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Introduction

Clinical Research Management Systems (CRMS) - often referred to as Clinical Trial Management Systems (CTMS) — are
specialized software platforms that streamline the operational aspects of clinical trials. These systems serve as the
digital backbone for planning, tracking, and managing clinical study activities, from site selection and patient enroliment
to study monitoring and regulatory documentation. By replacing manual spreadsheets and disparate tools, CRMS
platforms help trial sponsors and research organizations improve efficiency, maintain data integrity, and ensure
compliance with rigorous regulations (What is a Clinical Trial Management System CTMS-AQ) (What is a Clinical Trial
Management System CTMS-AQ). In the United States, where most clinical research falls under FDA oversight, CRMS
solutions play a pivotal role in complying with regulations like 27 CFR Part 11, which governs electronic records and
signatures in clinical trials. This report provides an in-depth look at the leading CRMS platforms in the U.S. market,
comparing top vendors, their features and integrations, regulatory compliance (e.g. 21 CFR Part 11), pricing models,
customer adoption, and the latest industry trends. It is intended for IT professionals in the pharmaceutical industry
seeking a comprehensive, up-to-date understanding of the CRMS landscape.

What Are CRMS and Their Role in Clinical Trials?

A CRMS/CTMS is a software solution designed to manage the business and operational aspects of clinical trials. Unlike
Electronic Data Capture (EDC) systems that focus on patient data collection, the CRMS oversees trial logistics and
processes beyond data entry (What is a Clinical Trial Management System CTMS-AQ). Key functions of a CRMS typically
include:

« Study Planning & Milestones: Defining study timelines, tracking site initiation and subject enroliment targets, and
monitoring progress against milestones (Clinical Trial Management System - Medidata CTMS-Medidata Solutions).

« Site and Subject Management: Centralizing information on investigative sites, study staff, and subjects. CRMS
tools track site performance, subject visit schedules, and enrollment status across all sites (What is a Clinical Trial
Management System CTMS-AQ) (What is a Clinical Trial Management System CTMS-AQ).

Regulatory Document Management: Handling trial master file documents, approvals, and other compliance
documents to ensure Good Clinical Practice (GCP) and regulatory readiness (often integrated with eTMF systems)
(Top 8 Clinical Trial Management Systems - Dot Compliance) (Top 8 Clinical Trial Management Systems - Dot
Compliance).

+ Monitoring & Reporting: Facilitating clinical monitoring visits (scheduling, report authoring) and providing real-time
dashboards on study status, including enrollment metrics, protocol deviations, and issue tracking (What is a Clinical
Trial Management System CTMS-AQ) (Clinical Trial Management System - Medidata CTMS-Medidata Solutions).

« Budgeting & Payments: Managing trial budgets, site contracts, and investigator payments. Many CRMS platforms
include financial modules to track expenses and automate site payments or reimbursements (RealTime-CTMS
Pricing, Alternatives & More 2025-Capterra) (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra).

« Integration & Collaboration: Modern CRMS solutions often integrate with other eClinical systems (EDC, electronic
patient diaries, labs, etc.) to ensure data flows seamlessly and stakeholders collaborate on a single platform (Clinical
Trial Management System - Medidata CTMS-Medidata Solutions) (What is a Clinical Trial Management System
CTMS-AQ). For example, a subject enrollment entered in EDC can update the enroliment status in CTMS, triggering a
monitoring visit schedule.
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In essence, a CRMS provides a centralized, real-time view of trial operations, breaking down data silos and enabling
teams (sponsors, CROs, and site staff) to work in a coordinated fashion. This improves efficiency and data consistency
across the trial lifecycle (What is a Clinical Trial Management System CTMS-AQ) (What is a Clinical Trial Management
System CTMS-AQ). The systems enforce standardized workflows (for example, issue management or protocol
amendments) and maintain an audit trail of all activities, which is critical for both project management and regulatory
audits (What is a Clinical Trial Management System CTMS-AQ).

Regulatory Considerations: 21 CFR Part 11 and GCP Compliance

21 CFR Part 11 Compliance: In the U.S., any electronic system used in FDA-regulated trials must comply with 27 CFR
Part 11, which defines the criteria under which electronic records and electronic signatures are considered trustworthy
and equivalent to paper records (What is 21 CFR Part 11? - RealTime). All leading CRMS platforms are built with Part 11
compliance in mind. This means they include features such as secure user access controls, complete audit trails of data
changes, electronic signatures with appropriate verification, and data archiving capabilities (What is 21 CFR Part 11? -
RealTime) (What is a Clinical Trial Management System CTMS-AQ). For example, a CRMS will record who entered or
modified a particular data point and when, and require authorized e-signatures for approvals, thereby creating an
electronic paper trail that auditors can review. Vendors also perform extensive computer system validation to ensure the
software operates as intended and provide documentation to support sponsor compliance efforts (What is 21 CFR Part
11? - RealTime) (What is 21 CFR Part 11? - RealTime). From an IT perspective, ensuring Part 11 compliance involves both
the technical features of the platform and the procedures/SOPs around its use (e.g. regular backups, security policies)
(What is 21 CFR Part 11? - RealTime).

Good Clinical Practice (GCP) and Other Regulations: CRMS platforms are also designed to support compliance with
ICH GCP guidelines (such as ICH E6 R2/R3) which emphasize trial quality, data integrity, and proper documentation. For
instance, GCP requires that the Trial Master File is maintained and readily available; many CRMS integrate with eTMF
systems or include document management to meet this need. Additionally, if the CRMS stores any protected health
information, vendors typically ensure compliance with privacy laws like HIPAA (especially relevant when CRMS are used
by clinical sites or if patient contact information is stored). In the U.S., 27 CFR Part 312 (for drugs) and Part 812 (for
devices) govern clinical trial conduct — while these mainly focus on trial processes, a well-configured CRMS helps
sponsors adhere to these by tracking required documentation and oversight activities. In summary, a CRMS acts as a
compliance enabler: it enforces standardized processes and provides auditors with evidence (audit trails, reports) that
trial management activities were performed according to regulatory requirements.

All top vendors in the U.S. market emphasize their compliance credentials. For example, RealTime CTMS (a U.S.-based
provider) highlights that its system meets FDA 21 CFR Part 11 requirements by offering features like audit trails, access
controls, and electronic signatures out-of-the-box (What is 21 CFR Part 11? - RealTime). Likewise, other major platforms
(Medidata, Veeva, Oracle, IBM) are validated and routinely audited to ensure they support sponsors in meeting regulatory
obligations. Table 1 summarizes key compliance features that are standard across leading CRMS:

Compliance o Lerel . q

Availability in Leading CRMS
Feature
21 CFR Part 11 Yes — All major CRMS are Part 11 compliant (audit trails, e-sigs, secure logins) (What
Compliant is a Clinical Trial Management System CTMS-AQ).
GCP (ICH EB) Yes - Enables maintenance of Trial Master File, monitoring logs, protocol adherence
Support tracking.
Audit Trail & Yes — Full audit history of data changes and document versions (required for
Version Control inspections).
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Compliance

Availability in Leading CRMS
Feature

User A Yes - Role-based permissions to restrict access to authorized data/views (What is a
ser Access
Clinical Trial Management System CTMS-AQ) (What is a Clinical Trial Management

Controls

System CTMS-AQ).
System Validation Yes — Vendors provide validation documentation; systems are tested to ensure
Provided intended functionality (What is 21 CFR Part 11? - RealTime).
Data Security & Yes — Most are cloud-hosted with certifications (e.g. ISO 27001); options for on-
Hosting Certs premises (Oracle Siebel) for extra control.
Integration Yes - APIs and data transfers maintain data integrity (often with checksums and
Compliance logs) to comply with Part 11 when moving data between systems.

The U.S. CRMS Market Landscape

The United States is the world's largest market for clinical trial management solutions, underpinned by a robust
pharmaceutical industry and high R&D investment. The adoption of CRMS in the U.S. has grown rapidly in recent years as
trials become more complex and geographically dispersed. Sponsors and Clinical Research Organizations (CROs) now
consider an enterprise CTMS indispensable for managing multi-site trials and collaborating with stakeholders in real time.
According to a 2025 market analysis, the global CTMS market is estimated at about $2.14 billion in 2024 and projected
to reach $9.67 billion by 2035 (14.7% CAGR) (Clinical Trials Management Systems (CTMS) Market Research,). North
America accounts for the largest share of this market, thanks to its advanced healthcare infrastructure and favorable
regulatory environment that encourages use of digital trial tools (Clinical Trials Management Systems (CTMS) Market
Research,). In fact, U.S. government initiatives like the ARPA-H program (announced in Oct 2023) are investing in
strengthening clinical trial infrastructure, which is expected to further boost CTMS adoption (Clinical Trials Management
Systems (CTMS) Market Research,).

Key Players: The U.S. CRMS arena features a mix of long-established providers and newer cloud-based innovators.
Table 2 below lists several leading vendors and their flagship platforms:

Vendor | . .
Overview Notable Customers & Adoption
Platform
Used in ~40% of company-initiated trials
worldwide (Medidata Drives Diversity in Clinical
. . . . Trials, Passing 30,000 Studies and 9 Million
Medidata Market-leading unified eClinical . .
i Participants-Dassault Systemes). Trusted by
Solutions platform (EDC + CTMS + eTMF +
. almost all top pharma — ~70% of new FDA-
(Dassault more). Offers robust trial . . .
X . . approved drugs in 2022 used Medidata in
Systemes) - management via Medidata CTMS, . . . o
. . . o development (Medidata Drives Diversity in
Medidata Rave tightly integrated with its Rave EDC. . . . .
. . Clinical Trials, Passing 30,000 Studies and 9
Clinical Cloud Cloud-based, multi-tenant SaaS.

Million Participants-Dassault Systémes). ~2,300
customers globally (Medidata-Unified Life
Science Platform-Medidata Solutions).
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Vendor |
Platform

Veeva Systems
— Veeva Vault
Clinical (CTMS,
eTMF, etc.)

Oracle Health
Sciences -
Siebel CTMS /
Clinical One

IBM (Merative)
— IBM Clinical
Development
(IcD)
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Leading Clinical Research Management Systems (CRMS) in the U.S.

Overview

Cloud-native platform focused on
clinical operations. Veeva CTMS is
part of Vault Clinical suite (integrates
with Veeva eTMF, Study Startup, and
now EDC). Known for user-friendly
interface and rapid updates (3
releases/year).

Oracle's CTMS offering includes the
traditional Siebel CTMS (widely used
enterprise system, now available in
cloud or on-premise) and the newer
Clinical One platform that unifies
CTMS with EDC, RTSM, etc. Highly
scalable and customizable, with
options for integration into broader
Oracle ecosystems.

A cloud-based platform originally
developed as an EDC with added
CTMS functionality. Provides unified
data capture, patient engagement
modules, study supply management,
and robust data analytics. Modular
architecture allows clients to pick
and choose features (Top 8 Clinical
Trial Management Systems - Dot
Compliance) (Top 8 Clinical Trial
Management Systems - Dot
Compliance).

Notable Customers & Adoption

Over 200 pharma and biotech companies,
including 17 of the top 20 pharma firms (More
Than 200 Companies Advance Trial
Management with Veeva CTMS-Veeva), use
Veeva CTMS. Strong adoption by sponsors and
midsize biotechs; fast-growing market presence
since mid-2010s.

Historically used by many large pharmaceutical
companies and CROs for enterprise trial
management. Named a “Leader” in CTMS by
Everest Group for its extensive capabilities and
global footprint (Oracle Recognized as a Leader
in Everest Group PEAK Matrix® for Life Sciences
Clinical Trial Management System (CTMS)
Assessment 2024). Oracle’s solutions have
been in the market ~20+ years (Siebel) with
continuous modernizing (Clinical One).

Used by a range of mid-size pharma, CROs, and
academic researchers. IBM (now Merative)
doesn’t disclose customer counts publicly, but
it's recognized as a top-10 CTMS platform
globally (Clinical Trials Management Systems
(CTMS) Market Research,). Known for its
Watson Health legacy, focusing on data
insights.
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Vendor | . .
Overview Notable Customers & Adoption
Platform
Hundreds of clinical research sites, site
. L . networks, and some sponsors/CROs use
A comprehensive eClinical suite . . . i .
o RealTime in the U.S. (especially for site-centric
geared originally towards research . . o
. . trial management) (RealTime-CTMS Pricing,
sites, now also serving sponsors. .
. . Alternatives & More 2025-Capterra). Rated very
RealTime Includes CTMS core plus integrated . . X
highly for user satisfaction (4.7/5 ease-of-use)
Software eRegulatory (elSF), eSource, . . -
X . ] . by site users (RealTime-CTMS Pricing,
Solutions - scheduling, texting (patient

Alternatives & More 2025-Capterra) (RealTime-
CTMS Pricing, Alternatives & More 2025-
Capterra). Featured among the top CTMS

RealTime CTMS  reminders), and payment modules.
SaaS model with mobile app support.
Emphasizes ease-of-use and quick ) ) . o )
adoption. providers and increasingly adopted in site-site
collaborations (Clinical Trials Management

Systems (CTMS) Market Research,).

Market Trends: In recent years, sponsors have gravitated toward integrated solutions that combine multiple functions
(CTMS, EDC, eTMF, etc.) on a single platform. This trend is reflected in the offerings of Medidata, Veeva, and Oracle,
which provide unified clinical platforms to avoid the inefficiencies of siloed point solutions (Top 8 Clinical Trial
Management Systems - Dot Compliance) (Clinical Trial Management System - Medidata CTMS-Medidata Solutions).
Additionally, there is a clear shift to cloud-based deployments — most new CTMS implementations in the U.S. are on
cloud or SaaS models, which offer easier scaling, remote access, and vendor-managed validation. (On-premise CTMS
are becoming niche, though some large enterprises still operate on-prem systems for security or legacy reasons.) The
North American market also shows a distinction between enterprise CTMS (for sponsors/CROs managing multi-site
trials) and site-based CTMS (used by individual research institutions or site networks). Enterprise solutions account for
the majority of revenue (Clinical Trials Management Systems (CTMS) Market Research,), but site-focused systems are
growing faster as even small sites move off spreadsheets to cloud CTMS (Clinical Trials Management Systems (CTMS)
Market Research,).

Another trend is the rising importance of decentralized clinical trials (DCTs) and remote collaboration. CRMS
platforms are evolving to support virtual trial workflows — for example, enabling remote monitoring visits, integrating
telehealth data, and tracking shipments of investigational product to patient homes. The increasing complexity of trials
and data sources has been a catalyst for innovation: “The CTMS market is rapidly evolving in response to growing trial
complexity, the need for real-time collaboration, and diverse data source integration,” notes one industry assessment
(Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial Management System
(CTMS) Assessment 2024). This means modern CRMS must handle data from wearables, electronic health records, labs,
etc., and present a unified view to study managers.

In summary, the U.S. CRMS market is characterized by robust growth and a handful of key players. Medidata, Veeva, and
Oracle dominate the enterprise segment (each considered a market leader by various industry analysts (Everest Group
CTMS Peak Matrix 2024) (Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial
Management System (CTMS) Assessment 2024)), while platforms like RealTime have strong foothold in the site-centric
segment. IBM's solution and others (e.g. Clario's CTMS from Bioclinica, Advarra's Clinical Conductor) provide additional
choices, often selected for specific strengths or integrations. Next, we compare the top platforms in detail across
features and capabilities.

Comparison of Top CRMS Platforms
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Medidata Clinical Cloud (Medidata CTMS)

Overview: Medidata, a Dassault Systemes company, offers one of the most comprehensive clinical research platforms.
Its CTMS module, known simply as Medidata CTMS, is part of the unified Medidata Rave Clinical Cloud. Medidata CTMS
is a web-based, multi-tenant SaaS solution designed to improve the speed and efficiency of trial oversight through
automation and integration (Clinical Trial Management System - Medidata CTMS-Medidata Solutions). It natively
connects with Medidata’s flagship Rave EDC system and Medidata eTMF, enabling seamless data flow between clinical
data capture and operational tracking — for example, site enrollment numbers from Rave EDC automatically update in the
CTMS, eliminating double data entry (Clinical Trial Management System - Medidata CTMS-Medidata Solutions). This
tight integration is a major selling point of Medidata: the platform “streamlines the clinical operations ecosystem” by
bridging workflows across applications (Clinical Trial Management System - Medidata CTMS-Medidata Solutions).

Features: Medidata CTMS covers end-to-end trial management. Key capabilities include study planning (country and
site startup tracking), site monitoring and trip report management, issue tracking, milestone tracking with automated
alerts, and robust reporting/analytics. Medidata has invested heavily in visual analytics tools for CTMS: users can create
interactive dashboards combining CTMS operational data with data from Rave EDC for insights into enrollment, data
cleanliness, and more (Clinical Trial Management System - Medidata CTMS-Medidata Solutions) (Clinical Trial
Management System - Medidata CTMS-Medidata Solutions). Another notable feature is support for Risk-Based
Monitoring (RBM) - the CTMS can ingest signals about data quality or protocol risk and help prioritize monitoring
activities (Clinical Trial Management System - Medidata CTMS-Medidata Solutions). Because Medidata CTMS is part of a
larger ecosystem, it also extends into adjacent functions: it integrates with Grants Manager and Site Payments
modules for budgeting, and with Medidata’s Remote Source Review for remote document verification (Trust and
Transparency-Medidata Unified Protection Strategy) (Trust and Transparency-Medidata Unified Protection Strategy).

Usability and Scalability: Medidata CTMS is designed to be enterprise-grade yet increasingly user-friendly. The latest
interface emphasizes a “straightforward user experience” with role-based dashboards and workflows that match how
clinical teams operate (Clinical Trial Management System - Medidata CTMS-Medidata Solutions). This focus on usability
aims to reduce training time and increase adoption among study managers (Clinical Trial Management System -
Medidata CTMS-Medidata Solutions). The system is highly scalable and reliable, built on Medidata’s cloud infrastructure
to support trials from Phase | through Phase IV (Clinical Trial Management System - Medidata CTMS-Medidata
Solutions). Many large pharma companies rely on it for global studies involving hundreds of sites. Medidata provides a
“white glove"” support approach for new customers (as referenced in their materials) to ensure successful onboarding
(Clinical Trial Management System - Medidata CTMS-Medidata Solutions) (Clinical Trial Management System - Medidata
CTMS-Medidata Solutions).

Integrations: Beyond the native Medidata integrations (EDC, eTMF, etc.), Medidata CTMS offers APIs to connect with
external systems. For example, sponsors not using Medidata's EDC could still integrate their CTMS with another EDC or
data warehouse. Medidata also can integrate with safety systems (for SAE tracking), clinical data repositories, and even
Electronic Health Records, although in practice many customers use Medidata's full suite. Because Medidata’s platform
is quite extensive, many organizations find fewer external integrations are needed - they can manage most trial functions
within one environment (from randomization with RTSM to endpoint adjudication) (Trust and Transparency-Medidata
Unified Protection Strategy) (Trust and Transparency-Medidata Unified Protection Strategy).

Compliance: Medidata CTMS is fully 21 CFR Part 11 compliant and delivered validated. The system includes the required
audit trails and secure role controls by default, operating “seamlessly in the background” to enforce compliance (What is
a Clinical Trial Management System CTMS-AQ). Medidata also complies with international regulations (e.g. EU Annex 11)
and supports validation documentation for its clients.

Customer Base & Adoption: Medidata is often cited as the industry leader in eClinical software. Its platform (inclusive of
CTMS and other tools) has been used in over 30,000 trials with more than 9 million patients to date (Medidata Drives
Diversity in Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes) (Medidata Drives
Diversity in Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes). Importantly, Medidata's
software was used in the development of ~70% of novel drugs approved by FDA in 2022 (Medidata Drives Diversity in
Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes) — a testament to its penetration
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among top sponsors. Many big pharma companies have standardized on Medidata for EDC and gradually adopted its
CTMS to replace older systems. Analysts note Medidata CTMS as a leading product; for instance, Everest Group's 2024
PEAK Matrix on CTMS positioned Medidata CTMS as a Leader (Everest Group CTMS Peak Matrix 2024). Medidata has
around 2,300 customers in total (across all products) (Medidata-Unified Life Science Platform-Medidata Solutions),
including global pharma, CROs, and biotech sponsors of all sizes. Well-known CROs like ICON have long partnerships
with Medidata, leveraging CTMS among other solutions (Medidata Drives Diversity in Clinical Trials, Passing 30,000
Studies and 9 Million Participants-Dassault Systémes) (Medidata Drives Diversity in Clinical Trials, Passing 30,000
Studies and 9 Million Participants-Dassault Systemes). Overall, Medidata CTMS is seen as a robust, feature-rich option
best suited for organizations looking for a unified data platform covering both operational trial management and clinical
data management.

Veeva Vault CTMS (Veeva Systems)

Overview: Veeva Systems offers Vault CTMS as part of its Veeva Vault Clinical suite — a cloud platform tailored for life
sciences. Veeva's approach to clinical trial management emphasizes unifying content and data. Vault CTMS is inherently
connected with Vault eTMF (for trial master file documents) and Vault Study Startup, meaning trial documents,
milestones, and data can flow across these applications in a single system. This “central hub” concept is highlighted by
Veeva customers: “Veeva CTMS is the central hub of our trials, allowing study metrics and documents to flow seamlessly
across our ecosystem,” notes one VP of Operations (More Than 200 Companies Advance Trial Management with Veeva
CTMS-Veeva).

Launched in the late 2010s, Veeva CTMS is relatively newer than Medidata's offering, but it has rapidly gained traction
due to Veeva's reputation in pharma cloud solutions (Veeva is well-known for its CRM and eTMF products). Vault CTMS is
a pure cloud, multi-tenant SaaS solution - all customers are on the same version, and Veeva provides three updates per
year with new features (More Than 200 Companies Advance Trial Management with Veeva CTMS-Veeva). This
continuous innovation cycle ensures the platform keeps pace with industry needs.

Features: Vault CTMS covers all standard trial management functions: study and site planning, subject enroliment
tracking, monitoring visit reports, issue and action item management, and oversight of CRO activities. It includes a
flexible study dashboard and reporting engine where users can configure reports on study status, site performance,
etc. A strength of Veeva CTMS is managing trials whether insourced or outsourced. The system has features
specifically to support sponsors working with CROs — for example, an “CTMS transfer” capability that automates daily
data transfers from a CRO's CTMS instance into the sponsor’s CTMS, giving sponsors near-real-time visibility into
outsourced trials (More Than 200 Companies Advance Trial Management with Veeva CTMS-Veeva) (More Than 200
Companies Advance Trial Management with Veeva CTMS-Veeva). This is part of Veeva's effort to facilitate collaboration
across organizational boundaries.

Additionally, Vault CTMS is tightly integrated with Vault eTMF: when a site visit report is approved in CTMS, the final PDF
can automatically be sent to the eTMF as a record, keeping documents and data aligned. The system also tracks
compliance with global regulatory requirements; for instance, it helps ensure processes align with ICH E6 R2/R3
guidelines by providing status dashboards for required activities (like monitoring and reporting) (More Than 200
Companies Advance Trial Management with Veeva CTMS-Veeva). New features announced in recent updates include
enhanced issue tracking/management (for faster resolution of site issues) and improved support for managing complex
trial designs (adaptive trials, etc.) with custom workflows (More Than 200 Companies Advance Trial Management with
Veeva CTMS-Veeva).

Usability: Veeva's applications are generally regarded as user-friendly, with modern web interfaces. Vault CTMS inherits
the Vault platform’s clean Ul and navigation. Users benefit from single sign-on across Vault applications (so a study
manager can jump between CTMS and eTMF modules without separate logins). Veeva's design philosophy is to minimize
manual effort — for example, if a study team member enters an update once, that information populates everywhere it's
needed (a “enter once, use many" principle similar to Medidata’s). This reduces duplicate work and errors. Training
requirements are moderate; since many users were already familiar with Veeva eTMF, adopting CTMS was a natural
extension for those organizations.
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Integrations: Vault CTMS primarily shines when used within the Veeva ecosystem, but it also provides integration
capabilities to external systems. Veeva has APIs and a data export/import feature. For instance, Vault can integrate with
an external EDC: before Veeva had its own EDC, many customers integrated Vault CTMS with Medidata Rave EDC or
Oracle InForm to pull enrollment data. Now, Veeva offers Vault EDC (CDMS) as well, which can feed data to CTMS.
Integration with Veeva's established Vault RIM (regulatory information management) or Quality systems is another perk
for companies using Veeva across departments. Furthermore, Veeva provides a tool called Vault Connections to link
data between Vault and third-party apps like ERP systems for budgeting.

Compliance: Veeva Vault is designed from ground up to meet Part 11 and GCP requirements. It includes detailed audit
trails on every record and enforces controls like e-signatures for investigator confirmation of visit reports, etc. Veeva has
a strong quality system and provides validation packages to clients, which is one reason pharma companies trust it for
regulated content. Vault CTMS also supports 27 CFR Part 312 compliance by tracking essential documents and activities
needed for IND trials, providing reports that sponsors can use in FDA submissions if needed (like tracking of safety
reporting or annual report due dates).

Customer Base & Industry Adoption: In a few short years, Veeva CTMS has amassed a significant user base. As of
early 2025, over 200 companies use Veeva CTMS, including 17 of the top 20 biopharma firms (More Than 200
Companies Advance Trial Management with Veeva CTMS-Veeva). This is a remarkable penetration given the incumbent
CTMS solutions in big pharma - it indicates that many large sponsors have either switched to Veeva or are in the process
of doing so. One driver is that those sponsors were already using Veeva Vault eTMF; adding CTMS in the same platform
simplified their clinical operations tech stack. Besides large pharma, many mid-size and emerging biotechs have adopted
Veeva because it's cloud-based (no infrastructure needed) and can scale with their pipeline.

Veeva's momentum is also reflected in industry analyst reports: while specifics are confidential, Veeva is often mentioned
alongside Medidata and Oracle as a leader in eClinical solutions. The company highlights success stories where clients
cite improvements in collaboration and efficiency. For example, Inhibrx (a biotech) noted that using integrated Veeva
applications saved time for their lean team and improved sponsor-CRO interactions (More Than 200 Companies Advance
Trial Management with Veeva CTMS-Veeva) (More Than 200 Companies Advance Trial Management with Veeva CTMS-
Veeva). Veeva's rapid release cycle means customers also get cutting-edge features (like integrations for decentralized
trials, or new oversight dashboards) without long waits. This agility, combined with Veeva's strong customer service, has
made Vault CTMS a top choice for organizations seeking a modern, continuously improving platform.

Oracle CTMS (Siebel CTMS and Oracle Clinical One)

Overview: Oracle’s presence in the clinical research software space is longstanding. Oracle Siebel CTMS was one of
the first enterprise CTMS solutions widely adopted by big pharma and CROs, and it remains in use at many companies
today. It provides a highly configurable system for trial planning, site management, and monitoring, often tailored to
specific organizational workflows. In recent years, Oracle has been evolving its offerings under the Oracle Health
Sciences umbrella, introducing the Clinical One platform as a next-generation solution that unifies various capabilities
(EDC, RTSM, CTMS, etc.) on a cloud infrastructure. Oracle's strategy is to offer both the reliability of Siebel (for those
who have large investments in it) and the innovation of Clinical One for new deployments. Notably, Oracle's CTMS
solutions can be deployed in Oracle’s cloud and also allow on-premise options (particularly Siebel) for customers who
require it.

Features: Siebel CTMS covers comprehensive trial management: protocol development, site selection and activation
tracking, monitoring visit scheduling and report tracking, query and action item management, and extensive reporting
and analytics. One of Siebel's strengths is its robust integration with enterprise systems - since it's built on the Siebel
CRM framework, it can tie into ERP for trial budgets or HR systems for user provisioning, etc. Oracle has continuously
updated Siebel CTMS to ensure compatibility with modern systems (for example, offering web browser access and
improved Ul elements, even though some consider its interface more dated compared to newer CTMS).

The Oracle Clinical One platform is bringing new features like drag-and-drop study configuration and more Al-driven
insights. Though Clinical One is often talked about in context of EDC and randomization, it also includes CTMS
functionality or at least integrates with Siebel CTMS. Oracle emphasizes connectivity: for instance, Siebel CTMS now

© 2025 IntuitionLabs.ai. All rights reserved. Page 9 of 21


https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Jan,processes%20and%20drive%20stakeholder%20collaboration
https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=PLEASANTON%2C%20CA%20%E2%80%94%20Jan,processes%20and%20drive%20stakeholder%20collaboration
https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=%E2%80%9CVeeva%20CTMS%20is%20the%20central,%E2%80%9D
https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=%E2%80%9CVeeva%20CTMS%20is%20the%20central,%E2%80%9D
https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=Whether%20biopharmas%20insource%20or%20outsource,R3
https://www.veeva.com/resources/more-than-200-companies-advance-trial-management-with-veeva-ctms/#:~:text=Whether%20biopharmas%20insource%20or%20outsource,R3
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=leading-clinical-research-management-systems-crms-in-the-u-s.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=leading-clinical-research-management-systems-crms-in-the-u-s.pdf

P reiiontabs Leading Clinical Research Management Systems (CRMS) in the U.S.

has integration hooks to Electronic Health Records (EHRs) to enable seamless data flow between investigators’
clinical systems and the CTMS (Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical
Trial Management System (CTMS) Assessment 2024). This can facilitate, say, pulling site personnel info or patient data
(with consent) directly into CTMS without manual entry. Oracle's CTMS supports global trials with multi-language and
multi-currency features, which has been crucial for large Phase Ill programs.

Usability: Historically, Siebel CTMS required more configuration and training - it's powerful but not lightweight. Many
organizations heavily customized Siebel to fit their internal processes, which sometimes made upgrades challenging.
However, Oracle has worked on improving user experience. The CTMS has role-based views (e.g. a CRA sees their
assigned sites and visits, a manager sees portfolio dashboards). Oracle also provides mobile access or offline
capabilities for monitors to use during travel (through add-ons or third-party tools). The newer Clinical One interface is
more modern, akin to consumer web apps, and Oracle is likely to converge the CTMS experience into Clinical One's Ul in
the future. In terms of scalability, Oracle CTMS is proven for large-scale use — e.g., a top CRO might manage thousands
of sites and subjects in a single Siebel CTMS instance. It's known for being reliable with high volumes.

Integrations: Integration is a standout area for Oracle’'s CTMS. It offers standard integrations with EDC systems
(naturally Oracle's own InForm EDC and now Clinical One EDC, but it can integrate with others too), with safety systems
(like Oracle Argus) for SAE reconciliation, and with analytics tools (Oracle Business Intelligence). The Oracle press
release highlighting the Everest Group ranking noted that Oracle's solution integrates with EDC, CDMS, eTMF, payments,
analytics, and regulatory systems (Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences
Clinical Trial Management System (CTMS) Assessment 2024). This ability to plug into “various critical clinical systems
and analytics solutions” is cited as a strength by customers (Oracle Recognized as a Leader in Everest Group PEAK
Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment 2024). For example, a sponsor can
connect Oracle CTMS with their data warehouse to run advanced analytics on trial operational data, or integrate CTMS
with their eConsent platform to automatically update enrollment when a patient consents. Oracle also supports data
exchange standards (like ODM for clinical data).

One specific integration capability Oracle mentions is EHR integration: by linking CTMS with EHR, some data entry for
patient recruitment or adverse events can be automated (Oracle Recognized as a Leader in Everest Group PEAK Matrix®
for Life Sciences Clinical Trial Management System (CTMS) Assessment 2024). This is forward-looking as the industry
tries to streamline data collection from clinical care settings.

Compliance: Oracle CTMS solutions are fully Part 11 compliant and used globally under many regulatory authorities.
They include granular audit trails and have features to accommodate diverse regulatory standards (the system can
enforce region-specific monitoring requirements or document checklists, for instance). Oracle provides validation
support and extensive documentation. Many companies have had FDA inspections on trials managed in Siebel CTMS and
have passed regulatory scrutiny, which speaks to the system’s robustness in compliance. Moreover, Oracle’s security and
hosting meet enterprise IT requirements; Oracle Cloud Infrastructure hosting offers compliance certifications and high
security for those using Oracle's cloud version.

Customer Base & Market Position: Oracle’s CTMS (Siebel) has been a workhorse of the industry — for years, it was said
that a majority of large pharmaceutical companies and global CROs used Siebel CTMS as their primary system. For
example, global CROs like Syneos Health have collaborated with Oracle’s platforms for over a decade (Medidata Drives
Diversity in Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes). While exact current
market share is hard to quantify, Oracle remains a top vendor. In February 2025, Oracle Life Sciences was named a
Leader in Everest Group's CTMS assessment alongside Medidata (Oracle Recognized as a Leader in Everest Group
PEAK Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment 2024). The report highlighted
Oracle's "comprehensive, one-stop-shop solution” and the flexibility for customization as a key advantage (Oracle
Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial Management System (CTMS)
Assessment 2024). Clients value the seamless integration and Oracle's competitive pricing for CTMS (Oracle Recognized
as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment
2024) (Oracle has been known to offer aggressive pricing to compete with newer entrants).
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Oracle's customer base includes virtually all of the top 20 pharma at least historically (though some have added other
systems now) and many mid-tier pharma and device companies. It also has penetration in academic research consortia
and NIH-funded networks (some of which adopted Siebel CTMS for multicenter trials). Today, Oracle is in a transitional
phase — encouraging existing Siebel users to migrate into its cloud (or to Clinical One modules) over time. Nonetheless,
Oracle CTMS is seen as a proven solution for complex trials, especially valued by organizations needing extensive
configurability or on-premise control.

IBM Clinical Development (ICD)

Overview: IBM Clinical Development (often abbreviated ICD) is a cloud-based platform originally developed by IBM
Watson Health. It started primarily as an Electronic Data Capture system (previously known as eClinicalOS) but has
evolved into an all-in-one eClinical suite that includes CTMS capabilities. In 2022, IBM's Watson Health division was
acquired by a private equity firm and rebranded as Merative, but the product is still commonly referred to by its IBM
name. IBM Clinical Development offers a unified interface for managing study data and operations together. It is
positioned as a scalable solution suitable for pharmaceutical sponsors, CROs, as well as academic researchers who want
to consolidate study management and data capture.

Features: At its core, IBM Clinical Development has a powerful EDC for electronic case report forms, which is integrated
with the CTMS functions. This means trial operational data and clinical data reside in one system, giving study managers
a "holistic view of critical trial data” (Top 8 Clinical Trial Management Systems - Dot Compliance). The platform includes
modules or optional features for:

« Study setup and design (building forms and visit schedules, which also feed into CTMS planning),
« Site and study management (tracking site progress, enrollment, monitoring visits),

« Patient engagement - ICD has tools like electronic patient diaries (ePRO) and even a mobile app for patients (My
Clinical Diary) (IBM Clinical Development Price, Features, Reviews & Ratings - Capterra India) (IBM Clinical
Development Price, Features, Reviews & Ratings - Capterra India), which can enhance patient retention and provide
data directly to the system.

+ Randomization and Trial Supply Management - the system can handle randomization schemes and supply
tracking (drug inventory).

« Reporting/Analytics — IBM provides reporting features and claims to surface “hidden insights and visibility” into trial
data (IBM Clinical Development Price, Features, Reviews & Ratings - Capterra India), potentially using Watson Al
tech for data analysis (e.g., identifying trends or anomalies across sites).

One distinctive aspect mentioned by users is the modular approach of IBM Clinical Development: organizations can
select and pay for only the modules they need (Top 8 Clinical Trial Management Systems - Dot Compliance). For
instance, a small study might just use EDC + CTMS core, whereas a larger trial could add the randomization module or
the drug supply module. This modular design offers flexibility in cost and functionality. However, some users note that a
few modules feel essential and come at extra cost (whereas competing systems might include those features by default)
(Top 8 Clinical Trial Management Systems - Dot Compliance).

Usability: IBM Clinical Development has a modern web interface for data entry and trial management. Being an all-in-
one system, it can simplify the technology footprint (users don't have to jump between different vendor systems).
Reviews indicate that once configured, teams can be efficient in their tasks, leveraging the breadth of functions to
streamline processes (Top 8 Clinical Trial Management Systems - Dot Compliance) (Top 8 Clinical Trial Management
Systems - Dot Compliance). The interface supports drag-and-drop study builds and offers customizable fields and
forms to adapt to various trial needs (IBM Clinical Development Price, Features, Reviews & Ratings - Capterra India).
Because it was born in the cloud era, ICD typically gets positive feedback for ease of use, though as with any full-
featured system, there is a learning curve to master all modules.

One potential advantage is the Watson/Al legacy - while specifics are unclear, IBM had been working on applying Al to
clinical trial management (for example, predictive analytics for enrollment). Some of those capabilities might be part of
the package or on the roadmap.
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Integrations: IBM Clinical Development provides APIs to integrate with external systems (for labs, IRB systems, etc.), but
it attempts to cover many needs internally. If a sponsor uses an external eTMF, for instance, integration would be needed
since IBM doesn’t have a dedicated eTMF module widely known. The platform does support data import/export and has
interoperability features to bring in lab data or third-party data for analysis. One notable integration is the endpoint
adjudication service — IBM offers an endpoint adjudication module and it can restrict access appropriately (blinding,
etc.) and presumably integrate adjudication data back to the CTMS (Endpoint Adjudication Services-Emerald Clinical).

IBM's CTMS can also integrate with safety systems by providing SAE data collected in the EDC to pharmacovigilance
teams. Because IBM Clinical Development is a closed ecosystem for those who use all its parts, integration needs may be
less for those customers — the value proposition is that everything from data capture to monitoring to analysis is in one
place.

Compliance: Naturally, IBM Clinical Development is 21 CFR Part 11 compliant — it has the required audit trails, e-
signature capabilities, and system validation (IBM/Merative provides validation evidence for the platform). It is also
HIPAA-compliant and supports international regulatory requirements. IBM being a big name, their quality and security
standards are enterprise-grade. The system is used in FDA-regulated trials, so it meets FDA expectations for electronic
systems. Additionally, IBM can accommodate sponsor-specific validation on top (since each sponsor might validate the
system for their use).

Customer Base & Adoption: IBM's platform is used by a variety of organizations. It might not have as many large Tier-1
pharma clients as Medidata or Oracle, but it has carved out a niche particularly among mid-size companies and CROs
that want a unified, cost-effective solution. The market presence of IBM Clinical Development is significant enough to
be listed among the top 10 CTMS vendors globally (Clinical Trials Management Systems (CTMS) Market Research,). For
example, it's mentioned alongside Medidata, Veeva, Oracle, etc., in a 2024 industry report (Clinical Trials Management
Systems (CTMS) Market Research,). This indicates respectable adoption.

Some public sector and academic groups have used the platform for investigator-initiated studies, valuing IBM's support
and the fact that they could manage their whole trial on one platform without a large IT team. Pricing is quote-based and
can be tailored; IBM has likely offered competitive pricing for its suite when bidding against bigger players.

Given IBM's transition of the product to Merative, existing customers are watching how the platform continues to
develop. So far, updates and support have continued steadily. In summary, IBM Clinical Development is a unified
eClinical solution that appeals to those who want all-in-one functionality and the backing of a large IT provider. It might
not have the same level of brand dominance in CTMS as Medidata or Veeva, but it is a strong alternative, especially
where EDC and CTMS integration is a priority.

RealTime CTMS (RealTime Software Solutions)

Overview: RealTime-CTMS is a solution that emerged from the needs of clinical research sites and site networks.
Headquartered in Texas, RealTime Software Solutions built an eClinical platform that is “purpose-built for clinical
research sites, site networks, academic medical centers, sponsors, and CROs"”, going beyond a traditional CTMS to cover
business workflows for trials (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra). RealTime's platform
components include CTMS as the foundation, and additional modules like eRegulatory / elSF (for electronic investigator
site files and regulatory binders), eSource (electronic source data capture at sites), participant engagement tools (text
messaging reminders, patient portal called MyStudyManager™), and site payments (SitePay/GlobalPay) (RealTime-
CTMS Pricing, Alternatives & More 2025-Capterra). This breadth of features effectively combines site-level trial
management with sponsor-level oversight capabilities in one system.

Features: RealTime CTMS provides all core CTMS functions with a strong slant towards site operations. Key features
include:

« Participant Recruitment Management: RealTime has built-in recruitment tools - sites can manage their volunteer
database, integrate CTMS with their website sign-up forms, run email campaigns (there's a Mailchimp integration)
and text blasts for new studies (CTMS-Clinical Trial Management System-RealTime eClinical Solutions) (CTMS-
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Clinical Trial Management System-RealTime eClinical Solutions). The system helps sites track enrollment sources
and quickly find eligible participants, which is crucial for meeting enrollment goals.

« Visit Scheduling & Tracking: It automates visit window calculations and scheduling for subjects (e.g. after a
subject’s first visit date is entered, it auto-calculates when Visit 2 is due) (CTMS-Clinical Trial Management System-
RealTime eClinical Solutions) (CTMS-Clinical Trial Management System-RealTime eClinical Solutions). It can send
visit reminders to patients via text or email (leveraging the Twilio integration for SMS) (RealTime-CTMS Pricing,
Alternatives & More 2025-Capterra). Study coordinators use it to log each visit and mark no-shows or deviations.

« Financials: RealTime includes a finance suite that handles budgeting, contract tracking, invoicing for completed
visits, and even paying stipends to participants. The SitePay and GlobalPay modules allow for direct payment
processing to sites or patients, which is fairly unique.

« Monitoring & Regulatory: For sponsors using RealTime, CRAs can log monitoring reports and action items. For
sites, RealTime has an eReg/elSF module where all regulatory documents (ethics approvals, delegation logs, training
records) are stored; this can interface with sponsor systems or be shared. The CTMS keeps track of which
documents are current at each site.

« Analytics and Metrics: Through its Devana integration (RealTime acquired Devana Solutions), it offers robust
metrics capture and analytics on site performance - e.g., how long it takes to activate a site, screen failure rates,
etc., aggregated across trials (CTMS-Clinical Trial Management System-RealTime eClinical Solutions). This is
valuable for site networks and even for sponsors to identify high-performing sites.

« Decentralized Trial Support: RealTime introduced a module called DecenTrial which likely ties together its
eConsent, eSource, and telehealth capabilities to facilitate decentralized trial workflows (FDA 21 CFR part-11
Archives - RealTime-CTMS) (FDA 21 CFR part-11 Archives - RealTime-CTMS). This indicates forward-looking
development to keep the platform relevant for hybrid trial models.

Overall, RealTime CTMS is very feature-rich, often eliminating the need for sites to use multiple software for different
tasks — they can do it all in RealTime.

Usability: RealTime CTMS is frequently praised for its ease-of-use. User reviews highlight its intuitive interface and
straightforward navigation, noting that even new staff can learn it with minimal training (RealTime-CTMS Pricing,
Alternatives & More 2025-Capterra) (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra). The Ul is clean, with
sensible workflows tailored to clinical trial tasks. For example, a coordinator’s home screen might list today’s scheduled
visits, pending follow-ups, and outstanding queries — giving them a clear to-do list. The system’s design is influenced by
people with firsthand site experience, which resonates with users (RealTime-CTMS Pricing, Alternatives & More 2025-
Capterra). This user-centric approach yields high satisfaction; RealTime CTMS has an average user rating of 4.7/5 for
ease of use, above the category average (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra).

Another aspect of usability is mobility: RealTime offers a mobile app for on-the-go access to key data (for investigators
or coordinators moving between clinic rooms). The learning curve for RealTime is generally considered lower than some
enterprise CTMS, which is important since site staff may not have extensive IT support.

One potential challenge could be that because RealTime has “a feature for literally anything you could think of” (as one
reviewer of a similar site-focused CTMS noted (Top 8 Clinical Trial Management Systems - Dot Compliance) (Top 8
Clinical Trial Management Systems - Dot Compliance)), new users might feel overwhelmed by the plethora of options.
However, RealTime's customer support is reportedly excellent and helps users configure what they need (RealTime-
CTMS Pricing, Alternatives & More 2025-Capterra) (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra).

Integrations: RealTime CTMS supports integrations especially around communications and data import/export. Natively,
it integrates with Mailchimp (for mass email) (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra), Outlook
(for calendar invites and email sync) (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra), and Twilio (for
SMS). It also has an open API for connecting to other systems - for instance, some sites integrate RealTime with their
EHR to import lab results or patient demographics. Integration with sponsor systems: if a sponsor uses RealTime and the
sites do as well, they effectively share the same system environment (which can be very efficient). If not, RealTime can
still export data for sponsors or integrate via web services to sponsor CTMS.
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Another noteworthy integration is with Devana Analytics, which pulls data from RealTime to provide business
intelligence dashboards on trial performance metrics (CTMS-Clinical Trial Management System-RealTime eClinical
Solutions). This is useful for site network executives or even for sponsors to gauge how their trials are progressing across
sites. RealTime also allows data exchange with central IRB portals (to update site regulatory status).

Given its site focus, RealTime can coexist with a sponsor’'s CTMS: e.g., site uses RealTime to manage their operations,
and periodically transmits status updates to the sponsor’s CTMS via integration or reports. RealTime advertises a feature
where sponsors/CROs using the platform can get real-time visibility into site data (hence the name).

Compliance: RealTime CTMS is fully compliant with FDA 21 CFR Part 11, as well as HIPAA and GDPR for patient data
privacy (important since sites handle identifiable data). It provides audit trails on all data entries and an e-signature
framework for source data and documents, which is crucial for its eSource and eReg modules. RealTime undergoes
regular system validation and offers validation support to clients. Notably, research sites in the U.S. and Canada use
RealTime - it meets Health Canada regulations and FDA's, which the company explicitly states (RealTime CTMS at
VCHRI-VCH Research Institute). The platform's Part 11 compliance features (audit trails, etc.) allow sites to go paperless
with confidence (Mastering 21 CFR Part 11 Compliance: A Comprehensive Guide for ...).

Customer Base & Adoption: RealTime's customer base counts in the hundreds of research organizations. It is
extremely popular among site networks and SMOs (Site Management Organizations). For example, large site networks
have deployed RealTime across all their clinics to standardize operations. Academic medical centers (like University
research institutes) also use it to manage investigator-initiated trials and handle billing compliance, etc. On the sponsor
side, some small to mid-size sponsors and niche CROs have adopted RealTime CTMS because of its quick setup and
cost-effectiveness. However, it's more commonly seen that sponsors interface with RealTime when their sites are using it
(as opposed to deploying it enterprise-wide for a big pharma - those tend to use the other systems above).

RealTime's reputation is that of an innovator for site-centric technology. It's one of the few that truly bridges site and
sponsor functionality. The company actively participates in industry initiatives (they’'re a member of the Society for
Clinical Research Sites and DTRA, the Decentralized Trials consortium). In terms of market recognition, RealTime is listed
among the leading CTMS players globally (Clinical Trials Management Systems (CTMS) Market Research,), which is
notable for a company that started in the site niche. Their growth aligns with the trend of “site empowerment” in clinical
research — giving sites better tools ultimately benefits sponsors as well with higher efficiency. A CEO of a research site
reviewed RealTime saying “from day one it has been wonderful... the company keeps costs low”, indicating satisfaction
with both product and pricing (RealTime-CTMS Pricing, Alternatives & More 2025-Capterra).

To summarize, RealTime CTMS is a feature-rich, user-friendly platform particularly strong for site management and

increasingly used for full trial management. It offers a somewhat different value proposition relative to Medidata/Veeva:
instead of a top-down sponsor system pushing data to sites, it's a site-driven system that can roll up data to sponsors.
This complementary approach has earned RealTime a solid place in the U.S. clinical research software ecosystem.

Feature and Market Comparison Tables

To highlight differences and similarities among the leading CRMS platforms, below are comparison tables focusing on (a)
Key Features & Modules and (b) Market Presence & Adoption.

Table 3 — Feature Modules and Integrations of Top CRMS Platforms

Platform EDC eTMF/Document Patient Randomization Notable
Capability Mgmt Engagement & Supplies Integrations
Medidata Yes - Rave Yes — Medidata eCOA RTSM module Native integration
Rave Clinical EDC eTMF module (patient for between CTMS &
Cloud integrated unified with reported randomization EDC © eTMF
(industry- CTMS (Clinical outcomes), and trial supply (Clinical Trial
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E IntuitionLabs

Platform

IBM Clinical
Development

RealTime
CTMS

EDC
Capability

Matrix® for
Life Sciences
Clinical Trial
Management
System
(CTMS)
Assessment
2024).

Yes — Core of
platform is
EDC (with
form
designer,
query
management)
(IBM Clinical
Development
Price,
Features,
Reviews &
Ratings -
Capterra
India).

No native
EDC (focuses
on
operational
data);
Integrates
with EDC of
choice or
uses eSource
as EDC
alternative.

© 2025 IntuitionLabs.ai. All rights reserved.

eTMF/Document

Mgmt

No full eTMF
module (focused
on data);
documents can
be stored but not
a structured
eTMF like Veeva.

Yes — eReg [ elSF
module handles
site regulatory
docs (for
sponsors, can
serve as eTMF-
lite). Not a full
sponsor eTMF
system but
covers site
documents.

Leading Clinical Research Management Systems (CRMS) in the U.S.

Patient
Engagement

Offers patient
portal (My
Clinical Diary)
and ePRO;
can send
reminders,
etc. (IBM
Clinical
Development
Price,
Features,
Reviews &
Ratings -
Capterra
India).

Yes — strong
patient
engagement:
texting
(SMS), email,
participant
portal,
eConsent
(Engage!
module) (FDA
21 CFR part-
11 Archives -
RealTime-
CTMS)
(CTMS-
Clinical Trial
Management
System-
RealTime

Randomization
& Supplies

Yes — Optional
modules for
randomization
and supply
tracking (Top 8
Clinical Trial
Management
Systems - Dot
Compliance).

No built-in
IWRS; integrates
with third-party
if needed.
Primarily tracks
supply
shipments via
sites.

Notable
Integrations

Oracle safety
(Argus) and
analytics; flexible
REST/SOAP APIs for
others.

APlIs available;
integrates with lab
systems, data
export to analytics.
Endpoint
adjudication module
(with external
access) (Endpoint
Adjudication
Services-Emerald
Clinical). Can
integrate with
external eTMF or
safety via API.

Integrations with
communication
tools (Outlook,
Mailchimp, Twilio)
(RealTime-CTMS
Pricing, Alternatives
& More 2025-
Capterra)
(RealTime-CTMS
Pricing, Alternatives
& More 2025-
Capterra); data
integrations via API
(e.g., with sponsor
CTMS or EHR).
Devana for
advanced analytics
(CTMS-Clinical Trial
Management
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E IntuitionLabs

EDC

Platform -
Capability

Leading Clinical Research Management Systems (CRMS) in the U.S.

eTMF/Document Patient

Mgmt Engagement & Supplies
eClinical
Solutions).

Randomization Notable

Integrations

System-RealTime
eClinical Solutions).

Table 3 Notes: All listed platforms support core CTMS functionalities (study management, site management, monitoring,

etc.) out of the box. The presence of an integrated EDC varies: Medidata, Veeva, Oracle, and IBM provide their own EDC

solutions, while RealTime focuses on site operations and can work alongside separate EDC systems. Document
management is a strong suit for Veeva (with its Vault repository) and for Medidata (with eTMF); RealTime's eReg is more

site-focused rather than a full sponsor eTMF. Patient engagement tools are increasingly important — Medidata, Veeva,

and RealTime have offerings here, recognizing the trend toward patient-centric and decentralized trials. Randomization
and trial supply management (RTSM) is natively present in Medidata and Veeva (and Oracle via Clinical One), whereas

RealTime would rely on integration for that function. Integration capabilities are robust across all, with Oracle

distinguishing itself through direct EHR connectivity and RealTime through seamless site-level integrations (email, SMS

platforms).

Table 4 — Market Share and Adoption Indicators

21 CFR Part
Platform

Yes -

Validated

(Whatis a
Medidata Clinical Trial
Management
System

CTMS-AQ).

Yes -

Veeva
Validated.

© 2025 IntuitionLabs.ai. All rights reserved.

Global Market Position

Leader in CTMS (Everest
Group Leader 2024 (Everest
Group CTMS Peak Matrix
2024)). ~40% of global trial
starts use Medidata
(Medidata Drives Diversity in
Clinical Trials, Passing
30,000 Studies and 9 Million
Participants-Dassault
Systémes).

Leader/Challenger (rapid
growth in CTMS market).
Recognized for innovation in
clinical cloud.

Adoption in Top
Pharma

Extremely high —
used by almost all
top 20 pharmas
(supported ~70%
of 2022 FDA drug
approvals)
(Medidata Drives
Diversity in Clinical
Trials, Passing
30,000 Studies
and 9 Million
Participants-
Dassault
Systémes).

Very high — 17 of
top 20 pharmas
using Veeva CTMS
(More Than 200
Companies
Advance Trial
Management with
Veeva CTMS-
Veeva); also 100s
of biotechs and
CROs.

Approx. # of
Customers

~2,300 organizations
(Medidata-Unified Life
Science Platform-
Medidata Solutions);
thousands of trials
concurrently.

200+ companies for
CTMS (More Than 200
Companies Advance
Trial Management with
Veeva CTMS-Veeva);
>1,000 customers
across all Veeva
products (More Than
200 Companies
Advance Trial
Management with
Veeva CTMS-Veeva).
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E IntuitionLabs

Platform

Oracle

IBM
(Merative)

RealTime

21 CFR Part
1

Yes -
Validated.

Yes -
Validated.

Yes —
Validated.

Leading Clinical Research Management Systems (CRMS) in the U.S.

Global Market Position

Leader in CTMS (Everest
Group Leader 2024 (Oracle
Recognized as a Leader in
Everest Group PEAK Matrix®
for Life Sciences Clinical Trial
Management System (CTMS)
Assessment 2024)).
Longtime major player with
global footprint (Oracle
Recognized as a Leader in
Everest Group PEAK Matrix®
for Life Sciences Clinical Trial
Management System (CTMS)
Assessment 2024).

Noted as a top-10 CTMS
provider globally (Clinical
Trials Management Systems
(CTMS) Market Research,).
Competes as a unified suite
provider (niche in mid-tier
market).

Recognized among leading
CTMS, especially for site-
based solutions (Clinical
Trials Management Systems
(CTMS) Market Research,).
Dominant in site network
segment in U.S.

Adoption in Top
Pharma

Very high -
historically ~15+ of
top 20 pharmas
and all top CROs
used Oracle Siebel
CTMS. still
standard in many
large enterprises.

Moderate — some
top 50 pharma, but
less presence in
top 20. Often used
by mid-size
sponsors and
academic trials.

Low direct use by
top 20 pharma
(they use it
indirectly via sites).
Gaining adoption in
sponsor startups
and SMOs.

Approx. # of
Customers

Hundreds of
customers worldwide
(exact # not public);
17+ years as market
leader. Now
transitioning clients to
Clinical One platform.

Dozens of
pharma/CRO clients;
widespread in
academic research
units. (IBM doesn’t
publish counts; known
user base in N.
America, Europe.)

500+ research sites
and growing; a number
of smaller
sponsors/CROs. High
share in U.S. site
market (site networks,
AMCs, etc.).

Table 4 Notes: All platforms are fully compliant with 21 CFR Part 11 (a baseline requirement for market entry). In terms of

market leadership, Medidata, Veeva, and Oracle clearly stand out — they are frequently cited as the top 3 by industry
analyses, each being leaders in different aspects (Medidata in data-centric approach, Veeva in content-centric approach,

Oracle in comprehensive enterprise solution). IBM and RealTime, while not the largest by share, hold important

segments: IBM Clinical Development appealing to those wanting an all-in-one data+CTMS tool, and RealTime excelling in
the site-centric and smaller sponsor domain. Adoption in top pharma is nearly saturated for Medidata (which often

coexists with a company’s CTMS if Medidata CTMS itself isn't used) and very strong for Veeva (winning over many

former Oracle clients). Oracle still retains a strong installed base in large organizations with deep integrations. Customer

counts: Medidata and Veeva have the largest customer communities (benefiting from their broader suites), whereas
RealTime's count is high when counting individual sites. IBM's customer count is lower but those clients often use the

platform enterprise-wide for all their studies. It's worth noting that many large organizations use multiple systems (e.g.,
Medidata Rave for EDC and Oracle Siebel for CTMS, or Veeva for CTMS and another EDC) — however, the trend is toward

consolidation.
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Industry Challenges and Innovations in CRMS

Despite their benefits, CRMS platforms face several challenges in today’s clinical trial environment, and vendors are
actively innovating to address these:

* Integration of Diverse Data Sources: Modern trials generate data from electronic health records, wearables, home nursing
visits, central labs, etc. Ensuring the CTMS can integrate and present data from these disparate sources is a challenge.
Providers are responding by building more open APIs and connectors (for example, Oracle's CTMS linking with EHRs is a step in
this direction (Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial Management
System (CTMS) Assessment 2024)). Likewise, Medidata and Veeva are enabling ingestion of operational data from external
systems to give study teams a complete picture in one dashboard. The use of standards like HL7 FHIR for EHR data or CDISC
operational data models is increasing to facilitate this interoperability.

* Real-Time Collaboration and Decentralized Trials: The rise of Decentralized Clinical Trials (DCTs) means CRMS must
support remote and hybrid trial workflows. This includes remote monitoring (source data review without on-site visits),
telehealth visits, direct-to-patient drug shipments, and digital consent processes. Traditional CTMS were built around on-site
visits; adapting to DCT requires new features. We see innovation here: Medidata has a Remote Source Review tool integrated
with CTMS for off-site monitoring (Trust and Transparency-Medidata Unified Protection Strategy), and Veeva's recent updates
introduced automated data transfers from CROs to sponsors to improve collaboration in near-real-time (More Than 200
Companies Advance Trial Management with Veeva CTMS-Veeva). RealTime, with its participant portal and eConsent, is naturally
aligned with supporting decentralized elements at the site level. One challenge is maintaining protocol compliance in
decentralized settings — CTMS now often include tracking for which patients are remote vs. on-site and ensuring all required
data is captured. The industry is rethinking CTMS design to be patient-centric as well as site-centric (The Future of
Decentralized Trials: How CTMS is Adapting - Cloudbyz).

e User Adoption and Change Management: Implementing a new CTMS or switching systems can encounter resistance. Study
teams may be accustomed to legacy processes or find new systems complex. A noted implementation challenge is change
management, including training users and migrating historical data (Big Roadblocks To Avoid When Implementing A New
CTMS). Vendors are addressing this by focusing on intuitive Ul (as seen with RealTime's high ease-of-use design (RealTime-
CTMS Pricing, Alternatives & More 2025-Capterra) and Veeva's simplified workflows) and offering extensive training and
support during onboarding. Some also provide data migration tools to import Excel trackers or data from a previous CTMS,
reducing the startup burden.

¢ Data Quality and Consistency: Ensuring that the data in CTMS (enrollment numbers, status of monitoring, etc.) is accurate
and up-to-date is an ongoing challenge. If users don't enter data promptly or if systems aren’t well-integrated, the CTMS can
fall out of sync. To combat this, platforms are implementing more automation and notifications - e.g., automatic reminders to
CRAs to complete their visit reports, or auto-flagging when a site hasn't been monitored within the required interval.
Additionally, the push towards unified systems (integrating CTMS with EDC) inherently improves consistency since some data
flows in automatically. Many CTMS now also include data validation rules (for example, cannot mark a site as closed until all
issues are resolved and all documents collected).

e Scalability and Performance: As trials become larger (mega-trials with hundreds of sites, or companies running many trials
concurrently), CTMS performance and scalability are tested. Cloud architectures have largely addressed this, allowing systems
to scale horizontally. Medidata, Oracle, and Veeva all emphasize that their platforms are proven at large scale (multi-country
Phase lll trials, etc.). The challenge for vendors is to ensure rapid response times and uptime even as data volume grows. This
is leading to infrastructure innovations like the use of high-performance cloud databases, and microservices in newer systems
(e.g., Veeva Vault's cloud was built to scale with multi-tenant efficiency).

* Regulatory Changes: Regulations evolve, such as the upcoming ICH GCP E6(R3) which places even more emphasis on quality
management and risk-based approaches. CRMS must adapt to help sponsors comply with new guidelines. For instance, E6(R3)
expects more proactive issue management and documentation of quality tolerance limits - CTMS vendors are adding modules
for Quality Management and Risk Assessment tracking to address this. Part 11 itself isn't static; FDA occasionally updates
guidance (like use of cloud, electronic records in inspections), and CRMS providers work to ensure any new expectations (such
as more detailed audit trail review tools) are met. Additionally, as data privacy laws (GDPR, CCPA) become relevant, CTMS are
implementing features like the ability to redact or anonymize certain fields if needed and improved data access controls.

On the innovation front, a few exciting developments are worth noting:
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« Artificial Intelligence (Al) and Analytics: There is growing incorporation of Al to analyze operational data and guide decision-
making. For example, some CTMS analytics can predict enrollment completion dates based on current trends, or identify which
sites are likely to underperform (so the sponsor can intervene early). Oracle has hinted at harnessing “the full power of Oracle's
expertise in data and Al” in its CTMS to address pharma challenges (Oracle Recognized as a Leader in Everest Group PEAK
Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment 2024). Medidata has its Intelligent Trials
analytics that leverage historical trial data to inform current trial planning (Trust and Transparency-Medidata Unified Protection
Strategy) (Medidata Drives Diversity in Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes). Al
can also assist in resource allocation — suggesting how many monitors are needed for a study given the risk profile, etc. While
still emerging, Al-driven CRMS features will likely become standard in the next few years.

¢ Unified Trial Management Suites: The industry is moving towards end-to-end platforms. This is evidenced by consolidation
- e.g., Bioclinica's CTMS and EDC merging into Clario, or Advarra acquiring Bio-Optronics (Clinical Conductor) to pair with their
IRB services. Sponsors increasingly prefer a single vendor for most needs to reduce integration headaches. That said,
interoperability between different vendor systems is also improving via standards.

e User Experience Enhancements: Innovation isn't only high-tech; a lot is also about making the software more usable. Vendors
are simplifying interfaces, adding drag-and-drop configurability (so changes don’t require coding), and mobile-responsive
designs. Some are exploring voice-assisted data entry or chatbots for quick queries (imagine a study manager typing a
question like “how many open issues do we have in Study X?" and the system presenting an answer dashboard).

e Cloud and Edge Computing: With global trials, having data centers across regions is important to provide low-latency access.
Major cloud-based CTMS now leverage global cloud infrastructure (AWS, Azure, etc.). Also, for remote areas with limited
internet (e.g., a field site in a developing region), companies are looking at offline capabilities or edge computing - for instance,
a mobile app that can capture data when offline and sync later. This is more commonly seen in EDC but is spilling into CTMS for
things like offline monitoring visit reporting.

In conclusion, the CRMS landscape in the U.S. is dynamic. While organizations face challenges integrating these systems
into complex trial processes, the continued innovation by vendors is making clinical trial management more efficient,
data-driven, and adaptive to new trial paradigms. Choosing the right platform involves considering not just current
features and compliance, but also the vendor's roadmap and ability to support the future of clinical trials — whether that
be fully decentralized studies, Al-augmented trial management, or other evolving needs. The leading CRMS discussed in
this report each offer robust solutions with their own strengths, and all are geared towards one ultimate goal:
accelerating clinical development while maintaining quality and compliance (Oracle Recognized as a Leader in Everest
Group PEAK Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment 2024) (Oracle Recognized
as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial Management System (CTMS) Assessment
2024).

References: The information in this report was gathered from official vendor documentation, industry press releases,
regulatory guidelines, and analyst reports. Key sources include FDA regulations (21 CFR Part 11) interpretations (What is
21 CFR Part 11? - RealTime) (What is 21 CFR Part 11? - RealTime), vendor press releases such as Veeva's announcement
of CTMS adoption (More Than 200 Companies Advance Trial Management with Veeva CTMS-Veeva) and Oracle’'s CTMS
leadership accolade (Oracle Recognized as a Leader in Everest Group PEAK Matrix® for Life Sciences Clinical Trial
Management System (CTMS) Assessment 2024), as well as market research data on CTMS growth (Clinical Trials
Management Systems (CTMS) Market Research,) and usage statistics from Medidata (Medidata Drives Diversity in
Clinical Trials, Passing 30,000 Studies and 9 Million Participants-Dassault Systémes). These are cited throughout the text
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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 an Al software development company specializing in helping life-science companies implement and leverage
artificial intelligence solutions. Founded in 2023 by Adrien Laurent and based in San Jose, California.

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