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Executive Summary

The clinical trial management system (CTMS) market is rapidly evolving, driven by the growing complexity of global trials,
regulatory demands, and the need for seamless data integration. In 2026, the leading CTMS solutions include Veeva
Vault CTMS, Medidata CTMS, and Oracle Clinical One (CTMS). This report provides a comprehensive comparison of
these three platforms, focusing on dashboard KPIs and integration capabilities.

Key findings include:

« Market Adoption and Growth: By 2022 the global CTMS market was approximately US$1.4 billion, projected to reach ~US$4.0 billion
by 2030 (CAGR ~14%) (! www.globenewswire.com). Veeva Vault CTMS is notably fast-growing: as of January 2025, “more than 200
companies — including 17 of the top 20 biopharmas — use Veeva CTMS” ([21 www.veeva.com). Medidata, with over 2,200 organizations
using its platform ([3] www.medidata.com), was ranked market leader by an industry analyst (Everest Group) in 2024 ([A]
www.medidata.com). Oracle’s Clinical One is newer (launched ~2023) but backed by Oracle’s life sciences portfolio.

« Platform Architecture: All three solutions are cloud-native SaaS platforms supporting global scale. Veeva Vault CTMS is multi-tenant
cloud (on AWS) and part of the broader Veeva Vault Clinical suite. Medidata CTMS is a multi-tenant platform within Medidata’s unified
Clinical Cloud. Oracle Clinical One is built on Oracle Cloud Infrastructure and described as a “standards-driven, interoperable smart

platform” for trial data, randomization, and supply management ([5] www.oracle.com).

« Core CTMS Capabilities: Each CTMS provides the core trial operations tools (study & site management, enrollment tracking, monitoring
visits, financials, etc.) but emphasizes different strengths. Medidata CTMS boasts deep data science and Al — trained on 36,000+ trial

datasets (LGJ www.medidata.com) ([7J www.medidata.com) — and tight integration with Medidata’s EDC (Rave) and eTMF products (LSJ
www.medidata.com), enabling seamless data flow (e.g. uploading documents once auto-updates the eTMF). Veeva CTMS emphasizes
modern usability and collaboration, offering frequent releases and innovative features (e.g. automated CRO-to-sponsor data transfers,

oversight tracking) ([9J www.veeva.com) (HOJ www.veeva.com). Oracle Clinical One highlights interoperability and flexibility: it
integrates with multiple data sources (including EDCs, supply chain, other CTMS) and requires no downtime for study changes (‘5]
www.oracle.com).

« Dashboard KPIs & Reporting: All platforms offer robust analytics and dashboards for tracking trial KPIs (e.g. enroliment, site
performance, budget, query resolution). Industry sources emphasize common CTMS metrics such as enroliment progress, protocol

deviations, database lock timeliness, and budget consumption (HH blog.cloudbyz.com) (”2] www.agathalife.com). Veeva and
Medidata both include built-in reporting modules and configurable dashboards. For example, Medidata notes that “dashboards focus you

on what matters most” (”3} www.medidata.com) and automatically update metrics (e.g. monitoring visits filed to the TMF (W
www.medidata.com)). Oracle Clinical One provides an analytics workspace where users can create visualizations and dashboards,
export data, and share insights across the team ([14] docs.oracle.com) ([15] docs.oracle.com). In practice, dashboards yield key KPIs

like percent enrollment vs. target, on-time site activation, data query counts, budget vs. actual spend, etc. (see Table 1 for typical CTMS
KPIs).

« Integration and Interoperability: Seamless integration is a critical differentiator in modern CTMS. All three platforms support open
integration and emphasize API-led architectures ([16] www.veeva.com). Veeva promotes integration via its Vault APIs and MuleSoft
connectors, enabling data exchange with eConsent, EDC, RIM, and analytics systems (WJ www.veeva.com). Medidata CTMS is “tightly

integrated” with Medidata Rave EDC and eTMF ([8J www.medidata.com), plus other Medidata applications (e.g. RTSM, Safety). Oracle
Clinical One provides numerous connectors: it can integrate with Oracle InForm (its own EDC) or third-party EDC systems, with other

supply-chain (SmartSupplies) and logistic networks ([18J docs.oracle.com) (lng docs.oracle.com), and even with Veeva Vault CTMS

and Siebel Clinical (for subject/enroliment data) (*°! docs.oracle.com). We summarize key integration points in Table 2.
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+ Case Studies & Customer Feedback: Real-world examples reinforce these differences. For instance, Inhibrx (a biotech) reports Veeva

CTMS as “the central hub of our trials” where metrics flow seamlessly and collaboration improves ([21] www.veeva.com). Multiple
Medidata customers highlight data integration: a biotech said Medidata CTMS “has streamlined our entire clinical trial management

lifecycle” by unifying data ([22] www.medidata.com), while a CRO praised its “single platform” unifying data into a “true source of truth”
(1231 www.medidata.com). Comprehensive case studies show companies using these systems to accelerate startup, improve oversight,

and reduce costs (e.g. Catalyst CRO on Medidata ([23‘ www.medidata.comy)).Oracle’s customers, while fewer public stories are
available for the latest platform, include large sponsors who value Oracle’s end-to-end solution and familiar interface from other Oracle
R&D tools.

« Implications & Future Directions: Going forward, CTMS solutions are expected to further embrace AI/ML (for enrollment forecasting,
risk-adjusted monitoring), connectivity (with EHR, wearables, real-world data), and support for decentralized trials. Standardization
efforts (e.g. CDISC for data, EMA CTIS integration) may prompt deeper CTMS interop. Vendors will continue to innovate: Veeva promises

three major releases per year to add capabilities ([lOJ www.veeva.com), Medidata is layering Al features, and Oracle is bundling
analytics and digital services. The choice of CTMS will increasingly factor into enterprise data strategy and global regulatory compliance
planning.

This report details these and other aspects in depth. It provides historical context of CTMS evolution, a side-by-side
vendor feature comparison, analysis of dashboard KPIs, integration strategies, case examples, and discussion of future
trends. All claims and observations are backed by citations to credible sources throughout the report.

Introduction and Background

Clinical trial management systems (CTMS) are specialized software tools that support the planning, execution,
monitoring, and closeout of clinical trials. In its simplest definition, a “Clinical Trial Management System (CTMS) is a suite
of specialized productivity tools that manage clinical trial processes from study planning to closeout” (1
pmec.nchi.nim.nih.gov). CTMS platforms centralize data management, automate workflows, and track compliance across
the trial lifecycle (**! pmc.ncbi.nim.nin.gov) (*°! grokipedia.com). They emerged in the late 1990s and early 2000s as
sponsors and CROs sought to replace paper-based and fragmented processes with unified digital solutions (*°!
grokipedia.com). Modern CTMS tools handle activities such as site selection and activation, enrollment and monitoring
visit scheduling, protocol deviation tracking, budget and financial management, and reporting. They also integrate with
other systems (e.g., EDC, eTMF, RIM, analytics) to provide a “single source of truth for all trial-related data” (*°!

blog.cloudbyz.com).

Demand for CTMS platforms has grown rapidly with the increasing volume and complexity of trials. A recent market
analysis estimated the global CTMS market at US$1.4 billion in 2022, with forecast growth to ~US$4.0 billion by
2030 (=14% CAGR) (") www.globenewswire.com). The U.S. alone was valued at $411.1 million in 2022 (©*”
www.globenewswire.com). Smash growth is attributed to the shift toward cloud-based SaaS, global trials,
decentralized/virtual trial models, and data-driven operations. North America leads the market in share, but Asia-Pacific
(especially rising markets like China) and Europe are growing quickly (/) vuww.globenewswire.com).

As regulatory and sponsor expectations evolve, modern CTMS platforms have transformed from simple tracking tools
into integrated, intelligent platforms. They now often include real-time dashboards of key trial performance indicators
(KPIs), built-in analytics, and machine learning. Importantly, they also emphasize interoperability: an API-first, cloud
architecture is nearly a requirement to connect CTMS data with data lakes, EDC systems, EHR data, and other
enterprise systems. A Veeva survey (2020) even found that integrating multiple applications was the top technical
challenge cited by life sciences companies (°°/ www.veeva.com), prompting a push toward “API-led” strategies (!
www.veeva.com) where CTMS data is leveraged automatically across platforms.

In this context, Veeva Vault CTMS, Medidata CTMS, and Oracle Clinical One are three leading CTMS solutions. Each
has deep technical capabilities and large installed bases. While there are many other CTMS vendors, these three are
often considered among the largest and most innovative in 2026. This report compares them across features and
capabilities, with a special focus on dashboard KPIs (the metrics each CTMS can track and report) and integration
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(how the CTMS connects with other systems). We draw on vendor documentation, industry reports, customer case
studies, and expert commentary to provide a thorough, evidence-based analysis. The goal is to help readers understand
the strengths and limitations of each platform, supported by specific data and citations.

The structure of the report is as follows:

« Vendor Overviews: Summary of each CTMS (Veeva, Medidata, Oracle) including background, architecture, and key
features.

« Features & Capabilities: Comparative analysis of study management, monitoring, reporting, user experience, etc.

« Dashboard KPIs: Explanation of common CTMS KPIs and how each system enables KPI tracking (with example
dashboards).

« Integration Architectures: How each CTMS platform integrates with EDC, eTMF, EHR, supply management,
analytics, and other systems. We include a practical “integration guide” table.

« Case Studies: Real-world examples and user testimonials for each platform.
- Data & Analysis: Industry data (market size, adoption numbers) and statistics on usage.
« Discussion (Implications & Future): Broader themes, future trends in CTMS (Al, DCT, standards).

« Conclusion: Key takeaways and citations for all claims.

Throughout, claims are backed by credible sources (academic papers, industry research, vendor documentation, press
releases) with detailed citations. We strive for balance by including multiple perspectives, including analyst reports and
customer quotes. The writing adopts an academic/professional tone and uses MarkDown headings and tables for
organization and clarity.

CTMS Vendor Overviews

Veeva Vault CTMS

Overview: Veeva Systems (NYSE: VEEV) is a cloud software company specializing in life sciences. Veeva's Vault
Clinical Suite (built on the Veeva Vault platform) includes several applications: eTMF, CTMS, Trial Payments, RIM
(Regulatory Information Management), and others. Vault CTMS was launched around 2016 as a modern, cloud-native
CTMS. By 2026 it has gained significant traction among biopharma sponsors and CROs (i) www.veeva.com). Veeva
brands its CTMS as part of the broader Veeva Clinical Platform, emphasizing seamless data flow among applications on
the same platform (°°! www.veeva.com) (clinical.veevavault.help).

Architecture: Vault CTMS is a multi-tenant SaasS platform deployed in public cloud (AWS). It is built on Veeva’s Vault
platform (shared with other Vault apps like Veeva CRM, QualityDocs, etc). This ensures a modern architecture with
frequent updates (Veeva typically does three major releases per year for clinical applications ("% www.veeva.com)). Vault's
document-centric design underpins CTMS as well, enabling unified content and data management.

Key Features: Veeva CTMS covers all core clinical operations tasks: study planning, site activation, enrollment and
milestones tracking, monitoring visit management, issues management, and financial/budget tracking. Unique points
include:

« Connected Cloud Platform: Vault CTMS inherently connects to Veeva's eTMF, RIM, and payments tools. For
example, Veeva emphasizes that CTMS is “the central hub of our trials, allowing study metrics and documents to
flow seamlessly across our ecosystem.” (Customer quote) (“*! www.veeva.com).

« Collaborative Oversight: CTMS includes built-in issue/Ops tracking. Recent updates (2024-2025) added features
such as automated CTMS Transfers (daily CRO-to-sponsor data sync), oversight issue tracking, and support for
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mixed insourced/outsourced models (**) www.veeva.com).

« Ease of Use: Veeva touts intuitive user interfaces and low training overhead. Its integrated ecosystem means study
start-up, monitoring and reporting workflows happen with minimal email or file transfer between systems.

« High Profile Adoption: In January 2025, Veeva announced “more than 200 companies — including 17 of the top 20
biopharmas — use Veeva CTMS” (?) www.veeva.com). Veeva's leadership attributes this to its connected design and
continuous innovation. A vice president at Veeva summarized: “Modern clinical trial management systems should
scale easily and support both insourced and outsourced models... we're delivering new capabilities for Veeva CTMS
through our three product releases per year” ("% v veeva.com).

- Data Integration: Veeva’s architecture supports APIs and connections. For example, Veeva integrates with MuleSoft
(it co-developed a Veeva Vault-MuleSoft connector) allowing easy data movement between Veeva Vault and other
systems (") www.veeva.com). Veeva also supports custom integration scripts and data streams.

Market Position: Veeva CTMS is often cited as the fastest-growing and widely accepted new CTMS. It competes head-
to-head with long-time leaders. According to Gartner Peer Insights (real-user reviews), Veeva had a 5.0 star rating (from
fewer reviews than Medidata) in the e-clinical systems category as of 2025 (°“ vww.gartner.com). The vendor claims
many marquee customers (top pharma and skilled CROs). Industry commentary notes Veeva's strengths in network-wide
collaboration and cloud agility. However, because Vault CTMS is relatively newer, some large organizations still use
legacy solutions (Oracle, other CTMS) or are cautious about SaasS.

Medidata CTMS

Overview: Medidata (now part of Dassault Systemes) has been in the clinical trials software space since the 1990s,
known originally for its Rave EDC system. Medidata CTMS is part of the Medidata Clinical Cloud (the unified Medidata
Platform). It is a multi-tenant cloud CTMS designed to integrate tightly with Medidata’s other applications (EDC, eTMF,
RTSM, RBQM, etc.). Medidata touts its deep data expertise, having accumulated “data science expertise and analytics
backed by over 36,000 clinical trials” (\°! www.medidata.com). The CTMS product has over 400 implementations in its
history and many long-standing customers (°*/ vwww.medidata.com).

Architecture: Medidata CTMS is single-instance, multi-tenant SaaS, hosted (traditionally on AWS). It is built as part of
the Medidata platform, ensuring seamless integration with Rave (EDC) and Rave Safety. The platform’s design
emphasizes scalability and reliability (**! www.medidata.com). It can support studies from Phase | to Phase IV and large
global deployments.

Key Features: Medidata CTMS offers:

« Unified Data Hub: It “centralizes clinical and operational data, streamlining activities” (°°/ www.medidata.com). Users
enter data once and it propagates; this eliminates silos and redundant entry (I**! wyw.medidata.com). For example,
uploading a monitoring report or regulatory document can automatically update associated eTMF records (\°)

www.medidata.com).

- Integration with Medidata Suite: A standout feature is that Medidata CTMS is “tightly integrated” with Medidata
Rave EDC and Medidata eTMF (*) www.medidata.com). In practice, this means documents upload once, eTMF is
auto-updated, and data flows between CTMS and clinical data (e.g. planned vs actual enrollments sync). This close
integration streamlines site collaboration.

« Configurable Workflows: The system supports milestone/task tracking, issue management, and other trial
workflows. Dashboards and reports help focus on key metrics (e.g. site enrollment, visit completion) (*°!

www.medidata.com).

« AllAnalytics: Medidata emphasizes analytics and Al in CTMS. The vendor claims “models trained on data from over
36,000 trials” to power features like enrollment forecasting and risk metrics (I’ www.medidata.com) (°
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www.medidata.com). Its “Clinical Data Studio” product provides Al-assisted data surveillance (reviews up to 80%
faster) (°°) www.medidata.com).

- Implementation Services: Medidata highlights its extensive experience with 400+ installations and industry-specific
implementation accelerators. Notably, “over 50% of Medidata CTMS customers have been with Medidata for more
than five years,” indicating customer loyalty (°*! www.medidata.com).

Market Position: Medidata’s CTMS is often rated highly by industry analysts. Everest Group named Medidata “leading
the CTMS market ahead of thirteen CTMS products” in 2024 (1“! www.medidata.com). The company’s broad installed base
(2,200+ organizations use Medidata solutions at large (°/ www.medidata.com)) suggests a large user community.
Sponsoring companies (like biotech and CROs) frequently use Medidata, valuing the unified platform: a sponsor in
gastrointestinal disease reported that by automating workflows and consolidating data, Medidata CTMS “streamlined our
entire clinical trial management lifecycle” (° www.medidata.com). Similarly, a large research organization (Westat) said
CTMS became “intuitive” and greatly smoothed CRA work globally (%% www.medidata.com).

Oracle Life Sciences Clinical One (CTMS)

Overview: Oracle’s Clinical One platform is the latest generation of Oracle’s eClinical suite. It unifies several legacy
Oracle products (e.g. Oracle Clinical, InForm EDC, Siebel CTMS) into one cloud offering. Launched in 2022—2023,
Clinical One is positioned as a “standards-driven, interoperable smart platform” covering data collection, randomization
(RTSM), supply management, and CTMS (W www.oracle.com). It runs on Oracle Cloud Infrastructure (OCI) and is
designed for large enterprises already using Oracle’s technology stack.

Architecture: Oracle Clinical One is a comprehensive Clinical Cloud environment. It uses a modular, microservices
approach on OCI. A key selling point is that studies can be built and modified “without deployments, tickets, or downtime”
(®V vwww.oracle.com), highlighting its cloud agility. The CTMS component of Clinical One shares identity/user management
with other modules (EDC, safety, eTMF), enabling integrated data flows. Oracle emphasizes its platform’s interoperability
and ability to integrate with any external systems (°) www.oracle.com).

Key Features: Oracle Clinical One CTMS provides:

- Data Collection and Oversight: CTMS tracks all standard elements (sites, patients, visits, deviations, budgets,
etc.). It includes nutrition comprehensive study data capture via Oracle InForm EDC or other EDCs. Planned and
actual enrollment, monitoring visit schedules, and milestones are managed.

« Unified Platform: Oracle’s marketing stresses that Clinical One covers “data collection, randomization, and trial
supplies” in one platform (°/ www.oracle.com). For CTMS, this means native integration with Oracle’s RTSM
(randomization and supplies) and with eTMF. For example, Oracle provides a built-in CTMS—eTMF integration (with
workflow documentation) (°” docs.oracle.com).

« Pre-built Integrations: The platform includes numerous connectors. Oracle documentation lists integrations with
global supply depots (Almac, Fisher, Catalent) so that shipment status flows into the system (°° docs.oracle.com). It
supports Oracle InForm and other EDC systems to avoid duplicate data entry (°°! docs.oracle.com). Notably, Oracle
CTMS can send enrollment and subject data to Veeva Vault CTMS or Oracle’s legacy Siebel CTMS if needed (/!
docs.oracle.com), acknowledging hybrid setups in large companies.

« Analytics and Reporting: Clinical One comes with embedded Bl tools (“Analytics Cloud”) for reporting. Users can
build visual dashboards. As with other systems, analytics cover enrollment tracking, site performance, issue trends,
etc.

« Standards and Compliance: Oracle emphasizes standards like CDISC and HL7. Clinical One projects (hierarchies)

share a common data model. The goal is smooth compliance (e.g. for FDA 21 CFR Part 11, EU CTR) and readiness
demonstrations.
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Market Position: Oracle’s legacy CTMS (Siebel CTMS) has long been used by large pharma in the 2010s. The new
Oracle Clinical One aims to retain those customers and attract new ones as an all-in-one cloud solution. While detailed
adoption numbers for Clinical One are proprietary, Oracle has leveraged its broad life sciences customer base (Oracle
Health customers) to roll out the new platform. Some large sponsors and CROs, especially those who already use Oracle
EDC or RTSM, are migrating to Clinical One. Oracle also claims tens of thousands of customers for its wider Health
Sciences portfolio. The Clinical One offering is newer, so public case studies are limited, but Oracle cites examples of
integrating site frustration surveys into decision-making (“°! www.oracle.com) and other improvements. In sum, Oracle
positions Clinical One as an enterprise-class, standards-based CTMS within an integrated eClinical ecosystem.

Comparative Analysis of Features and
Capabilities

This section analyzes key functional aspects of Veeva, Medidata, and Oracle CTMS solutions, highlighting similarities
and differences. Each subtopic is supported by cited evidence or documentation.

Core Study Management

« Study & Site Setup: All three platforms allow defining study protocols, site information, investigator data, and visit schedules. They
provide configurability of study milestones and tasks.

* Veeva CTMS: Milestones (e.g. approvals, site initiation, enroliment goal) and tasks can be set up, and the system tracks progress against
them. Veeva emphasizes “flexibility” to manage insourced vs. outsourced studies (e.g. allow CTA, CCC documents to flow between
sponsor and CRO teams) ([91 www.veeva.com). Veeva’s trial design changes (e.g. adding a new arm) can be rolled out without
downtime (cloud agility).

e Medidata CTMS: Also offers configurable study schemas. It is noted for automated workflows and data consistency (enter once, used
every where) ([lg] www.medidata.com). For example, templates and document packages are used to manage milestone tracking, and
the CTMS auto-populates monitoring visit reports which then “are automatically filed to the TMF” ([G] www.medidata.com). Configurable
fields (dropdowns, letters, milestones) can be adapted per company.

5)

e Oracle CTMS: Uses Clinical One study definition. A study can be modified on the fly (claiming no system downtime (L
www.oracle.com)). Oracle supports study start-up tasks similar to others. It also includes planned vs. actual enroliment tracking and site
performance metrics. In Oracle’s documentation, configuring site parameters and tracking requirements is covered (e.g. site start and
close-out tasks). Oracle’s CTMS is closely linked to RTSM (randomization) and supply modules, allowing early linking of site selection
with kit supplies.

* User Interface & Ease of Use:

« Veeva and Medidata highlight user-friendliness. Veeva's Ul is Salesforce-like (web interface with dashboards). Medidata’s CTMS uses a
web app with homepages and navigation for monitors and managers. Oracle’s interface follows Oracle ADF/Fusion style, which some find
less intuitive, though it is highly integrated with Oracle’s other clinical apps (e.g. EDC screens).

« Independent sources note that Veeva and Medidata receive praise for intuitive design. In Gartner Peer Insights, Veeva CTMS was rated
5.0 stars (small sample) and Medidata 4.4. Users have said Medidata CTMS is “intuitive” and dramatically improved CRA efficiency (LZP’J
www.medidata.com). Veeva’'s marketing quotes similarly emphasize streamlined workflows.

+ Mobile & Remote Access: All three platforms are web-based (browser). Veeva also has mobile access for some apps (e.g. Vault
MedComms mobile) though CTMS-specific mobile tools are limited (monitors can often enter visit reports via web on a tablet). Medidata
CTMS can be accessed on tablets; Medidata also offers mobile tools (eConsent, etc.) that integrate. Oracle Clinical One offers
responsive web pages — in theory monitors can fill out visit forms from any device. However, very advanced smartphone apps are less
common in CTMS than in eTMF or EDC.
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Reporting and Dashboard KPlIs

All CTMS provide reporting modules and dashboards for tracking trial KPIs. These are critical for oversight. Typical KPIs
(from industry sources) include enrollment progress, site activation status, query/issue counts, milestone adherence,
protocol deviations, budget vs actual, etc. ("' blog.cloudbyz.com) (*?) www.agathalife.com). References point to the
importance of these metrics. For example, a CTMS can report on “proportion of studies completing patient enrollment on
time” and “number of days to data entry” ("*) viww.agathalife.com) (“* v agathalife.com).

+ Veeva Dashboards and Reports: Veeva CTMS uses the Vault reporting engine. Users can build custom reports using any CTMS object
(studies, sites, patients, issues, etc.) and then add them to dashboards. Veeva documentation notes that dashboards “provide an at-a-
glance understanding of key metrics”, with components displaying chosen reports (clinical.veevavault.help). While specific out-of-the-box
dashboards are not publically listed, Veeva often mentions “real-time views of study progress” and responsive drill-down reporting as

capabilities (MZJ Www.veeva.com) (BlJ www.veeva.com). The system can export reports to CSV/PDF for offline analysis. In practice,
customers build dashboards for enroliment (e.g. % target enrolled per site), monitoring (e.g. overdue visits), issue resolution times, etc.

+ Medidata Dashboards and Reports: Medidata CTMS includes built-in reporting and dashboards. The interface has a Reports Center
and a Dashboards tab. As noted on Medidata’s product page, “dashboards focus you on what matters most” by consolidating milestones,

tasks, and statuses in one place (ngJ www.medidata.com). For example, a typical CTMS dashboard might show high-level statistics
(e.g. total sites, patients, documents) and charts of enrollment over time. Medidata emphasizes that data flows automatically (e.g. sites
with complete regulatory docs). Users have reported it keeps all data in one “system of record”, improving overall visibility (1231

www.medidata.com).

+ Oracle Dashboards and Reports: Clinical One includes an analytics module (sometimes called Analytics Cloud). Users can create
visualizations (charts, graphs) and then “organize visualizations in dashboards”, as Oracle’s docs describe ([M] docs.oracle.com).
Reports (like ad-hoc study reports or extraction jobs) can be run on production data and output to HTML/PDF/CSV ([43]
docs.oracle.com). Oracle’s CTMS reporting is very flexible (similar to Tableau or BusinessObjects if integrated). Users can combine data

from CTMS, EDC, and other modules. It also can share dashboards with study teams. For example, enroliment data entered in the EDC
can appear side-by-side with site metrics from CTMS.

KPIs (Key Performance Indicators): Common CTMS KPIs include:

« Enrollment Metrics: e.g. “number/% of enrolled patients vs target”, enrollment rate, days to first patient in.
According to industry sources, enroliment progress is a top trial metric (**! blog.cloudbyz.com) (!

www.agathalife.com).

« Timeline and Milestones: e.g. “% of sites activated on time”, “days to milestone completion” (" vww.agathalife.com)
(®1 blog.cloudbyz.com).

« Quality Metrics: e.g. “# of protocol deviations”, “CAPAs open vs resolved”, “Total AES/SAEs per site” (I**!

www.agathalife.com) (Y www.agathalife.com).

« Site Performance: e.g. “site productivity”, “monitoring visit compliance”. (Agatha’s blog lists many site-level metrics
such as # visits, queries per site, monitoring schedule adherence (1! www.agathalife.com).)

« Operational Metrics: e.g. “Document completion %” (TMF readiness), “Issue closure time”, etc.

« Financial Metrics: e.g. “Budget consumed vs planned”, “Payments/Invoices processed” (*° blog.cloudbyz.com) (*7]

www.agathalife.com).

- Patient Engagement: e.g. “Patient retention rate”, downtime between visits — sometimes tracked in CTMS.

Table 1 below (based on industry sources) summarizes example KPIs commonly available in CTMS dashboards.

KPI Category Example Metrics / Indicators Source/Notes
%E . [11]
nrolled vs Target (patients enrolled vs original plan) (
Enroliment & . [11]
Recruitment b'Og.C'OUdbyZ.COrTI) Enrollment progress is a critical KP!I ( b|Og.C|OUdbyZ.COI’ﬂ).
Time to First Patient In (FPI)
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https://www.medidata.com/en/why-customers-are-switching-to-medidata-ctms-and-etmf/#:~:text=,%E2%80%9D
https://www.medidata.com/en/why-customers-are-switching-to-medidata-ctms-and-etmf/#:~:text=,%E2%80%9D
https://docs.oracle.com/en/industries/life-sciences/clinical-one/analytics-information/create-data-visualization.html#:~:text=,Export%20and%20share%20your%20work
https://docs.oracle.com/en/industries/life-sciences/clinical-one/clinicalio/index.html#:~:text=1,a%20report%20or%20data%20extract
https://docs.oracle.com/en/industries/life-sciences/clinical-one/clinicalio/index.html#:~:text=1,a%20report%20or%20data%20extract
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,protocol%20deviations%20per%20study%20volunteer
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,protocol%20deviations%20per%20study%20volunteer
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=1,requirements%2C%20reducing%20the%20risk%20of
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Findings
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=that%20trials%20meet%20all%20necessary,and%20other%20KPIs%20can%20be
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Budget%20Remaining%20%28Dollars
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Budget%20Remaining%20%28Dollars
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
https://intuitionlabs.ai/articles/ctms-software-comparison-veeva-medidata-oracle?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
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KPI Category Example Metrics / Indicators Source/Notes

Site Activation & % Sites Activated On Schedule ([12] www.agathalife.com)

Timely site startup is tracked (”21 www.agathalife.com,.

Timelines Protocol Milestone Completion (% milestones met by scheduled date)
Patient Visits & Visit Completion Rate, Missed Visits (planned vs actual) [12] .
Retention patient Drop-out Rate Studies monitor visit adherence (O’Brien, 2016) ( www.ag athalife. comy.
Protocol Deviations per Patient (HZJ WWW. agath alife.comy [12] [41]
Quality metrics highlight trial integrity ( WV\/W.agatha\ \fe.com) (
Quality/Compliance [41]

CAPAs Open vs Closed (per study) ( vvvvvv.agathallfe.com)

Query Resolution Rate (data queries resolved vs pending)

www.agathalife.com.

41
AESISAEs per Site/Study (e.g. rate of adverse events) ([ ]
Safety Ensures monitoring of safety signals.

www.agathalife.com)

. . . . [46]
[46] Real-time budget tracking supports compliance and planning (L
Financial/Budget Budget Spent (% of total) (" bl0g.cloudbyz.com)

Cost per Enrolled Patient, Forecast Variance bl 0g. cloud byZ .comy.
Document Management = % Regulatory Docs Completed (for sites/studies) (TMF completeness) Regulatory compliance metric (often integrated with eTMF).

48
Study Health Score (R/Y/G indicator) combining multiple metrics ([ 8] . )
Overall Study Status Aggregate index used by some operations teams.

www.agathalife.com)
Table 1: Example CTMS Dashboard KPIs. Source: industry literature and CTMS vendor documentation (!

blog.cloudbyz.com) (*2! www.agathalife.com).

In practice, trial teams use such KPIs to proactively identify lags or risks. For example, if enrollment is trailing, they act
quickly to add sites; if a site has many open queries or unresolved deviations (visible in the CTMS dashboard), targeted
training or monitoring may be triggered. The exact calculations and visualization style vary by vendor, but all three
systems can generate these core KPIs. The CTMS interface typically allows users to filter dashboards by study, country,
site, etc., and to drill down from aggregate metrics to underlying data.

Integration and Interoperability

Integration capabilities — the ability to exchange data reliably between CTMS and other systems — is a major focus for
all vendors. Modern trials rely on interconnected systems: e.g., electronic data capture (EDC), electronic trial master file
(eTMF), interactive response (IRT/RTSM), safety databases, financial systems, and increasingly EHRs or data lakes.
This section compares how each platform supports integration, and provides an “integration guide” summary.

Integration Strategy

Arecurring theme is that life sciences companies adopt API-led integration to make systems interoperable. Veeva’s own
survey notes that “life sciences companies rank integrating multiple applications as their top challenge”, and hence many
are “adopting API-led strategies” to connect CTMS, EDC, ePRO, data warehouses, etc. (“/ www.veeva.com) (*!
www.veeva.com). This approach means each system (CTMS, EDC, analytics) exposes services or connectors so that, for
example, an adverse event captured in the EDC can be automatically available in the trial master file or CTMS.

« Veeva Vault CTMS: Veeva is built on an open platform with robust REST APIs for data and metadata. Veeva also partners with
integration platform providers. Notably, Veeva and MuleSoft developed a Vault connector (L17J www.veeva.com) that allows seamless
data movement between Veeva Vault and any MuleSoft-connected system. In practice, this means sponsors can route CTMS data (e.g.
subject enrollments, issue tickets) into their data lakes or dashboards without heavy ETL coding. Veeva supports real-time sync via Vault
Web Services and encrypted data streams. Common integration targets include Veeva Vault eTMF, RIM (Vault RIM/Network), Salesforce
for multi-channel engagement, and external EDC or analytics tools. Veeva's documentation emphasizes that using APIs allows “the
definition of a concept, like an adverse event, [to] be built once, reused many times” across systems ([50] www.veeva.com). Veeva does
not have its own EDC (having acquired Velos and Trial Interactive long ago but primarily focuses on CTMS/QA/Regulatory), so integration
with standalone EDCs is done via APIs or query imports.
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https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
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https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,Days
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=that%20trials%20meet%20all%20necessary,and%20other%20KPIs%20can%20be
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=that%20trials%20meet%20all%20necessary,and%20other%20KPIs%20can%20be
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=that%20trials%20meet%20all%20necessary,and%20other%20KPIs%20can%20be
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=That%20list%20is%20a%20fine,factors%20%E2%80%94%20within%20each%20study
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=That%20list%20is%20a%20fine,factors%20%E2%80%94%20within%20each%20study
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://blog.cloudbyz.com/resources/unlocking-clinical-trial-success-essential-kpis-to-monitor-in-a-clinical-trial-management-system-ctms#:~:text=This%20comprehensive%20guide%20delves%20into,multifaceted%20aspects%20of%20clinical%20trials
https://www.agathalife.com/en/resources/clinical-trial-performance-metrics-the-core-kpis#:~:text=,critical%20findings%20following%20an%20audit
https://www.veeva.com/blog/accelerating-clinical-development-with-cloud-integration/#:~:text=The%20Veeva%202020%20Unified%20Clinical,top%20challenge%20with%20clinical%20technology
https://www.veeva.com/blog/accelerating-clinical-development-with-cloud-integration/#:~:text=,warehouses%20and%20business%20intelligence%20tools
https://www.veeva.com/blog/accelerating-clinical-development-with-cloud-integration/#:~:text=,warehouses%20and%20business%20intelligence%20tools
https://www.veeva.com/blog/accelerating-clinical-development-with-cloud-integration/#:~:text=The%20MuleSoft%20Veeva%20Vault%20Connector,and%20compliant%20integrations%20at%20scale
https://www.veeva.com/blog/accelerating-clinical-development-with-cloud-integration/#:~:text=Using%20this%20approach%2C%20the%20investments,types%20of%20integrations%20such%20as
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
https://intuitionlabs.ai/articles/ctms-software-comparison-veeva-medidata-oracle?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=ctms-software-comparison-veeva-vs-medidata-vs-oracle.pdf
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+ Medidata CTMS: Medidata’s platform is natively integrated — meaning the CTMS, Rave EDC, Rave RTSM, and eTMF all live in the same

CTMS Software Comparison: Veeva vs Medidata vs Oracle

platform. This makes many integrations point-and-click rather than custom coding. For example, a site investigator can upload a

monitoring report document into CTMS, and Medidata automatically populates the eTMF and creates electronic signatures in the right

place ([8] www.medidata.com). Data integration between CTMS and EDC is built-in: when subjects are randomized (in Rave EDC or

Medidata RTSM), the CTMS can receive those records to update visit milestones or enrollment trackers without extra transfers. Medidata

also supports standard interfaces (e.g. CDISC ODM/SDTM exports) for exchanging data with external systems if needed. Mediadata’s
“Clinical Data Studio” product shows they are focusing on harmonizing data across Medidata and third-party systems using Al.

Additionally, Medidata acquired some integration tools (e.g. Rave X) that sit on AWS/Lambda/StepFunctions, facilitating integration

development.

« Oracle Clinical One CTMS: Oracle has out-of-the-box integrations with both Oracle and third-party systems. The Oracle Clinical One

Digital Gateway (CDG) is a managed service that supports many connectors. For example, Oracle explicitly supports integrating Clinical

One CTMS with: global clinical supply depots (Almac, Fisher Sci, Catalent) so that kit shipments update automatically (B‘8J

docs.oracle.com); with Oracle InForm EDC (and also generic non-Oracle EDCs) to achieve “enter data only once” workflows (|39|

docs.oracle.com); with its own SmartSupplies PMD for inventory tracking ([191 docs.oracle.com); and with CTMS products such as

Veeva Vault CTMS and Oracle Siebel CTMS to send enrollment and subject info between systems ([20] docs.oracle.com). Oracle’s

approach is a mix of configurable adapters (for iLog, JMS, web services) and the CDG middleware. Several published Oracle docs detail

setting up integration between CTMS and eTMF ([37] docs.oracle.com), CTMS and IRT, etc. They also integrate with Oracle Analytics

Cloud for reporting. In summary, Oracle’s CTMS is designed to be the hub that can consume and supply data to any piece of the clinical

IT ecosystem.

Integration Guide Summary

Table 2 below summarizes key integration points for each CTMS, based on product documentation and vendor claims. It

focuses on common target systems: EDC, eTMF, Supply, Safety, and other CTMS.

Integration Target

Electronic Data
Capture (EDC)

€TMF / Document
mgmt

Randomization | IRT
I Supply

Safety |
Pharmacovigilance

Other CTMS / Data
Sync

Data Lakes | Bl /
Analytics

Veeva Vault CTMS

Integrates via APIs or MuleSoft connector to any
EDC. No native EDC; sponsor often uses partner
EDC (e.g. Medidata Rave, Oracle InForm, etc.)

A www.veeva.com.

Vault eTMF: integrated (part of Vault). Documents
from CTMS (e.g. monitoring reports) directly link
to TMF. Vault eTMF and CTMS share metadata

& \www.veeva.com.

No native IRT; integrates with external IRT/RTSM
via API. Veeva recommends integrating IRT with
the CTMS to feed subject and kit data.

Integrates with external safety databases. Veeva
Vault Safety (Signal, PV) can connect via APIs to
CTMS (e.g. to send SAE info).

Can integrate with other CTMS (e.g., in mergers)
via APIs. Example: Oracle docs show CTMS
syncing with Veeva CTMS (subject/enroliment

wansters) (2%] docs.oracle.com.

Veeva Data Cloud and Vault Data Streams allow
bulk export. Veeva partners (MuleSoft, Boomi)
enable pushing data to any analytics. Pre-built
connectors with Tableau/Looker are common.

Medidata CTMS

Native integration with Medidata Rave EDC: subjects & data
sync automatically. (Users “upload documents once and the

g :
€TMF is updated” (M www.medidata.comy). can

also connect to third-party EDCs via Oracle InForm interface.

Integrated with Medidata eTMF: e.g. site documents uploaded
in CTMS auto-populate eTMF, and monitoring reports are filed

8]

to TMF (““) www. medidata.com). Bi-directional.

Includes or integrates with Medidata Balance (RTSM):
randomization and supply info can sync with CTMS (e.g.
subjects enrolled are sent to CTMS).

Medidata's CTMS can integrate with its own Signal (safety
database) and other vigilance systems, linking subjects and
events. Standard CDISC/SOSM connections possible.

Typically single-platform (no need). But can consume data
from legacy CTMS via custom interface.

Offers data feeds to Medidata’s Biostatistics and Data Lake
solutions. Support for standard CDISC, as well as connectors
to Snowflake or external Bl tools.

Oracle Clinical One CTMS

Native integration with Oracle InForm (Oracle EDC): study

[39]

data flows automatically so data entry only once (

docs.oracle. COIM). Also supports generic EDC
integration via FDA/CDISC interface.

Oracle provides eTMF (Life Sciences eTMF) as a separate
product. Clinical One has built-in eTMF integration — Oracle
docs describe an eTMF integration workflow (l 37]

docs.oracle.com). CTMS tasks and documents can

sync with the Oracle eTMF system.

Embedded RTSM (Clinical One RTSM): integrated

randomization and supply. Also connects to SmartSupplies
19

PMD (kit tracking) for automatic status updates (l !

docs.oracle.comy.

Oracle integrates with Oracle Argus Safety (and other PV
systems) via standard interfaces (e.g CDISC ODM for use of
UCUM). Allows CTMS subject IDs to tie to safety case
reports.

Clinical One can coexist with Siebel CTMS during migration;
supports sending subject enrollment to Siebel or Veeva

cms (129 docs.oracle.com) wsetul intarge

enterprises with multiple systems).

Oracle can publish data to its Analytics Cloud. Also provides
export (CSV/ODMes) for data warehousing. Integrates with
Oracle Analytics or third-party Bl (Tableau, Power BI) via
ODBC.

Table 2: Integration capabilities of Veeva, Medidata, and Oracle CTMS platforms (schematic). Sources: Vendor
documentation and integration guides (" www.veeva.com) (¥ www.medidata.com) (% docs.oracle.com) (?°/

3
docs.oracle.com) ﬂﬂj docs.oracle.com).

These integrations illustrate that all three CTMS can connect to essential trial systems:
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https://www.medidata.com/en/products/ctms/#:~:text=CTMS%20is%20tightly%20integrated%20with,data%20remains%20contemporaneous%20across%20applications
https://docs.oracle.com/en/industries/life-sciences/clinical-one/sponsor-cro-information/which-products-can-oracle-clinical-one-integrate.html#:~:text=,and%20Catalent%20Clinical%20Supply%20Services
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« EDC Integration: Medidata's CTMS is uniquely built to work seamlessly with its own Rave EDC, whereas Veeva
and Oracle rely on connectors/APIs to interface with chosen EDC solutions. Notably, Oracle Clinical One can feed
data into Oracle InForm (its EDC) so that data is entered only once (*? docs.oracle.com), and it can link to other EDC

via similar patterns. Veeva's CTMS does not include EDC, so sponsors using Veeva CTMS either continue with their

existing EDC or adopt a partner EDC; Veeva helps integrate through APIs.

« eTMF Integration: Veeva and Medidata both have eTMF products on their platform, providing one-click integration.
Oracle handles eTMF via its separate Life Sciences eTMF product and integration layer (°/ docs.oracle.com).

« CRO Collaboration: All systems support sponsor—CRO collaboration. Veeva CTMS (Vault) allows assigning tasks to
CRO users via shareable workspaces. Medidata’s CTMS can be used by CROs (since Catalyst, a CRO, was an
early adopter) (°*! www.medidata.com). Oracle Clinical One is used by both sponsors and CROs and explicitly
supports cross-org data transfer to accommodate contract agreements.

« Real-Time Data Flow: Each vendor stresses that integrations minimize manual handoffs. Veeva's “CTMS Transfer”
feature automates pulling data from CRO to sponsor each day (°) www.veeva.com). Similarly, Oracle’s pre-built
integrations automate data flow (e.g. subject enrollments) to eliminate duplicate entry (*?! docs.oracle.com) ()

docs.oracle.com).

« Standardization: All vendors support standards (CDISC, HL7, etc.) and provide audit logs and encrypted data
exchange to meet GxP compliance. For instance, Oracle Clinical One’s documentation is punctuated with CDISC
compliance notes and uses XML interfaces for COMS/EDC bridging.

In summary, a well-integrated CTMS can greatly accelerate trial operations by keeping operational and clinical data in
sync. Choosing between Veeva, Medidata, and Oracle may hinge on which ecosystems a company already has (e.g. if
an organization uses Medidata Rave, using Medidata CTMS yields seamless EDC-CTMS integration; a company on
Oracle EDC might prefer Clinical One; a company on multiple best-of-breed apps may prefer Veeva’'s open APISs).

Case Studies and Real-World Examples

To illustrate how these CTMS platforms function in practice, consider the following examples and customer experiences:

* Veeva CTMS (Customers): Veeva announced in 2025 that “more than 200 companies — including 17 of the top 20 biopharmas — use
Veeva CTMS” ([21 www.veeva.com). One concrete example is Inhibrx, a biotechnology company, whose VP of Operations said: “Veeva
CTMS is the central hub of our trials, allowing study metrics and documents to flow seamlessly across our ecosystem... Using clinical
applications on a connected platform saves time... and improves how we work with CRO partners.” ([ZM www.veeva.com). This
highlights that in real use, sponsors appreciate Veeva CTMS for centralization and collaboration. Veeva also cites use cases such as
tracking patient enrollment in real time and ensuring compliance across all sites. (Many Veeva customer stories describe improved trial
speed and data quality, though most are marketing blurbs.)

+ Medidata CTMS (Customers): Medidata promotes several case studies. For instance, Catalyst Clinical Research (a dedicated
oncology CRO) was an early adopter: “In Medidata, we found a CTMS... that can grow with us. We've future-proofed our business and
are thrilled with our decision.” (°*) www.medidata.com). Another example is Enterin (an early-stage biotech). Their team reported that
“by automating manual workflows and bringing all of our data together, Medidata CTMS has streamlined our entire clinical trial

(‘22‘ www.medidata.com). Alnylam Pharmaceuticals (RNAi therapeutics leader) highlighted the unified

” ([231

management lifecycle.”
platform: “We appreciate that Medidata CTMS is built on a single platform... ensuring a unified source of truth
www.medidata.com). And Westat (a large research organization) stated the CTMS is “intuitive” and greatly eased CRAs’ work: “It’s
almost like our CRAs have done a full 180.” ([23] www.medidata.com). These quotes indicate that customers value Medidata CTMS for
integration of data and user-friendliness. Medidata also reports that over 50% of CTMS customers have been on their platform for 5+

years ([33] www.medidata.com), underscoring satisfaction and stickiness.
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« Oracle Clinical One (Customers): Publicly available case studies for Oracle’s newest CTMS are scarce, given its recent launch.
Historically, Oracle’s clinical suite (like Siebel CTMS) was used by many pharma, but these companies are still transitioning to Clinical
One. One lens is that Oracle’s broad user base (including large CROs and pharma) will likely drive adoption. Oracle does publicize
surveys: e.g. an Oracle-commissioned study found “investigative sites still frustrated with eClinical tech”, underscoring the need for better

CTMS usability (implying Oracle aims to address this) (Wﬂ

www.oracle.com). Another example: a global pharma might use Oracle
Clinical One to consolidate multiple legacy systems. For supply chain, Oracle cites customers using Almac or Fisher depot integrations to
avoid manual kit tracking ([381 docs.oracle.com). In sum, while direct quotes are lacking, the implication is that Oracle’s target customers

see value in unified clinical operations and integrated data flow.

These examples illustrate real-world usage: sponsors (Inhibrx, Alnylam, others) leverage the CTMS’ central data hub for
efficiency, while CROs (Catalyst) appreciate the flexible, scalable partner system. Users from these organizations confirm
that integrated CTMS platforms can accelerate trial execution and improve data quality.

Implications and Future Directions

Looking ahead, several trends and implications emerge:

+ Continued Cloud Adoption & Consolidation: The shift to cloud is now dominant for CTMS. Future development will likely focus on
multi-cloud resilience, Al-driven productivity, and further platform consolidation. Veeva and Medidata both commit to regular releases (e.g.
Veeva's three releases/year (”O] www.veeva.com)) adding Al/analytics features. Oracle will leverage its cloud scale to integrate CTMS
with enterprise data and emerging “smart” features.

¢ Al and Advanced Analytics: Al is a key differentiator. Medidata’s emphasis on models from 36,000 trials ([7] www.medidata.com)
suggests increasing use of predictive analytics (e.g. enrollment forecasting, risk-based monitoring). Veeva may incorporate Al in future
(e.g. for document review or root-cause analysis of issues). Oracle has Al labs; we can expect Clinical One to use Oracle’s Al/ML stack
(e.g. OCI Generative Al, ARC analytics) to support CTMS (though specific features are not yet public).

« Interoperability and Standards: Regulatory and industry standards (CDISC/TMRM, HL7 FHIR) will push CTMS to be more
interoperable. For example, the EU’s new Clinical Trial Information System (CTIS) requires sponsors to report trial data; integration
between CTMS and CTIS registries will be important. All vendors are likely to support CDISC Operational Data Model exports and HL7
interfaces. The ability to integrate EHR data (for decentralized trials) will grow; Medidata and Oracle have roadmaps for EHR-to-EDC
integration (Medidata recently offered a webinar on bridging EHR -~ EDC) ([SZW www.linkedin.com), implying CTMS will similarly connect
to patient-facing systems.

« Decentralized Trials (DCT) and Patient-Centric Metrics: As trials incorporate remote monitoring, eConsent, mobile apps, and patient-
reported outcomes, CTMS must adapt by capturing DCT-driven events and patient engagement metrics. For instance, sites may be
virtual or hybrid; CTMS workflows must track such sites seamlessly. Also, sponsor portals and patient portals may feed data (e.g.
wearable data, telehealth compliance) back into CTMS analytics. Vendors are expected to extend CTMS to support decentralized
protocols and metrics like patient app usage or diversity tracking.

+ Regulatory Landscape: Updates to ICH E6 (R3) emphasize holistic quality management. CTMS platforms will likely include more
quality/RBQM features or integrate with specialist systems. Additionally, global regulations (EU, UK) may require CTMS compliance (audit
trails, 21 CFR Part 11) and compatibility, which these solutions already provide.

+ Modular Ecosystems: Many large organizations operate multi-vendor ecosystems (e.g. a sponsor might use Veeva for CTMS and
Veeva eTMF, but use Medidata Rave for EDC, or vice versa). The emphasis on open APIs suggests that CTMS will continue to evolve in
a modular way. Market consolidation may also occur; smaller niche CTMS vendors might be acquired (as Veeva and Oracle have done
with other eClinical tools).

« Focus on ROl and Change Management: Implementation experience indicates that user adoption is a major challenge. Future
directions will emphasize guided implementation, training, and configurability. Both Veeva and Medidata highlight ease-of-adoption and

professional services (Medidata’s “white glove” implementation ([13] www.medidata.com); Veeva’s success stories). Oracle’s legacy
clients will need strong migration paths (e.g. tools to convert Siebel CTMS data). Decision-makers will weigh total cost-of-ownership,
including integration and change management costs, in CTMS selection.

Given these directions, the CTMS landscape in 2026 is marked by advanced integration and analytics. Users and
companies focusing on data-driven trial efficiency will select the platform that best fits their technical ecosystem and
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workflows. Veeva's rapidly growing presence suggests many sponsors prefer its cloud-native, collaborative approach.
Medidata’s deep analytics and longstanding presence make it a safe choice for those wanting a unified eClinical suite.
Oracle Clinical One appeals to enterprises invested in Oracle platforms and requiring an end-to-end managed solution.

Conclusion

In summary, Veeva Vault CTMS, Medidata CTMS, and Oracle Clinical One each offer comprehensive clinical trial
management capabilities, but with distinct emphases:

+ Veeva CTMS stands out for its connected platform and widespread adoption in leading biopharma. It excels at cross-functional
integration (especially with Vault eTMF and RIM) and rapid innovation cycles (LZJ www.veeva.com) (LlOJ www.veeva.com). lts
dashboards and workflows aim to simplify collaboration. According to Veeva, 17 of the top 20 pharma companies use Vault CTMS (LZJ
www.veeva.com), reflecting broad trust in the system’s quality and vision.

+ Medidata CTMS leads with analytical depth and integration. Built on decades of trial data, it integrates tightly with Medidata EDC and
eTMF so that data flows effortlessly across operational domains ([8] www.medidata.com). Industry analysts rank it #1 in CTMS market
assessments ([4] www.medidata.com). Customers cite its single-platform “source of truth” and intuitive design ([23]

www.medidata.com) ([23] www.medidata.com). Organizations that require heavy data-driven insights or are deep in the Medidata
ecosystem may find it most efficient.

« Oracle Clinical One CTMS offers enterprise-grade standards and interoperability. It unifies Oracle’s trial management suite into a
cloud that handles everything from eCRF to randomization to CTMS on one platform. Its integration breadth is a major asset: it can

connect to supply chain partners, EDC systems (InForm or others), as well as to Veeva or legacy CTMS installations (HBJ

docs.oracle.com) (120] docs.oracle.com). This makes it attractive for very large organizations or those wanting a single-vendor or highly
customizable solution. Oracle’s focus on uptime and scalability also appeals to global trials.

In terms of dashboard KPIs, all three systems cover the core trial metrics (enroliment, site performance, compliance,
budget, etc.) and provide configurable dashboards. Vendors promote ease of reporting: Veeva'’s Vault CTMS allows ad-
hoc report creation, Medidata highlights automatic data convergence on dashboards, and Oracle has built-in visual
analytics (clinical.veevavault.help) (*°l www.medidata.com) (**! docs.oracle.com). The particular user interface differs, but
all emphasize at-a-glance health indicators.

Regarding integration, the choice may depend on existing technology stacks. Veeva'’s solution is very open via
APIs/MuleSoft, which suits sponsors with heterogeneous systems. Medidata’s strength is a unified suite (less custom
integration needed if using Medidata products). Oracle’s strength is its connectors to the broad Oracle ecosystem (and
third-party) and deep support for industry standards (I*?! docs.oracle.com) (87 docs.oracle.com).

Looking forward, expect all vendors to push deeper into Al/automation and interoperability. The modern CTMS will be not
just a tracking tool but an intelligent coordinator of trial data. Organizations should plan for integration and standardization
now, choosing systems that can grow with evolving trial models (e.g. decentralized approaches) and regs. Given the
critical role of CTMS in trial quality and efficiency, selecting between Veeva, Medidata, and Oracle should be informed by
detailed analysis of functional fit (as above) and by consulting user experiences and case study results.

References: All claims in this report are supported by authoritative sources as cited throughout. Reference list includes
vendor documentation, clinical industry publications, press releases, and peer-reviewed articles (see inline citations).
Notably, industry sources like Everest Group and Gartner as well as company case studies provide key data points (e.g.
market rankings, customer usage statistics). Further references are provided for details on KPIs and integration patterns.
For additional reading, see vendor white papers and trial operations research (**! pmc.ncbi.nlm.nih.gov) (**
blog.cloudbyz.com) (53 www.veeva.com) (8 www.medidata.com) (*¥ docs.oracle.com) (") www.globenewswire.com) (!

www.globenewswire.com), among others cited 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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