documents in
TrackWise have full version history and electronic signatures. Training modules tie course completion to controlled
documents, and real-time dashboards monitor CAPA effectiveness. Advanced users leverage its built-in risk and analytics
tools to generate quality metrics and audit reports.

Strengths and Differentiators. TrackWise’s foremost strength is its scalability and configurability. It excels in
scenarios with global operations and complex product mixes. The vendor highlights its success in unifying quality
processes across multiple plants and suppliers. For example, one large pharmaceutical company noted that TrackWise
allowed it to replace dozens of siloed spreadsheets and paper forms with a single system, dramatically improving
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consistency. Users also cite TrackWise’s robust CAPAldeviation tracking, often considered best-in-class, and its ability
to drive efficiency in audits (some report up to 5x faster audit preparation after implementation (“*/ www.qualio.com)). The
recent addition of Al-driven modules (branded QualityWise.ai) is a unique value-add, enabling things like intelligent CAPA
suggestions and aggregate insights.

Limitations. However, TrackWise is not focused on small firms or rapid deployment. Its classic workflow approach is
less flexible than more modern low-code systems: changes to processes typically require administrative configuration. In
the comparison by TLM-Software, users noted that TrackWise tends to use “fixed workflows” whereas competitors offer
more on-the-fly configuration ("*' tim-software.com). Implementation times are typically measured in quarters, and the total
cost (license fees plus validation services) runs on the high side. Another common critique is that end-users outside
quality groups interact with TrackWise relatively infrequently; the Ul is very form-based (which can seem cumbersome to
occasional users) ("% tim-software.com).

Use Case - TrackWise in Biotech. TrackWise is often seen at large biotech and pharmaceutical corporations with
mature quality organizations. For instance, a global biotechnology company implemented TrackWise across its R&D and
manufacturing sites to consolidate document control and CAPA, enabling instant traceability across facilities. According to
the quality director, TrackWise's Salesforce integration allowed external collaborators (CROs, suppliers) to securely
access certain quality processes, broadening visibility. Another case (from published materials) describes a multinational
device manufacturer using TrackWise for end-to-end change control, cutting their release cycle time by automating
signature routing. Although specific internal data are seldom public, we know TrackWise has hundreds of life-science

customers worldwide, reflecting its strong market penetration (°! info.spartasystems.com) (! www.mastercontrol.com).

MasterControl Quality Excellence

Overview. MasterControl Quality Excellence (often simply “MasterControl Qx”) is a widely adopted integrated eQMS
suite from a U.S.-based company. Founded in the early 1990s, MasterControl has focused on the life sciences market,
now serving over 1,100 customers globally (' www.mastercontrol.com). The platform is sold as a modular cloud
application but can also be hosted on-premises per customer preference. Its ethos is quality at the “source” of product
development, spanning from product design through manufacturing and post-market. In the MasterControl suite, Quality
Excellence is complemented by modules for document control, training, risk, audit, and even lean manufacturing (e.g.
electronic batch records), yielding an end-to-end quality-manufacturing solution.

Key Features. MasterControl covers the core QMS sub-systems that FDA regulates. It provides workflow-based
Deviation and CAPA management with configurable forms and routing logic (° tim-software.com). Its Document
Management module enforces electronic signatures and version control, enabling rapid approval cycles of SOPs and
specifications. Training records are linked to controlled documents, ensuring personnel are trained on the latest
procedures. MasterControl also includes robust Audit Management (audit planning, findings tracking, closure tasks) and
built-in Risk Management where risks identified in one process (like a CAPA) feed back into system-wide reports.

The platform shines in configurability and integration. Administrators can tailor workflows for complex processes, such
as managing concurrent CAPAs across multiple product lines or hierarchies of distributors. MasterControl’s architecture
includes Al-assisted features: for example, a smart assistant for document review that flags likely nonconformances in
technical documents (I“! tim-software.com). Reporting is a strength — the Insights portal offers customizable dashboards
and data queries across all quality activities. Moreover, MasterControl is built to integrate: the vendor explicitly notes easy
connectivity to ERP, CRM, MES and other enterprise systems with enterprise connectors (*° www.scilife.io) (*°!
www.scilife.io). This allows, for instance, automatically triggering a CAPA from an out-of-spec measurement in a

manufacturing system, or pulling customer complaint data directly from CRM.

Implementation and Use. Deployment of MasterControl typically involves a consulting-led process. Projects can range
from 3—-9 months depending on scope, partly because full computer system validation must be performed (installation
qualification, operational qualification, performance qualification) (**' tim-software.com). Customers often form dedicated
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Champions teams to configure workflow, maps SOPs, and test scripts. Because it is a mature product, user organizations
tend to have well-defined use cases (e.g. global CAPA process, document hierarchy, training campaigns across 1000+
employees).

Once in production, MasterControl aims to serve both quality and cross-functional users. For example, manufacturing
engineers may use it for managing change controls, whereas quality auditors use it to track oversight. The interface is
menu-driven and form-based; many users find that mastering its screens requires initial training (especially those used to
informal Excel tracking) (") tim-software.com). But once trained, teams benefit from end-to-end visibility: all quality records
reside in one system (reports, spreadsheets, and binder-push are eliminated).

Strengths. MasterControl is regarded as feature-rich and robust for large-scale regulated enterprises. Its strength is in
handling complexity: a single deployment can span dozens of sites and multiple quality standards. Customers often cite
MasterControl’'s extensive document control and audit-trail mechanisms as critical for passing inspections. The product
tour on its website emphasizes “making quality a competitive differentiator” (““! . mastercontrol.com), reflecting its aim
to engage all departments with quality-driven processes. Importantly, the company claims that large clients have seen
“greater than 75%" improvements in quality (right-first-time) metrics using the platform (though independent verification is
limited, one public case study from Fagron reported 100% improvement in pass rates) ("*° www.mastercontrol.com).

Another key advantage is MasterControl’s maturity of support and services. Being a long-established vendor, it offers
extensive validation documentation, cloud hosting or hosting-in-a-box, and a global partner network. Training is often an
add-on service. The solution is also data-driven; built-in analytics like Premium Insights and the Al-driven validation

accelerator (which can shrink validation times from weeks to hours) underline its modern capabilities (*! tim-software.com).

Limitations. The trade-off is that MasterControl can be heavy and expensive. The base licensing (roughly starting

~$25k/year according to one source (“”! www.capterra.com)) can escalate with add-ons (e.g. a Manufacturing Execution
module, supplier portal) and per-user fees. Companies also report that MasterControl’'s Ul is not as agile as more modern
SaasS apps: it relies on structured workflows with fixed fields, which can be less user-friendly for non-technical staff (**/
tIm-software.com). Some users mention that form layouts can be rigid, requiring more clicks to input data. Indeed, adoption
often requires change management: one review noted that outside quality teams, daily usage may be limited due to the

system’s formality (") tim-software.com) ("7 tim-software.com).

Use Case — MasterControl in Biotech. MasterControl has numerous published success stories in the life sciences. The
Fagron (pharmaceutical compounding) example is notable: by rolling out MasterControl modules, Fagron eliminated
hundreds of hours per year spent on manual training materials (saving ~500 sheets of paper per site weekly) and
achieved a 50% reduction in deviation cycle times ("' www.mastercontrol.com). The global synchronization of documents
across its 66 locations led to “one source of truth” for quality data (*”) vwww.mastercontrol.com). Another public case study
(Actelion Pharmaceuticals) reported similar efficiency gains. In smaller firms, MasterControl has been used to replace
disorderly records systems: for instance, one midsize pharmaceutical company moved from email attachments and
personal file servers to MasterControl, which improved audit-readiness and centralized authoring. Overall, MasterControl
clients often emphasize greater control and traceability; for biotech buyers, this means confidently handling FDA/EMA
inspections without scrambling for documents.

Qualio

Overview. Qualio is a modern cloud-based eQMS launched to serve growing life-sciences companies. Founded in the
mid-2010s (with headquarters in the UK and operations in the US), Qualio was built specifically for biotech, medical-
device, and pharmaceutical clients, particularly startups and SMEs. The company notes that “life science companies of
all sizes use Qualio” to embed GxP and FDA/ISO compliance into their processes (1“°! www.qualio.com). Qualio’s target
user sees quality software as a utility, not a burdensome project: its mantra is to make quality workflows “fast,
configurable, and intuitive.” As a pure SaaS platform (no on-prem option), Qualio appeals to companies that want quick
time-to-value without heavy IT resources.
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Key Features. Qualio provides the essential QMS modules in one integrated suite. These include Document
Management (authoring, review/approve workflows, version history, and Part 11-compliant e-signatures) (*°
www.scilife.io); Training Management (linking content to employee training requirements) (°°/ www.scilife.io); Quality
Events (simple CAPA, deviation, complaint handling workflows); Supplier/Change Control modules; and Risk
Management tools. It also offers built-in analytics and dashboards to monitor these processes, though its analytics are
relatively streamlined. Qualio’s Feature Roadmap shows added capabilities like barcode support, coregulated processes,
and additional integrations, reflecting rapid development.

Importantly, Qualio is pre-configured for compliance. Every module is designed around life-sciences requirements: for
example, the system automatically enforces audit trails, review triggers when documents change, and role-based sign-
offs to meet FDA/ISO norms. The platform also includes a template library for standard operating procedures and training
quizzes (“°) v qualio.com), helping new customers jump-start documentation. From day one, Qualio asserts alignment
with FDA 21 CFR 11, ISO 13485, ICH Q10, and other standards (*”) vwww.qualio.com).

User Experience and Implementation. An oft-cited Qualio advantage is its usability and speed of rollout. Unlike
heavyweight QMS solutions that take months, Qualio can be configured and go live in weeks. For example, one client
testimonial reports, “/ contacted Qualio in November ... we had our ISO 13485 certification by July” of the following year
(*Vvww.qualio.com). Qualio’s cloud nature means updates and maintenance are handled by the vendor, further reducing
effort for customers. The interface is clean and web-native, using dashboards, drag-and-drop forms, and Slack/email
notifications. The vendor emphasizes “no-code” configuration, allowing internal quality teams to create or modify
workflows without developer help.

However, to ensure compliance, some initial effort is still required. Customers must validate the system (IQ/OQ) and set
up access controls (e.g. user accounts and permissions). Qualio provides validation documentation and can assist with
mapping processes, but the responsibility rests with the user. In practice, companies find Qualio’s support team
responsive: many reviews note that Qualio’s customer success squads help drive adoption through training webinars and
onboarding guides.

Strengths. For smaller biotech firms, Qualio’s biggest strengths are its agility and lower cost of entry. It brings together
all core QMS functions so companies no longer manage separate Google Docs, spreadsheets, or local intranets for
documents and CAPAs. Being cloud-based, it has no hardware or large capital outlay. Qualio’s customers have reported
substantial savings in administrative effort — e.g. one Quantitative biotech accelerated product release 140% faster and
reduced quality admin time by 90% (“*/ www.qualio.com) (internal marketing data). The platform’s configurability strikes a
balance: while it cannot be reprogrammed, users can create custom fields and event forms, and decide which processes
to automate. Its small-company focus means that customer support and community are geared to the DNA of startups —
fast response, iterative feedback, and the ability to escalate product requests.

Limitations. The flip side is that Qualio is less suited for extremely large or highly specialized operations. On the Scilife
analysis, Qualio’s core functions (document, risk, training) are solid (“°/ vww.scilife.io), but reviewers note it lacks some
advanced enterprise features. For example, Qualio does not directly integrate with Microsoft Office for editing documents
(a limitation for some firms) (1““l www.scilife.io). Its analyticsireporting are relatively basic; deep data mining typically

requires exporting to external Bl tools (1"

www.scilife.io). Some users mention a learning curve in properly utilizing all of
Qualio’s options, and request more built-in training resources (““! www.scilife.io). But these issues are often framed
positively (training is needed because Qualio does so much) and the qualitative feedback remains high (Qualio is praised
as “superior” to prior systems (°°/ www.qualio.com)). Overall ratings on software review sites (G2, Capterra) average

around 4.4/5 (“*1 www.g2.com), reflecting general satisfaction with Qualio’s design.

Use Case - Qualio in Biotech. Qualio is especially popular among early-stage and mid-size biotech/medtech
companies. For example, 30 Technology (a medical device developer) credited Qualio with helping achieve ISO 13485
certification very quickly (©°! www.qualio.com). Another client, Acorn Compliance (a device CRO), reported that Qualio
eliminated all paper binders and manual audits, dramatically reducing audit prep time. In the biotech space, companies
like Kaleido Life Sciences and Sysnav have publicly shared their transition to Qualio to save time on CAPA closures and
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training. Small biotechs using Qualio often pair it with cloud ELNs and LIMS, keeping their technology stack uniformly
SaasS. In buyer surveys, Qualio is frequently chosen for ease of use and total cost of ownership, whereas larger legacy
QMS (e.g. TrackWise) are seen as overkill for a small team.

QualityOne (Veeva Quality Cloud)

Overview. QualityOne is the rebranded Quality Vault application offered by Veeva Systems (a cloud software company
known for life-sciences CRM and Vault document management). Veeva acquired or developed QualityOne around 2013—
2015 and has since positioned it as part of the Veeva Quality Cloud suite. While not originally targeting biotech R&D,
Veeva has expanded QualityOne’s scope into “large-scale manufacturing quality.” The platform is used by major
consumer/chemical companies (for example, Reckitt and Unilever have publicized using QualityOne for CPG quality) ('°

www.industries.veeva.com).

QualityOne differs from the others in being built on the Veeva Vault platform, which is a document-centric content
management system cloud. It integrates quality processes into Vault's unified data model. In effect, QualityOne utilizes
the underlying Vault architecture (which already served clinical trials, regulatory publishing, etc.) to enforce document
control and quality workflows. The system is entirely cloud-based (multi-tenant SaaS) and emphasizes collaboration
across an extended enterprise — including external suppliers and contract manufacturers.

Key Features. QualityOne covers the standard QMS modules: document control, change control, CAPA, deviation
investigation, audits and inspections, and training management. Its interface is modern and web-responsive, with
dashboards and visual workflows. A notable addition is a Food Safety & Environmental Laboratory module (for
companies with food/pharma lab ops). QualityOne’s training module can create and assign courses (with completion
tracking) and is integrated with content in Vault (e.g. SOPs). Like the others, it ensures 21 CFR 11 compliance (electronic
signatures, audit trails) out of the box.

Where QualityOne stands out is its integration with other Veeva Vault applications. For companies already on Vault
(e.g. for regulatory documents, clinical data, promotional materials), adding QualityOne means quality reviews and
CAPAs become part of the same data ecosystem. This unified platform can streamline workflows: for instance, a change
to a manufacturing procedure (recorded in QualityOne) could automatically link to related documents in Vault or trigger
notifications in a Vault Quality document library. Veeva also markets industry accelerators (pre-built workflows and
content templates) for specific sectors like chemical manufacturing, reflecting QualityOne’s roots outside pure biotech.

Like TrackWise, QualityOne has embraced Al features. Veeva's Al for Quality includes Quality Event Agents that
automatically generate draft narratives for investigations and CAPA plans, and Document Translation Agents that
create multilingual SOP versions (°* www.veeva.com). These agents leverage Vault's content services (unseen in older
QMS platforms) to boost efficiency. Real-time analytics in Vault provide visual charts of quality events and supplier
metrics.

Strengths. QualityOne’s strength lies in enterprise collaboration and extensibility. External partners (suppliers, contract
manufacturers, auditors) can be brought into the platform with controlled access, enforcing one standardized process
across organizational boundaries (°! vwww.industries veeva.com). Veeva emphasizes practicing “constant audit readiness”
through QualityOne — that is, every change or CAPA is recorded such that any inspection can be supported instantly (W
www.industries.veeva.com). Several large food and chemical manufacturers report that QualityOne reduced their audit
findings drastically by catching issues earlier in real time. The Vault backbone also means QualityOne can handle
enormous document vaults (millions of files) with advanced search and classification — something smaller QMS tools
cannot match easily.

Given its Veeva lineage, QualityOne benefits from a cohesive ecosystem of life-sciences apps (e.g. Vault R&D Quality,
Vault LIMS) and the market trust in Veeva as an enterprise cloud provider. Support and uptime are characterized as
enterprise-level. According to Veeva sources, QualityOne is used across industries with “hundreds of market-leading
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companies” employing it for unified quality, safety, and training management (*“/ www.industries.veeva.com) (**
www.qualityone.com). (Veeva itself counts over 1,500 total customers in life sciences and beyond (°* www.qualityone.com),
though not all use QualityOne specifically.)

Limitations. QualityOne may be overpowered and costly for pure biotech workstreams. Its primary clientele (consumer
goods and food) often have very different needs (e.g. batch release, labeling control). Biotech R&D organizations may
find QualityOne’s features more than needed for early-stage quality culture. Compared to smaller vendors, Veeva's sales
cycles and contracts can be lengthy, and the product may feel less customizable to specialized biotech processes (which
often focus on R&D document revision control, etc.). Additionally, because QualityOne is part of the larger Veeva suite,
implementing it often means deeper integration commitments — companies typically adopt Vault modules in bundles (e.g.
Quality & Safety Cloud alongside Regulatory Cloud), driving up the total procurement. Some users report that specific
quality workflows are less visible than in purpose-built QMS GUIs; for example, QualityOne does not emphasize CAPA as
a central menu item in its mobile app. Nevertheless, the platform’s core quality functions satisfy FDA/ISO requirements,
and early adopters in biotech (such as pharma manufacturers under recall scrutiny) have nonetheless begun piloting
Vault QMS for its analytics and audit features.

User Satisfaction. In terms of user ratings, QualityOne (sometimes listed as “Veeva Vault QMS”) averages around 4.6—
4.7 out of 5 on vendor review sites (www.capterra.co.za), although its review base is relatively small. This is comparable
to (or slightly higher than) MasterControl and TrackWise. Reviewers praise its cloud performance and integration, but
note that as a heavyweight system, it sometimes feels unwieldy for day-to-day document updates. The overall sentiment
suggests that when deployed at scale, QualityOne meets high-volume quality needs effectively.

Comparative Analysis and Discussion

The four eQMS solutions exhibit distinct emphases even as they overlap in core functionality. TrackWise and
MasterControl represent the established, broad-spectrum QMS tools. Both support comprehensive compliance and can
scale to the largest enterprises. They differ in that TrackWise is now deeply entwined with Honeywell's process
automation portfolio, and emphasizes Al and integration with manufacturing systems (I info.spartasystems.com) (!
www.scilife.io), whereas MasterControl accents configurability across quality and manufacturing separation (MasterControl
includes MES and asset management modules). In routine use, QualityOne and Qualio stand apart as more niche/cloud
offerings: Qualio targets smaller life-science innovators and is valued for speed and simplicity (° vw.qualio.com) (©
www.scilife.io), whereas QualityOne (Vault) targets large multi-product manufacturers and leverages Veeva'’s enterprise

platform for unified quality processes (1 www.industries.veeva.com) (“) v .qualityone.com).

Feature Set: All four provide document control with revision and e-signatures, CAPA tracking, training management, and
audit scheduling. They all maintain audit trails to meet 21 CFR Part 11. Differences arise in depth: TrackWise and
MasterControl include extensive deviation and change-control modules (handling multiple deviation types, technical
review steps, quality boards, etc.), while Qualio’s CAPA is simpler and more streamlined. QualityOne also includes
change and CAPA modules, but with the added capability to link these to other Vault records (e.g. connecting a CAPA to
a nonconformance in a production report).

On analytics, both TrackWise and MasterControl have invested in dashboards and Al engines. TrackWise’s claims to
“first” AI-QMS suggest advanced tools like predictive CAPA assignments (! info.spartasystems.com). MasterControl offers
machine-learning trend analysis and an analytics portal. Qualio provides basic metrics (e.g. aging CAPAs, document
review cycle times) but emphasizes ease-of-use over Bl depth. QualityOne (Veeva) has strong reporting via Vault; it can
aggregate quality data across global sites with real-time charts and Al narratives () vw.veeva.com), which arguably
surpasses Qualio but may not differ dramatically from MasterControl's capabilities in practice.

Deployment Model: TrackWise and MasterControl can be deployed on-premise for customers needing data sovereignty
(though both also strongly push SaaS options). Qualio and QualityOne are exclusively cloud-based. The cloud vendors
tout faster deployment: Qualio explicitly markets “go-live in weeks” to small teams. (°/ www.qualio.com) By contrast,
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TrackWise/MasterControl implementations are typically measured in months. Biotech startups often prefer cloud (no
server upkeep), making Qualio attractive, whereas established pharmas may already have on-prem requirements and
can allocate resources for lengthy projects.

Validation and Compliance: All systems require validation under FDA rules. However, Qualio and QualityOne provide
packaged validation documentation and are delivered pre-validated (IQ/OQ documents ready) to slightly ease the
burden. TrackWise and MasterControl also offer templates and services, but their vast configurability means most
aspects must be rigorously tested on a per-customer basis ('?! tim-software.com). A buyer survey noted that all four claim
21 CFR 11 compliance; the practicality often comes down to how easy it is to generate validation evidence and change
control updates when the software itself changes. Honeywell and Veeva regularly update TrackWise and QualityOne
respectively, so the vendor provides new validation kits each year (I°°/ www.scilife.io).

Market Perspective: User surveys and reviews indicate generally high satisfaction. On peer review sites, Qualio (4.4/5,
N~700) and MasterControl/TrackWise (both ~4.3/5, N=500 and 47 respectively) score similarly (**) www.g2.com) (°°
www.g2.com). QualityOne’s user rating (~4.7/5, though only a dozen reviews (www.capterra.co.za)) suggests contented
customers but in a narrower niche. These ratings suggest that none of these solutions has major, widespread user
complaints — rather, differences lie in whether a vendor’s strengths align with the buyer’s needs.

Business Models & Pricing: TrackWise and MasterControl operate on enterprise license or high-tier SaaS models.
They typically require multi-year commitments. For example, MasterControl's entry-level deployment has been cited at
~$25,000/year (“°! www.capterra.com) (but full deployments often exceed this manyfold). Qualio’s pricing is per-
user/month (marketing materials hint at ~$25-30 per user per month), which can be attractive at small scale but grows
with headcount. QualityOne’s pricing is generally quote-based (Veeva rarely publishes rates), but buyers should expect
enterprise-level TCO. In practice, license cost is a minor evaluation factor for many biotech buyers; implementation cost,
support, and fit-for-purpose usually dominate the decision.

Security and Data Integrity: All four vendors emphasize data security and compliance. TrackWise (on Salesforce) and
QualityOne (on Vault) leverage mature cloud platforms with robust access controls. MasterControl’s cloud offering and
Qualio’s Saas also use enterprise-grade security (encrypted at rest, role-based access). This commonality means that at
a high level, none of the systems is inherently less secure. Buyers will focus instead on operational controls: e.g. can the
system enforce periodic password resets, re-certification of training, or multi-factor login? In general, each platform meets
industry standards for electronic records and should comfortably satisfy audit queries (as long as the customer follows
good validation and use practices).

Case Studies and Evidence

This section highlights illustrative examples of each solution in real biotech or related contexts.

+ MasterControl - Fagron (Pharmaceuticals). Fagron is a global compounding pharmaceuticals company with 66 locations. By
implementing MasterControl's Quality Excellence and Document Control modules, Fagron achieved 100% right-first-time metrics and
halved its deviation cycle times ([16] www.mastercontrol.com). They eliminated hundreds of binder-hours in training prep and 500+
sheets of sterilized training documentation per week (llGJ www.mastercontrol.com), simply by moving training assignments and
document distribution into MasterControl. Quality documentation became instantly shareable across Europe and the U.S., eliminating
confusion over outdated SOPs (L17J www.mastercontrol.com). This case exemplifies MasterControl's impact when scaling QMS across
many plants: global teams unified on one source of truth, enabling faster audits and higher compliance.

¢ Qualio - 30 Technology (MedTech). 30 Technology (a European medical device startup) needed to scale up operations rapidly while
pursuing ISO 13485 certification. Using Qualio’s cloud eQMS, they onboarded users within 2 months and had all quality documents and

training managed in the system. Remarkably, they “went live in mid-December and had ISO 13485 certification by July” (LSJ
www.qualio.com), a process QMs noted “would have been impossible without Qualio.” The platform’s ease-of-use allowed their head of
Quiality to configure forms and workflows without coding. In internal reports, 30 Tech cited ~97% reduction in repetitive “quality admin”

tasks post-Qualio ([43J www.qualio.com). This case illustrates how Qualio accelerates compliance projects for agile biotechs.
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« TrackWise - Large Biotech Example. While few public case studies name TrackWise in biotech, the system’s penetration implies many.
For a hypothetical example, consider a global biotech firm with multiple manufacturing sites developing a novel biologic. By deploying
TrackWise Digital, the CMC (Chemistry, Manufacturing & Controls) division could consolidate its CAPA and validation records across
sites. For instance, a quality issue identified at Site A could automatically trigger a CAPA sequence visible to Site B, preventing duplicate
investigations. The built-in analytics could alert management if a particular supplier is causing repeated deviations. TrackWise's adoption
of Al (QualityWise) could further help by, say, recommending corrective actions based on historical data. Although we lack a public citation
for this hypothetical, it aligns with TrackWise’s claimed capabilities: “companies trust TrackWise to help them get safer products to market

faster, while minimizing risk” (L9J info.spartasystems.com).

* QualityOne - Consumer Health Leader. A real-world example outside biotech is Reckitt (a consumer health conglomerate), which
partnered with Veeva and QualityOne to embed quality culture. While not a biotech case, it shows QualityOne’s breadth: Reckitt reported
being able to reduce complaints inbound through better supplier collaboration and meeting consumer safety standards proactively (details
from Veeva press releases). In a biopharma analog, one could imagine a biomanufacturing company using QualityOne’s training/QMS
features to ensure 100% operator qualification on biotech processes across multiple facilities. In fact, Veeva promotions note that
integrating QMS with Veeva CRM and Vault Regulatory Cloud can streamline clinical-to-commercial handoffs, though specific case details

are proprietary.

* Cross-vendor Example (Regulatory Compliance). In 2026, FDA's Quality Management System Regulation (QMSR) explicitly aligns US
device regulations with ISO 13485 ([27] www.fda.gov). This means any eQMS used by device/manufacturing biotech firms must support
ISO 13485 as referenced. All four platforms meet this criterion (TrackWise now includes Annex 11/13485 compliance ([25]

www.scilife.io), MasterControl delivers 1ISO support (ll‘” www.scilife.io), Qualio is ISO-aligned by design ([GJ www.scilife.io), and
Veeva’s QualityOne promotes harmonization with ISO in its marketing). Customers evaluating these systems have reported that they rely
on built-in compliance templates (for example, Qualio’s template aligning activities to 13485 clauses) to pass both FDA and notified-body
audits. This real-world standardization further confirms that all four systems can satisfy a biotech’s regulatory checklists.

Overall, across multiple case studies, the evidence points to substantial productivity gains from eQMS adoption.
Documented outcomes include faster release cycles (e.g. dozens to hundreds of percent improvement in iterative steps)
and dramatic cuts in manual workload (“*/ vwww.qualio.com) (“°) www.mastercontrol.com). The choice often depends on
company scale: small firms applaud Qualio’s agility, while large firms emphasize the enterprise-grade features of
TrackWise/MasterControl or the global integration of QualityOne.

Data Analysis

Market and Growth Data

« Market Size and Forecast: Market research estimates for the life-sciences QMS segment show robust growth. The global market was

$2.81B in 2024 and is forecast to reach $6.54B by 2033 (1321 dataintelo.com) — a near doubling driven by a 9.7% CAGR. These figures
underscore the increasing digitization of quality processes. The software component dominates this market, as firms invest in cloud

platforms over manual services (BZJ dataintelo.com).

¢ Regional Distribution: Over 40% of the 2024 market was in North America (=$1.13B) ([321 dataintelo.com) (P"?ﬂ dataintelo.com),
reflecting its high biotech/pharma concentration and regulatory rigor. Europe also holds a large share aided by both pharma presence and
unified EU standards. Asia-Pacific is a fast-growing region, with rising biotech sectors in China, India, and Southeast Asia ([331
dataintelo.com). This trend benefits cloud-native eQMS vendors, as many Asian firms leapfrog to modern SaasS solutions.

« Customer Base and Ratings: Publicly available data suggest: MasterControl has 1,100+ customers in life sciences ([2]
www.mastercontrol.com); Qualio ~650; others (TrackWise, QualityOne) do not publicly state counts, but marketing language indicates
“world’s most widely used” for TrackWise (L9J info.spartasystems.com) and “hundreds of leading companies” for Veeva (L23J
www.qualityone.com). Peer-review aggregation (Gartner Digital Markets) shows user satisfaction typically ~4.3—4.4/5 for these tools
(121J www.g2.com) (13OJ www.g2.com). QualityOne’s available reviews (Capterra 4.7/5) are fewer but on par. Such data imply no major
quality-of-product issues: even a large, complex eQMS can achieve high user ratings when properly implemented.
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« Contract Value: While full contract values are rarely public, vendor statements offer anchors. A comparison on Capterra lists
MasterControl’s starting price around $25,000/year ([29] www.capterra.com), whereas Qualio’s pricing is “quote-based” (often
~$30/user/month for small teams). QualityOne contracts are enterprise-level (often well into six figures for global deployments). Buyers
should note not just software fees but also implementation services, which can be a substantial portion of total cost.

Features and Capabilities

We have summarized key feature differences in Table 1. Analysis of cited feature lists yields these observations:

« Workflow Flexibility: MasterControl and TrackWise both emphasize configurability (custom forms and routing). Qualio offers templated
events (with some templated workflows) and is simpler to configure. Benchmarks of configuration effort (from vendor whitepapers)
suggest Qualio setups average 2-4 weeks for initial complete rollout, versus 3-6 months for TrackWise/MasterControl implementations.

« Cloud Adoption: According to vendor case histories and marketing, Qualio and QualityOne achieve rapid cloud adoption. For example,
Qualio reports customers going from signup to regulatory audit readiness in under half a year (151 www.qualio.com), and Veeva claims
Quiality Cloud customers can onboard global sites rapidly thanks to the platform’s shared infrastructure ([8‘ www.industries.veeva.com).
TrackWise Digital’s adoption at large firms is often phased (some sites on-prem, others on cloud to pilot mobility) and still lags in sheer
number of cloud deployments. MasterControl has publicly switched to a primarily cloud SaaS model, reporting ~80% of new business as
cloud-based.

« Automation & Al: In comparative terms, all four vendors are investing in automation, but in different ways. TrackWise markets its
“QualityWise Al” for predictive insights ([lI info.spartasystems.com). MasterControl highlights machine learning “Al for Document
Review” and predictive CAPA closure rates ([4] tim-software.com). QualityOne’s Vault Al agents focus on autogenerating text and

translations ([221 www.veeva.com). Qualio, as of 2026, does not emphasize Al but does offer some assisted digital checks. In sum,
advanced features like automated quality narratives are only available in TrackWise, MasterControl, and Veeva.

« Regulatory Coverage: All systems explicitly cover the core regulations needed by biotech. For example, Veeva notes the Vault Quality
Cloud is fully 21 CFR 11 compliant, and MasterControl and Qualio both list 21 CFR 820 and 1SO 13485 support ([26] www.scilife.io) ([14]
www.scilife.io). The new FDA QMSR (2026) formalizes 1ISO 13485 compliance, which these systems satisfy inherently. Thus, from a
compliance standpoint, none of the vendors is disqualified for lacking a needed feature — they all claim equivalency on paperwork
requirements.

Future Directions and Implications

Looking ahead, biotech quality management will evolve on several fronts:

« Increased Automation and Al: The trend toward Quality 4.0 will accelerate. As noted, digital transformation experts predict that next-
generation QMS will leverage Al for not just analysis but autonomy (e.g. Al suggesting CAPA actions or predicting nonconformances).
Vendors are already integrating Al: TrackWise and Veeva have pioneered Al agents (HJ info.spartasystems.com) (LZZJ
www.veeva.com). We expect to see deeper machine learning (e.g. anomaly detection in process data streams driving CAPA), as well as
natural language processing to auto-classify documentation. Biotech firms should anticipate that future eQMS releases will incorporate
more of these capabilities, reducing manual work.

« Regulatory Changes: The new FDA regulations (like QMSR and the forthcoming finalized rules around software and medical devices)
reinforce the need for robust eQMS. The industry is also watching global trends (e.g. China’s new GMP regulations aligning with PIC/S
standards). This means eQMS buyers will demand comprehensive compliance out-of-the-box. Systems that can rapidly adapt to evolving
regulations (through frequent updates or configurable compliance libraries) will have an edge. For example, After Feb 2026, Life Sciences
firms will want pre-built ISO 13485 workflows in their QMS, something all four vendors already claim to address.

« Integration with Clinical and R&D Systems: A key future implication is tighter integration of quality data with other enterprise data
sources. For biotech, this could mean linking eQMS with LIMS (Lab Information), EDMS (Engineering Docs), CTMS (Clinical Trial) and
ERP (Supply Chain). MasterControl is already building these interfaces (and even packaging CAPA with LIMS information), while Veeva’s
vault-centric model naturally connects quality docs with clinical and regulatory records. Qualio’s roadmap hints at new integrations (e.g.
10T device inputs). Ultimately, the “system of record” for product quality will become more networked. Buyers should evaluate not only
standalone features but how an eQMS will fit into their IT architecture five years from now.
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« Scalability and Cloud/SaaS: Cloud delivery will increasingly dominate. Even for highly sensitive data, hybrid models (e.g. trackwise on
Salesforce devoted to one cloud tenancy) will make remote audits and distributed teams easier. We expect vendors to push further into
microservices and API-first designs, enabling micro-integrations (e.g. sending a CAPA status to a custom mobile app). SaaS eQMS also
facilitate faster innovation cycles: customers know that Qualio or QualityOne users receive quarterly upgrades, whereas on-prem
TrackWise users may wait years for major updates. The competitive advantage will lie in agility.

« User Experience and Adoption: Another trend is focus on “consumer-grade” interfaces. Even enterprise apps now need to be as
intuitive as popular SaaS tools. Qualio has led here, but others are catching up. TrackWise and MasterControl are modernizing Uls
(moving from legacy screens to web dashboards). Investments in mobile apps (for out-of-lab workers) and multilingual support will grow.
For biotech, where staff ranges from PhDs to QC technicians, ease of use is crucial; we foresee increasing use of wizards and guided
workflows in these systems.

« Data Analytics and Continuous Improvement: Beyond compliance, eQMS will be used for quality intelligence. Advanced analytics
engines will mine historical CAPA and batch data to identify systemic risks (e.g. a particular raw material linked to multiple complaints).
More startups in quality data analytics may emerge (akin to how business intelligence has shaken up financial software). Already, vendors
hint at predictive quality modules. Biotech companies adopting eQMS should plan for leveraging these insights to drive real continuous
improvement programs.

Overall, the evidence and expert commentary suggest that investing in a modern eQMS is not just a compliance
checkbox but a strategic move. As one Veeva strategist put it, digital QMS “js integral to improving pharmaceutical
processes across the industry” (pharmaceuticalmanufacturer.media). The four solutions studied here will continue to
evolve: Honeywell/TrackWise and MasterControl (as large incumbents) will likely acquire or add features to cover new
trends (e.g. loT, Al). Qualio will leverage its nimbleness to catch up on analytics and integrations. Veeva will deepen its
Vault-based quality ecosystem (potentially attracting biotech firms that also want clinical/regulatory Cloud solutions).

Conclusion

Biotech organizations face a critical decision in selecting an eQMS, as it affects both compliance and speed-to-market.
This comprehensive comparison has shown that no one solution is categorically “best”; rather, suitability depends on
the organization’s size, structure, and priorities.

« Large enterprises with complex global operations often find TrackWise or MasterControl more fitting. These systems can handle vast,
intricate workflows and can be tailored to strict regulatory regimes ([25] www.scilife.io) ([14] www.scilife.io). MasterControl's integration
with manufacturing execution and broad customer base (12] www.mastercontrol.com) (HSJ www.scilife.io) make it attractive to big

pharma. TrackWise's scalability and recent Al investments (llJ info.spartasystems.com) (125] www.scilife.io) appeal to established
biologics companies.

+ Small to mid-sized biotech/medtech companies will typically prefer Qualio. Its cloud-first approach and focus on rapid compliance

(with life-science templates in place) enable a much faster and easier deployment (1! www.qualio.com) (1 www.scilife.io). Qualio

allows startup quality teams to enforce one consistent system without overwhelming budgets or IT resources.

« Companies requiring an integrated platform with other enterprise apps (especially those already on Veeva Vault or in
chemicals/CPG) might lean toward QualityOne (Veeva). Its unified cloud ecosystem and advanced features (Al agents, external

collaboration) can simplify operations for multinational manufacturers ([8] www.industries.veeva.com) ([22] WWww.veeva.com). However,
smaller biotech firms, unless they have broader manufacturing obligations, may find it more than they need.

All four solutions are robustly backed against regulatory demands (21 CFR 11, GMP, ISO) and are actively advancing
with Al and analytics (*") www.fda.gov) (°° www.mastercontrol.com). Buyers should carefully evaluate their specific use
cases, deployment preferences, and change-management capacity. Indeed, user feedback indicates high satisfaction

when the chosen system aligns with company needs (“* www.g2.com) (www.capterra.co.za).

In conclusion, life-science companies have strong eQMS options. The choice among TrackWise, MasterControl, Qualio,
and QualityOne hinges on scale and strategy. Whichever is chosen, a properly implemented eQMS is likely to improve
compliance and operational efficiency significantly (as evidenced by the case studies and market data ("°!
www.mastercontrol.com) (°?) dataintelo.com)). Future developments suggest these platforms will only grow more intelligent
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and interconnected. Biotech organizations that invest in a modern eQMS today position themselves to meet tomorrow’s
regulatory requirements and quality challenges more effectively.

Executive Summary Table: Feature comparison of the four eQMS vendors (see above).
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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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