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Medidata CTMS and EDC Solutions — An In-
Depth Research Report

Introduction

Medidata Solutions — now a part of Dassault Systémes - is a leading provider of cloud-based
clinical trial software, known for its Electronic Data Capture (EDC) and Clinical Trial
Management System (CTMS) solutions. Founded in 1999 with a vision to digitize clinical
research, Medidata has grown into a comprehensive platform used in tens of thousands of trials
worldwide. This report provides a detailed look at Medidata's CTMS and EDC offerings (branded
as Medidata Rave CTMS and Medidata Rave EDC), including their history, modules, features,
and real-world use in the pharmaceutical industry. We also examine Medidata’'s market traction,
recent innovations, client base, and how it compares against competitors like Veeva, Oracle, and
IBM. The goal is to inform clinical research professionals about Medidata’s capabilities and
considerations when evaluating clinical data platforms.

Company and Product History

Origins (1999-2000s): Medidata was founded in June 1999 by Tarek Sherif (a fund manager),
Glen de Vries (a researcher and programmer), and Ed Ikeguchi medidata.com. Glen de Vries
hand-coded Medidata's original software, and by late 1999 the company had launched its
flagship EDC product, initially called Rave, which was among the first systems to digitally
capture clinical trial data medidata.com. This pioneering EDC solution (later known as Medidata
Rave EDC) quickly became recognized as an advanced, robust, and secure tool for managing
patient, site, and lab data in trials medidata.com. Medidata expanded globally in the early 2000s,
opening offices in London (2004) and Tokyo (2005) to support its growing international client
base medidata.com.

Growth and IPO: By the late 2000s, Medidata’s user community and customer base were
growing rapidly. The company held its first user conference (Medidata User Group) in 2006,
which evolved into the annual Medidata Symposium and later Medidata NEXT events
medidata.com. In June 2009, Medidata went public on NASDAQ, raising capital to fuel further
growth medidata.com. During this period, Medidata Rave EDC gained traction as a “gold
standard” in EDC, widely adopted across many clinical studies.

Product Expansion: Medidata broadened its platform through innovation and strategic
acquisitions. In 2011, it acquired Clinical Force, which added a CTMS offering to the Medidata
portfolio medidata.com. This became Medidata CTMS, enabling trial planning, tracking, and site
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management capabilities. Subsequent acquisitions included: Patient Profiles (2014) to
enhance data quality oversight, Intelemage (2016) for medical imaging management, CHITA
(2017) adding an electronic Trial Master File (eTMF) and regulated content management,
Mytrus (2017) contributing an eConsent solution, and SHYFT Analytics (2018) to bolster
analytics and real-world data integration medidata.com medidata.com. These additions
transformed Medidata from an EDC point-solution into a unified eClinical platform covering data
capture, trial management, eTMF, eConsent, analytics, and more.

Dassault Systémes Acquisition: In October 2019, Medidata was acquired by French software
giant Dassault Systemes for $5.8 billion clinicalresearchnewsonline.com. This was one of the
largest healthcare technology acquisitions to date. The rationale was to combine Medidata’s life-
sciences focus with Dassault's 3DEXPERIENCE platform, thereby driving digital transformation in
life sciences medidata.com. Medidata became a wholly owned subsidiary of Dassault Systémes,
though it continues to operate under the Medidata brand and leadership within Dassault’s Life
Sciences division en.wikipedia.org. The acquisition positioned Medidata to leverage Dassault's
resources and integrate with broader scientific and business tools, aligning with an industry
trend towards end-to-end platforms from research through commercialization xtalks.com.

Recent Milestones: Medidata has continued to innovate post-acquisition. In 2019 it launched
Medidata Al, an initiative combining the company'’s vast historical trial data with Al/analytics to
drive smarter trial design and operational insights medidata.com. During the COVID-19
pandemic (2020), Medidata supported pivotal vaccine trials (e.g. Moderna's 30,000-patient
mRNA vaccine trial) on its cloud platform medidata.com and published guidance on managing
trials amid the pandemic medidata.com. It also rolled out myMedidata, a patient portal enabling
remote trial participation and decentralized trial workflows medidata.com. In 2021, Medidata
introduced a unified platform for Decentralized Clinical Trials (DCTs), combining its offerings
to support virtual and hybrid trials end-to-end medidata.com. Other innovations included
Synthetic Control Arm solutions (using historical data as external controls in trials) which
gained FDA acceptance in specific studies medidata.com, and Sensor Cloud (launched 2021)
for integrating wearable device data medidata.com. By late 2023, Medidata had exceeded
30,000 trials and 9 million participants, and by late 2024 it surpassed 35,000 trials with 10
million participants managed on its platform medidata.com medidata.com. In 2024, industry
veteran Anthony Costello was appointed CEO of Medidata, signaling continued focus on
innovation in patient, site, and sponsor experiences medidata.com.

Medidata’s journey from a startup EDC provider to a comprehensive clinical research platform
under Dassault Systémes is marked by continuous enhancement of its core products and
expansion into new areas (eConsent, ePRO/eCOA, Al, etc.). Today, Medidata’s solutions are used
globally by organizations ranging from top pharmaceutical companies to emerging biotechs,
contract research organizations (CROs), medical device firms, and academic medical centers
en.wikipedia.org en.wikipedia.org. The following sections delve into Medidata's current CTMS
and EDC offerings, their modules, and how they are applied in real-world clinical trials.
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Software Modules and Platform Overview

Medidata offers a unified cloud platform known as the Medidata Rave Clinical Cloud, consisting
of multiple modules that cater to different aspects of clinical trial data management and
operations. The core components most relevant to sponsors and CROs are Rave EDC (Electronic
Data Capture system) and Rave CTMS (Clinical Trial Management System), which work in
tandem. In addition, Medidata provides a suite of integrated solutions for randomization, patient-
reported outcomes, monitoring, and more, ensuring that trial stakeholders can manage all data
and processes within one ecosystem. Below is a breakdown of key modules:

* Medidata Rave EDC: The flagship EDC system for capturing and managing clinical trial data. Rave
EDC enables electronic Case Report Form (eCRF) design, data entry, edit checks, query
management, and data cleaning in a single, centralized database en.wikipedia.org. Introduced in
the early 2000s, Rave EDC has evolved to support complex trials with no downtime for mid-study
changes, robust audit trails, and strong compliance (21 CFR Part 11, GCP) medidata.com ccrps.org.
It serves as the foundation for data capture from sites, patients, labs, and devices. (Detailed features
are discussed in a later section.)

* Medidata Rave CTMS: A Clinical Trial Management System acquired and refined by Medidata, used
for trial planning, oversight, and operational tracking. Rave CTMS provides tools for study startup
(site selection, activation), monitoring visit management, issue tracking, milestone tracking,
and reporting cereblis.com cereblis.com. It is tightly integrated with Rave EDC and other Rave
modules so that data (like enrollment numbers, site status, and documents) flows automatically
between systems medidata.com medidata.com. The CTMS helps sponsors and CROs manage the
operational aspects of trials across all sites and countries from one interface.

¢ Randomization and Trial Supply Management (RTSM): Medidata’s RTSM (formerly known as
Medidata Balance) handles patient randomization (IVRS/IWRS) and drug supply allocation. It
eliminates the need for separate randomization systems by integrating with Rave EDC, so
investigators use one system for both data entry and randomization/treatment assignment
medidata.com fiercebiotech.com. This integration avoids duplicate data entry and ensures immediate
consistency between randomization and EDC data medidata.com.

e eCOA (Electronic Clinical Outcome Assessment): Branded as Medidata Patient Cloud eCOA, this
module enables capture of patient-reported outcomes, diaries, and other clinical outcome
assessments via mobile devices or tablets medidata.com. It supports electronic patient
questionnaires and integrates those outcomes back into the Rave database in real time. This is
critical for studies that rely on patient surveys or symptom diaries.

e eConsent: Added via the Mytrus acquisition, Medidata’s eConsent solution allows patients to review
trial information and provide informed consent electronically (often through tablets or a patient
portal) medidata.com. This improves patient understanding and streamlines the consent
documentation process, especially useful in remote or decentralized trials.
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¢ Medidata eTMF: An electronic Trial Master File system (from the CHITA acquisition) for managing
regulatory documents and study files digitally medidata.com. eTMF integrates with CTMS so that
documents collected (e.g. regulatory approvals, site documents, monitoring reports) are
automatically filed and updated in real-time medidata.com medidata.com. This ensures inspection
readiness and reduces manual file reconciliation.

¢ Medidata Rave Safety Gateway: A tool for adverse event reporting that auto-transmits data from
Rave EDC to pharmacovigilance/safety systems medidata.com. It helps sponsors comply with SAE
(serious adverse event) reporting by eliminating redundant data entry into separate safety databases
fiercebiotech.com.

¢ Rave Imaging: Manages medical imaging data for trials (from the Intelemage acquisition). It provides
a centralized, secure way to upload, QC, and review radiology or other images from study subjects
medidata.com. Rave Imaging is used in trials with imaging endpoints (e.g. oncology) and ensures
blinding and workflow control for image reads.

¢ Medidata Coder (Coder+): A medical coding tool that integrates with Rave EDC to code adverse
events, medications, and diagnoses (using dictionaries like MedDRA, WHODrug) medidata.com. The
latest “"Coder+" uses automation and Al to suggest codes, speeding up the coding process for data
managers.

¢ Monitoring and Data Quality Tools: Medidata's platform includes specialized capabilities to support
Risk-Based Monitoring (RBM) and data review. For example, Targeted SDV (source data
verification) allows a risk-based approach to focus on critical data points medidata.com, and
Remote Source Review provides a secure way for monitors to remotely access source documents at
sites medidata.com. Additionally, Medidata Clinical Data Studio (launched 2024) is a new module
that unifies data integration, cleaning, and analytics across sources, feeding into risk monitoring and
faster insights medidata.com medidata.com.

¢ Patient Engagement Suite (myMedidata): Under the Patient Cloud umbrella, Medidata offers a
patient-facing portal called myMedidata, which gives trial participants a single login to complete
eConsent, ePRO/eCOA, video visits, and other decentralized trial activities medidata.com. Launched
in 2020, myMedidata enables virtual trial participation and was instrumental during COVID-19 in
allowing remote data capture medidata.com. It now also supports myMedidata Registries for long-
term follow-up of patients beyond the trial medidata.com and Patient Payments to automate
reimbursements to patients (introduced in 2024) medidata.com.

All these modules are part of the Medidata Rave platform, designed to work together
seamlessly. A key advantage is the unified data model — data entered once can be used across
applications without manual reconciliation medidata.com. For example, when a site enters
patient data in Rave EDC, the enrollment numbers and visit dates are immediately available in
CTMS dashboards and analytics medidata.com. Likewise, if a monitor completes a visit report in
CTMS, that document is automatically pushed to the eTMF, and any issues noted can trigger
queries or actions in the EDC medidata.com. This integration reduces errors and eliminates
siloed systems that traditionally required duplicate data entry medidata.com medidata.com.

In summary, Medidata provides an end-to-end eClinical ecosystem. The Rave EDC and CTMS are
the cornerstone for data capture and trial management, while ancillary solutions like RTSM,
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eCOA, eTMF, etc., plug into the same platform. Sponsors and CROs can adopt the full
platform or individual modules as needed. In practice, many start with Rave EDC (for data
capture) and later expand to use CTMS, eTMF, and other components to gain a unified operating
environment. The next sections will detail the use cases and features of Rave EDC and CTMS in
real-world settings.

Use Cases in Pharma and CRO Settings

Medidata's CTMS and EDC solutions are widely used across the clinical research industry,
supporting a variety of use cases:

¢ Data Capture & Cleaning in Clinical Trials: Pharmaceutical sponsors use Medidata Rave EDC to
capture patient data from investigational sites in Phase I-IV trials. Study coordinators at sites enter
data into electronic case report forms instead of paper, which allows instant validation and query
checks. For example, if an out-of-range lab value or missing field is entered, Rave can automatically
flag it for review, improving data quality in real time. Data managers at sponsors or CROs then use
Rave to manage these queries and ensure the dataset is clean for analysis. This greatly accelerates
the timeline from last patient visit to database lock, as compared to traditional paper-based trials.
In practice, sponsors have found Rave EDC's ability to handle complex protocols and large-scale
trials invaluable — “We had a study with 6,000 patients... | [With Rave] you could change 6,000
patients in hours, whereas another platform took four months to adapt their CRF”, noted one
database manager at Parexel medidata.com. Such experiences underscore Rave's flexibility in
accommodating mid-study changes with minimal downtime.

e Trial Oversight and Operations Management: Companies implement Medidata Rave CTMS to gain
centralized oversight of trial progress across all sites and countries. Clinical operations teams at a
sponsor can use CTMS to track every site's initiation status, enrollment numbers, protocol
deviations, and monitor visits. For instance, a trial manager can view a dashboard of all sites in a
study, seeing which ones are lagging in enrollment or have outstanding issues. This helps focus
attention where needed and allocate resources efficiently. CTMS's issue tracking and monitoring visit
reports allow CROs to document findings (like protocol non-compliance or data discrepancies) and
ensure resolution. Use Case — Study Startup: In a global Phase lll trial, the startup team can use
CTMS to manage regulatory document collection and track milestones (ethics approvals, contract
signatures, site training) for each site. Medidata CTMS links with the eTMF so that when a site
document is uploaded, it's logged and filed automatically medidata.com. This “single source of
truth” for startup reduces reliance on spreadsheets and email, shaving weeks off site activation
timelines medidata.com medidata.com.
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¢ Real-Time Decision Making: An important use case is leveraging Medidata's integrated data for
real-time trial management. Because Rave EDC data feeds into Medidata’s analytics and CTMS in
real time, sponsors can make faster decisions. For example, if enroliment is slower than projected in
one region, CTMS's enrollment metrics (auto-populated from EDC) will highlight this medidata.com.
The sponsor can then adjust recruitment strategies or shift focus to more productive sites sooner.
Similarly, safety data captured in Rave can be monitored in near real-time, enabling earlier detection
of any alarming trends. Medidata’s platform also supports Risk-Based Monitoring (RBM) use cases:
statistical algorithms (within the Medidata Intelligent Trials analytics module) can identify outlier
sites or data anomalies across the Rave dataset. Monitors can then target those sites for on-site
visits or remote source data verification using the CTMS's monitoring tools medidata.com. This
results in a more efficient monitoring approach, focusing on areas of highest risk.

¢ Patient-Centric and Decentralized Trials: Pharma companies increasingly run hybrid or fully virtual
trials. Medidata’s Patient Cloud solutions (myMedidata, eCOA, eConsent) enable these
decentralized trial use cases. For example, in a decentralized trial for a new vaccine during the
COVID-19 pandemic, participants could consent and report symptoms via the myMedidata portal
without needing every site visit medidata.com. Medidata’s support of televisits, wearable device data
capture (via Sensor Cloud), and direct patient engagement has been critical for trials that extend
beyond the clinic. A high-profile use case was Moderna’s COVID-19 vaccine trial, where Medidata's
platform handled over 30,000 participants’ data and facilitated rapid enrollment and data collection
under pandemic conditions medidata.com. This demonstrated the platform’s scalability and ability to
support remote data capture at an unprecedented pace.

e CRO-Driven Studies: Many contract research organizations conduct trials on behalf of sponsors
using Medidata systems. Every major global CRO is trained on Rave EDC, and many have
enterprise agreements with Medidata. In fact, Medidata has an extensive partner accreditation
program for CROs: since 2007, CRO personnel have been able to get certified in Rave EDC study
build, administration, and other modules fiercebiotech.com. Over the years, this expanded to CTMS,
RTSM, and more, enabling CROs to “manage sponsors’ clinical trials using Medidata products” as a
value-added service fiercebiotech.com fiercebiotech.com. This means if a sponsor does not have its
own EDC/CTMS, a CRO like IQVIA, Labcorp, or Parexel can set up the trial in Medidata Rave for them.
A common scenario is a mid-size biotech outsourcing a study: the CRO's data management team
builds the eCRFs in Rave EDC, the clinical team uses Rave CTMS to track site progress, and they
provide the sponsor with access to live dashboards. The ubiquity of Rave in CROs is such that
industry forums note “every CRO still uses Rave” as a default, unless a sponsor specifically prefers
an alternative linkedin.com linkedin.com. This demonstrates the trust and familiarity the clinical
research community has with Medidata.
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e Case Studies: Real-world success stories illustrate Medidata's impact. For instance, Enterin Inc., a
small biopharma, implemented Medidata CTMS to streamline trial workflows with a lean team. By
automating monitoring workflows and centralizing information, Enterin’s limited staff was able to
manage trials more efficiently, as documented in a Medidata case study medidata.com. In another
case, Catalyst Clinical Research (a CRO) selected Medidata CTMS for its scalability, ensuring that as
Catalyst’'s operations grew, the CTMS could support an increasing trial load without sacrificing
visibility or performance medidata.com. Large pharma companies have also made enterprise-wide
commitments to Medidata. For example, Roche selected Medidata Rave as its enterprise EDC
system, replacing legacy systems to standardize data capture globally
appliedclinicaltrialsonline.com. Ono Pharmaceutical in Japan likewise adopted Rave EDC and
clinical data management tools across its pipeline fiercebiotech.com. These decisions underscore
that both big and small organizations find value in Medidata’s solutions — whether it's the robust
feature set for complex global trials or the efficiency gains for smaller teams.

In summary, Medidata's CTMS and EDC are employed in settings ranging from early-phase
single-site studies to massive global trials. They enable sponsors and CROs to ensure data
quality, regulatory compliance, and operational control throughout the trial lifecycle. The
integration between EDC and CTMS (and other modules) is particularly powerful in real use: it
cuts down on human error, accelerates timelines, and gives all stakeholders (data managers,
CRAs, project managers, etc.) a shared, current view of the trial. As trials become more complex
and geographically dispersed, these capabilities have made Medidata a go-to platform in clinical
research.

Market Traction and Industry Adoption

Medidata's solutions are among the most widely adopted in the clinical research industry, with
deep penetration in pharma and CRO organizations worldwide. Some key indicators of
Medidata's market traction include:

e Scale of Usage: As of 2024, Medidata reported that it has supported over 34,000 clinical trials
and 10 million patient participants, making it likely the largest dataset of clinical trial information
managed by any platform medidata.com. These trials span all phases (Phase | through IV) and
numerous therapeutic areas — Medidata is particularly strong in complex fields like oncology and
CNS (central nervous system) trials ccrps.org, which demand robust data management. The
company has more than 1 million registered users (study investigators, coordinators, sponsor/CRO
staff, etc.) across approximately 2,200 customer organizations medidata.com. This represents an
enormous global user community that regularly interacts with the Rave platform.
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e Top Pharma and Biotech Clients: Medidata’s customer list reads like a who's-who of the industry.
According to public records, 18 of the world’s top 25 pharmaceutical companies use Medidata in
their research programs en.wikipedia.org. Notable clients include Johnson & Johnson, AstraZeneca,
Amgen, GlaxoSmithKline, Novartis, and Roche, among others en.wikipedia.org. Many of these large
pharmas have designated Medidata Rave as their enterprise standard for EDC or have heavily
invested in Medidata’s suite for data capture and trial management. Biotech companies and device
makers also form a big part of the user base, as do academic research institutions and government
research networks en.wikipedia.org. The breadth of client types (from giant pharma to NIH-funded
academic trials) illustrates the platform’s flexibility.

¢ Global Reach: Medidata serves trials conducted in over 140 countries, with a physical presence in
North America, Europe, and Asia. It is headquartered in New York City but maintains offices in
numerous locations including London, Diisseldorf, Tokyo, Beijing, Shanghai, Seoul, and more
en.wikipedia.org en.wikipedia.org. This global footprint has enabled Medidata to support multi-
national trials with local support and ensure compliance with regional regulations (such as GDPR in
Europe, local data hosting requirements, etc.). The platform’s multi-language capabilities for eCOA
and user interface make it usable by site personnel around the world.

¢ Partnerships and CRO Ecosystem: Medidata has cultivated a broad partner network. Over 65
CROs and service providers have been accredited in Medidata's technology as of the 2010s
fiercebiotech.com fiercebiotech.com (and likely even more by 2025). This includes virtually all the
top-tier CROs (IQVIA, Labcorp, Syneos, Parexel, PPD/Thermo Fisher, ICON, etc.) as well as many
specialized niche CROs. These partners often promote their Medidata capabilities as a selling point,
knowing sponsors frequently request Rave for their studies. Medidata also partners with technology
providers - for instance, it has integrations with electronic health record systems through its Health
Record Connect module, and partnerships with sensor/device companies via Sensor Cloud
medidata.com medidata.com. In 2024, Medidata announced a partnership with Cogstate (a
neuroscience digital assessment firm) to enhance outcomes measurement in CNS trials
medidata.com. Such partnerships extend Medidata's reach into specific therapeutic or technological
domains.

¢ Industry Recognition: Medidata’'s market leadership is reflected in analyst evaluations. In 2024,
Everest Group released its first-ever PEAK Matrix assessments for clinical trial products. Medidata
was ranked as a Leader in CTMS, EDC, and Decentralized Trial categories - in fact, Medidata was
the only vendor to achieve Leader status across all three, highlighting its comprehensive strength
medidata.com. The Everest report noted that Rave CTMS leads the industry by enabling seamless,
real-time data flow (patient enrollment, etc.) that accelerates decisions and trial timelines
medidata.com. Similarly, an Everest assessment of EDC platforms recognized Medidata Rave EDC as
a Leader, alongside very few competitors medidata.com. Medidata has also been consistently named
a leader by other analyst firms (e.g., IDC and Forrester) in eClinical or data management categories,
reinforcing its strong reputation.
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e Adoption Trends: In recent years, Medidata has seen growing adoption among mid-sized and
emerging biotech companies, not just big pharma. This is partly due to offerings like Rave Lite
(introduced in 2024) which provide a more cost-effective package of Rave EDC for early-phase
studies medidata.com. By lowering the barrier for smaller trials to use Rave, Medidata is capturing
the startup biotech segment that might have otherwise chosen more budget EDC solutions. The
trend toward decentralized trials (which accelerated during the pandemic) also benefited Medidata,
as many sponsors needed an established platform that could handle remote data capture —
Medidata’s quick deployment of myMedidata portal and virtual trial tools in 2020-2021 attracted
organizations needing those capabilities medidata.com medidata.com. Additionally, the integration of
Al and real-world data (via Medidata's Acorn Al division) appeals to sponsors aiming to leverage data
science in trial planning. These trends suggest Medidata is not only retaining legacy clients but also

attracting new adopters with its innovation.

Overall, Medidata's footprint in the clinical trial software market is substantial. A 2023 industry
webinar noted that “more than 1 million users across 2,100+ customers trust Medidata’s end-to-
end platform to improve patient experiences and accelerate clinical breakthroughs” xtalks.com.
This trust is built on years of proven performance — Rave EDC has been used for over 25 years
and is known as the most widely used EDC in the industry with 700,000+ certified site
users trained on it medidata.com medidata.com. With the backing of Dassault Systéemes and
continuous R&D investment, Medidata is poised to maintain and grow its market leadership in
the coming years.

Key Features and Capabilities

Rave EDC: Key Features

Medidata’s Rave EDC is often lauded as the "industry standard” for electronic data capture due
to its rich feature set and reliability ccrps.org. Below are some of the key features and strengths
of Rave EDC:

¢ Robust Electronic Data Capture and Management: At its core, Rave EDC provides a highly
configurable system to design electronic Case Report Forms (eCRFs) and capture clinical trial
data. Using a tool called Rave Architect, study builders can drag-and-drop fields, create visit
schedules, and program edit checks (data validation rules) without coding linkedin.com linkedin.com.
The system supports complex protocol requirements (e.g., derivations, conditional logic) and can
handle very large case report forms typical of late-phase trials. All data entered is timestamped and
audit-trailed to ensure compliance. Rave's query management functionality automatically flags
discrepancies or missing data based on preset rules; data managers can review these queries and
send them to sites for resolution within the system linkedin.com linkedin.com. This tight data
management loop ensures that data issues are caught early. Once all queries are resolved, Rave
facilitates a smooth database lock and export for statistical analysis.
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¢ Mid-Study Amendments with No Downtime: A standout capability of Rave EDC is the ability to
implement protocol amendments and mid-study changes without disrupting ongoing data entry. The
platform allows new fields or modified forms to be deployed while the study is live, and updated
eCRFs propagate to sites instantaneously once approved. There is “no downtime” required for most
mid-study updates, unlike some legacy EDC systems which would require halting data entry for days
medidata.com. Users have testified that Rave can apply global changes (such as adding a new
patient visit for thousands of patients) within hours of approval, which provides immense agility in
trials medidata.com. This is critical in adaptive trials or when dealing with protocol amendments

mandated by regulators.

e User Experience and Site Adoption: Rave EDC has been used by hundreds of thousands of site
users globally, developing a reputation for a user-friendly interface at sites. Investigators and study
coordinators benefit from features like single sign-on (one login for all studies they participate in on
the platform) and on-demand training modules, which lower the learning curve medidata.com.
Medidata has a certification program for site users, and over 700,000 site personnel have been
trained and certified on Rave EDC, contributing to high adoption and satisfaction medidata.com.
The data entry screens are web-based and intuitive, and the system supports multiple languages for
international trials. This familiarity means that when a new trial launches on Rave, many site staff
require minimal training because they've likely used it before on other studies — an often-cited
advantage for Medidata in site surveys.

¢ Performance and Scalability: Rave is proven to handle trials of all sizes — from small single-site
studies to global mega-trials with tens of thousands of patients. The platform’s cloud infrastructure
(Medidata runs on a single-instance multi-tenant architecture) ensures that performance is stable
even as data volume grows medidata.com medidata.com. Sponsors can extract real-time data at
any time; Rave allows exporting the entire study dataset on demand or via APIs without impacting
performance medidata.com. The system also supports all data types commonly encountered in
trials: numeric lab results, text narratives, date/time stamps, images (through Rave Imaging), ECG
traces, etc. Through API integration, external data (like central lab data or EHR data) can be pushed
into Rave, and conversely, data from Rave can flow into other systems, making it a hub for all study
data medidata.com. This level of scalability and openness is a key feature that enterprise customers
leverage.

e Data Quality and Integrity: Ensuring high-quality data is a core function of Rave EDC. It provides
advanced edit checks and validation rules that can be configured to fire at point of entry (hard and
soft checks). Rave also supports custom data review workflows — for example, central data managers
can review and electronically sign off on each patient’s casebook within the system. The audit trail
tracks every data change, who made it, and why (with electronic signatures for any regulatory
relevant actions), supporting full 21 CFR Part 11 compliance ccrps.org. Rave EDC also has an
integrated medical coding module (Coder+) to ensure consistency in coding adverse events and
medications; it can auto-suggest codes via Al to speed up the process medidata.com. Additionally,
Medidata has introduced Al-driven tools like “Al-powered enrollment forecasting” within Rave,
which can predict enrollment curves based on historical data ccrps.org. This helps teams proactively
manage enrollment and site performance. There are also centralized monitoring features — data
from Rave can be fed into Medidata’s monitoring analytics (to drive risk-based monitoring decisions)
without needing external data warehouses ccrps.org.
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¢ Reliability and Security: As a mature platform, Rave EDC has a strong track record for system
uptime and data security. Sponsors consider it highly reliable — downtime is extremely rare and
usually limited to scheduled maintenance windows. The system provides role-based access control,
so each user sees only the data they are authorized to (e.g., investigators only see their site's
patients, while a study manager sees all sites). All data is encrypted in transit and at rest; Medidata
complies with stringent security standards and regulatory guidelines globally (21 CFR Part 11, EU
Annex 11, HIPAA for patient data, GDPR for EU data, etc.) ccrps.org ccrps.org. Medidata's
infrastructure includes disaster recovery, validated back-ups, and redundant data centers to protect
trial data. Given that regulators now routinely inspect EDC systems during audits, Medidata provides
validation documentation and facilitates sponsor audits of its system, which is a valued service
feature for compliance departments.

¢ Integration with Other Trial Functions: A final key feature of Rave EDC is how it integrates or
"extends” into other trial functions. We've touched on some of these: Randomization (RTSM) is
unified such that from a site user’s perspective, randomizing a patient and entering data happen in
one interface fiercebiotech.com. Electronic patient data like ePRO/eCOA collected via mobile apps
flow directly into the Rave EDC database in real time medidata.com, eliminating separate
reconciliation steps. The Rave Companion app allows site staff to pull clinical data from electronic
health records (EHRs) into Rave forms, which reduces manual transcription (this was highlighted in a
recent Medidata webcast as a means to accelerate EHR-to-EDC data entry) medidata.com.
Moreover, Rave EDC streams data into Medidata Clinical Data Studio for advanced cleaning,
transformation, and Risk-Based Quality Management (RBQM) analyses medidata.com. In effect,
Rave EDC is not just a data capture tool but the nerve center of an eClinical ecosystem, ensuring that
upstream (data capture) and downstream (data analysis, monitoring) processes are all connected.

Rave EDC's combination of efficiency, flexibility, and industry acceptance makes it a default
choice for many. As one user summarized: “The best qualities of Rave EDC are how user-friendly
it is for the sites to enter data, how query management is very efficient, and the ease of getting
the data out.” medidata.com This blend of site usability and powerful data management under
the hood has set Rave apart from competing EDC systems.

Medidata CTMS: Key Features

Medidata Rave CTMS is a newer addition to the Medidata suite (compared to Rave EDC) but has
rapidly matured into a full-featured CTMS designed for overseeing study operations and site
management. Key features and benefits of Medidata CTMS include:
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¢ Unified Trial Oversight: At its heart, Medidata CTMS provides a central hub for tracking all
operational aspects of a trial - from start-up to close-out — in one system medidata.com. It allows
users to plan and monitor study milestones (like First Patient In, interim analysis dates), country
and site progress (activations, enrollments), and deliverables (e.g., data entry status, monitoring
reports). The CTMS is transactional and real-time, meaning as data updates (either entered by
users or coming from EDC/eTMF), dashboards and reports are immediately refreshed medidata.com.
This gives sponsors instant visibility into study health. For example, a project manager can see
enrollment curves and screen failure rates at each site, updated to the last patient entered in Rave
EDC medidata.com. This unified oversight replaces the need for multiple spreadsheets and ensures
everyone is looking at the same up-to-date information.

¢ Integration with EDC and eTMF: A defining feature of Medidata CTMS is its tight integration with
Rave EDC and Medidata eTMF. The Medidata Platform automates data flow such that key metrics
and documents do not require duplicate entry medidata.com medidata.com. For instance, when a
patient is enrolled and a visit completed in Rave EDC, that visit can trigger updates in CTMS (e.g.,
counting towards site enrollment targets). When a monitor completes a monitoring visit report in
CTMS, that report document is automatically pushed to the eTMF with proper indexing
medidata.com. If a site document (like IRB approval) is uploaded to CTMS, it also populates the eTMF
and can even inform site activation status in CTMS. This “enter once, use everywhere" approach
dramatically reduces manual reconciliation and ensures that trial master file documentation is always
contemporaneous with trial status medidata.com. According to Medidata, this eliminates the need for
separate tracking of site status and separate TMF filing, since CTMS becomes the one-stop for both
tracking and document management medidata.com.

e Startup and Activation Workflows: Medidata CTMS has specialized functionality for study startup.
It allows users to define country and site activation checklists - i.e., what documents and tasks
are required to activate each site. These can include ethics approvals, contracts, training, etc.,
customizable per study. CTMS then tracks each item'’s status and dates. A “closed-loop system”
links CTMS with eTMF for startup: as an example, when a site's regulatory documents are all marked
complete, CTMS can flag that site as ready for activation medidata.com medidata.com. This helps
teams identify and reduce avoidable startup delays by keeping all requirements transparent in one
place medidata.com. Many sponsors currently track startup via Excel spreadsheets; CTMS replaces
that with automated tracking and notifications, which can shorten the time to site initiation and first
patient enroliment.
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from the leading Al expert Adrien Laurent

¢ Monitoring and Issue Management: For clinical research associates (CRAs) and trial monitors,
Medidata CTMS offers an optimized monitoring workspace. Monitors can schedule site visits,
generate monitoring visit reports (MVRs) in the system, log issues found at sites, and assign action
items to site staff or project team members medidata.com. The CTMS provides templates for reports
and follow-up letters, and it can auto-fill certain data (like site identifiers, patient IDs with queries,
etc. pulled from EDC) into the reports to save time medidata.com. All findings or issues recorded
during monitoring visits are tracked to resolution in CTMS, creating a full history of site performance.
Issues can be created from anywhere within the CTMS workspace - for example, a CRA reviewing
data might flag a protocol deviation as an issue and assign it to the site to address medidata.com.
This integration of issue management with day-to-day monitoring activities means nothing falls
through the cracks. Moreover, CTMS's linking with EDC means some issues (like data discrepancies)
can be directly associated with EDC data points, and their resolution (e.g., query resolution in Rave)
can automatically update the issue status. By digitizing monitoring logs and issue trackers, Medidata
CTMS contributes to Risk-Based Monitoring as well - it supports a paradigm where monitors focus
on the most critical issues and sites, guided by data-driven priority (this aligns with the Targeted
SDV and RBM approach Medidata promotes) medidata.com.

e Automation and Workflow Efficiency: Medidata CTMS emphasizes intelligent automation to
reduce manual work medidata.com. For instance, the system can send automated alerts and
reminders — if a site’s enroliment is dropping off, or if a milestone is approaching due date,
notifications can alert the team. It also automates site payments and budget tracking when
combined with the Grants Manager and Site Payments modules medidata.com medidata.com. CTMS
can track per-patient visit payments and, since it knows how many visits each site has completed via
EDC integration, it can trigger payment requests without separate reconciliation. Additionally, CTMS
provides visual dashboards and reports (often termed Visual Analytics) which aggregate data
across studies or within a study for quick insight medidata.com medidata.com. Users can see
enrollment graphs, monitor visit compliance charts, and other KPIs visually, which makes status
meetings more efficient. The focus on “Easy to Adopt” is highlighted by Medidata: the CTMS user
interface is straightforward and aligns with how clinical operations teams work, aiming to reduce
training needs medidata.com. By having intuitive dashboards for tasks, milestones, and issues in one
place, CTMS helps users stay on top of their responsibilities without toggling between systems or
spreadsheets medidata.com.

¢ Scalability and Cloud Delivery: Medidata CTMS is delivered as a cloud-based Saa$S solution on the
same platform as Rave. It uses a single-instance, multi-tenant architecture which means every
customer is on a common codebase (with data partitioning for security) and benefits from regular
updates medidata.com. The system is designed to scale from small studies to portfolios of hundreds
of studies. A sponsor can roll out CTMS for one trial and later expand to all trials without needing
new infrastructure — it's inherently scalable and reliable in performance as they grow medidata.com
medidata.com. The cloud model also ensures that all users get the latest features automatically
during Medidata's periodic releases (while maintaining validation compliance). CTMS being SaaS
significantly reduces IT burden on companies; Medidata handles validation, backup, and
performance tuning. This scalability was one reason Catalyst Clinical Research (a CRO) chose
Medidata CTMS - they needed a system that would “grow with their organization” and support their
clients as they expanded, which Medidata could provide medidata.com.

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 14 of 32


https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Optimized%20Monitoring%20Expand
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=CTMS%20is%20tightly%20integrated%20with,data%20remains%20contemporaneous%20across%20applications
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Optimized%20Monitoring%20Expand
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Image%3A%20Risk
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=A%20rapidly%20evolving%20and%20complex,centric%20workflows%20that%20bridge%20applications
https://www.medidata.com/en/clinical-trial-products/clinical-data-management/edc-systems/#:~:text=,14
https://www.medidata.com/en/clinical-trial-products/clinical-data-management/edc-systems/#:~:text=
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Powerful%2C%20Visual%20Analytics
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Efficiently%20manage%20the%20entire%20study,single%20visualization%2C%20report%2C%20or%20dashboard
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Image
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Easy%20to%20Adopt
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Scalable%20and%20Reliable
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Scalable%20and%20Reliable
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Built%20on%20a%20cloud,your%20existing%20technology%20and%20workflows
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Image
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=medidata-ctms-and-edc-comprehensive-clinical-software-analysis.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=medidata-ctms-and-edc-comprehensive-clinical-software-analysis.pdf

PO iniviontabs - [ntitiontabe - Custom Al Software Devclopmen Medidata CTMS and EDC: Comprehensive Clinical Software Analysis

from the leading Al expert Adrien Laurent

¢ Advanced Analytics and Reporting: Medidata CTMS includes powerful analytics capabilities to help
glean insights from operational data. The CTMS Visual Analytics feature lets users create custom
visualizations and dashboards by combining data fields (for example, merging CTMS data with
external data if needed) medidata.com medidata.com. Operational reports such as enrollment
forecasts, site productivity rankings, and query resolution times can be generated to identify
bottlenecks. Because CTMS can draw data from any EDC (not only Rave; it can integrate with third-
party EDC too if configured), it serves as a central reporting layer for all trial operations
medidata.com. This is valuable for CROs who might manage studies on different EDC systems — they
can still consolidate operational reporting in Medidata CTMS. Additionally, the system’s data-driven
decision support is evident in features like: highlighting underperforming sites (so they can be
closed or given support), flagging countries that are exceeding enrollment targets (so recruitment
can be rebalanced), and tracking data entry lag times from sites (to plan onsite visits or calls). By
providing these insights, CTMS assists managers in making informed decisions quickly.

¢ Quality and Compliance: Medidata CTMS helps maintain GCP and regulatory compliance in trial
conduct. The system maintains an audit trail of operational actions — e.g., when a milestone date is
changed or when a document is approved, it's logged. It supports 21 CFR Part 11 compliance for
electronic records in that it requires appropriate electronic signatures for certain approvals (like
monitor sign-off on visit reports). Through integration with eTMF, it ensures that the Trial Master File
is contemporaneous, which is a key aspect of compliance (inspectors often check that
documentation is up to date during a trial, not just finalized at the end). CTMS also supports
regulatory compliance tracking - for instance, tracking expiry of ethics approvals or due dates for
safety report submissions, ensuring nothing is missed. All these features contribute to a “quality by
design” approach in trial operations, where the system architecture itself enforces consistency and
oversight.

In summary, Medidata Rave CTMS brings the same philosophy of integration and data-driven
efficiency to trial operations as Rave EDC does to data management. Its key strengths lie in
automating what were previously labor-intensive tasks (like tracking site status, compiling
monitoring reports, reconciling documents) and giving teams real-time visibility. The tight link
with Rave EDC (and the broader platform) means CTMS isn't an isolated tool — it's part of a
unified workflow from patient data collection to trial oversight. This unified approach was
recognized by Everest Group in 2024, which named Medidata CTMS the highest positioned
Leader among CTMS products, citing its “seamless, real-time patient data outputs that
transform enrollment tracking and enable faster, data-driven decisions” medidata.com.
Ultimately, the feature set of Medidata CTMS is geared toward speeding up trials and
improving efficiency for sponsors and CROs, by breaking down silos between different trial
management activities and focusing users on what matters most at any given time
medidata.com.

Recent Innovations and Product Updates

Medidata has continually updated its platform to incorporate new innovations, especially in
response to industry trends like decentralization, patient-centric trials, and artificial intelligence.
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from the leading Al expert Adrien Laurent

Some of the latest product updates and roadmap highlights include:

e Decentralized Clinical Trials (DCT) Capabilities: In the 2020-2021 timeframe, Medidata made a
strong push into supporting virtual and hybrid trials. The launch of myMedidata in 2020 created a
unified participant portal for activities such as eConsent, ePRO (electronic patient-reported
outcomes), telehealth visits, and even virtual enrollment medidata.com. By mid-2021, Medidata
announced it was the first to offer an end-to-end unified platform for DCTs, integrating eConsent,
eCOA, wearable sensor data ingestion (Sensor Cloud), and remote monitoring into its Rave platform
medidata.com. This means sponsors can design trials with minimal in-person visits and still use
Medidata to capture data and monitor progress. The importance of this was underscored during
COVID-19 when lockdowns forced sponsors to adopt remote methods — Medidata helped many trials
pivot to decentralized approaches by offering virtual visit functionality and remote data capture tools
(e.g., eDiaries, home health nurse integrations). The introduction of Medidata Patient Cloud -
Sensor Cloud in late 2021 allows streaming and analysis of data from wearable sensors (like activity
trackers, continuous ECG monitors, etc.) medidata.com. With Sensor Cloud, Medidata provides
common data models and algorithms for sensor data, making it easier to incorporate these novel
endpoints into trials. These innovations place Medidata at the forefront of the decentralized trial
movement, as the platform can now handle traditional site data and modern digital health data side
by side.

¢ Al and Advanced Analytics: Recognizing the value of the vast data it hosts (over 10 million patient
records), Medidata has invested in Al-driven solutions under the banner of Medidata Al (Acorn
Al). Launched in 2019, Medidata Al leverages historical trial data to deliver insights such as
predictive analytics for trial design and execution medidata.com. One flagship offering is the
Synthetic Control Arm (SCA), which uses historical clinical data to create an external control group
for single-arm trials, potentially reducing the need for placebo patients. In 2020, an oncology biotech
was allowed by FDA to use a hybrid external control with Medidata’s Synthetic Control data — a
landmark regulatory acceptance of this approach medidata.com. Additionally, Medidata’s Intelligent
Trials analytics provides real-time operational benchmarks (e.g., how a current trial’s enroliment or
data entry speed compares to similar trials in the past) to help adjust plans xtalks.com. In late 2024,
Medidata's CTO announced that “in 2025, Medidata will embed Al-driven insights within study
planning and execution solutions”, enabling simulation of trial designs and process optimizations
using Al medidata.com. This indicates a roadmap where features like Al-based trial feasibility
(predicting optimal sites/countries), Al-assisted protocol design (identifying overly burdensome
endpoints or enrollment criteria), and maybe even Al chatbot support for patients or site queries
could become part of the platform. The focus is on using machine learning to reshape how
organizations design, plan, and manage trials for greater efficiency medidata.com.

¢ Medidata Clinical Data Studio: Rolled out globally in June 2024, Clinical Data Studio is a new
solution aimed at data engineers and managers for data integration, standardization, and
cleaning medidata.com. It acts as a centralized pipeline where data from Rave EDC, lab systems,
central readers, etc., can be brought together, reconciled, and prepared for analysis. It includes
embedded Al and smart analytics for detecting data anomalies. Clinical Data Studio simplifies what
used to require multiple tools (ETL processes, separate review databases) into one environment. By
offering this, Medidata is moving further upstream into data warehousing and management, meaning
sponsors can potentially use the Medidata platform not just for capture but for the entire journey of
data until it's in a statistical dataset. This is particularly useful for large trials or programs where data
from many sources must be combined (e.g., phase IV studies or real-world data extensions).
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from the leading Al expert Adrien Laurent

¢ Rave Lite: Introduced in October 2024, Rave Lite is an extension of Rave EDC specifically tailored
for Phase | and Phase IV studies medidata.com. These types of studies often have different needs:
Phase | (early, small trials, often in healthy volunteers) and Phase IV (post-marketing studies,
possibly non-interventional). Rave Lite offers the core data capture and management capabilities of
Rave EDC but in a “cost-effective and focused” package medidata.com medidata.com. Medidata
likely streamlined some features to reduce complexity and cost — for example, Phase | units might
not need complex randomization or extensive mid-study change handling, so Rave Lite can be
optimized for quick setups and rapid data entry. The pricing model for Rave Lite is scaled to be
attractive for smaller studies; Medidata described it as a tailored pricing model that scales according
to needs, reducing unnecessary complexities for these scenarios medidata.com. By offering Rave
Lite, Medidata is trying to prevent smaller trials from going to competing EDCs (some of which target
this segment) by giving them a right-sized solution within the Rave family. It also helps Phase | CROs
or sites that do many early trials to use Rave without the full enterprise overhead.

e Patient Payments: In September 2024, Medidata launched a Patient Payments module
medidata.com. This solution addresses a common logistical issue in trials: reimbursing patients for
their time and expenses. Historically, reimbursements were handled outside core systems, often
causing delays or inconvenience to patients. Medidata Patient Payments integrates with Rave (and
CTMS) to track patient visit completion and trigger stipend payments. It provides patients a "worry-
free payment experience” (likely via direct deposit or loaded debit cards) medidata.com. This not
only improves patient satisfaction and retention but also reduces administrative burden on sites and
sponsors who otherwise manage payments manually. It's part of Medidata's broader effort to
enhance patient-centricity by recognizing and smoothing pain points in trial participation.

¢ Enhanced Ul/UX and Platform Unification: Over the last two years, Medidata has been working on
unifying the user experience across its applications. The goal is that a user moving from CTMS to
EDC to eTMF sees a consistent interface and can navigate seamlessly. Medidata has introduced
single sign-on across all products and a common navigation header (the Medidata Platform
interface). Features like unified login and task lists now allow, for example, a study manager to log
in and see both data queries (EDC tasks) and site issues (CTMS tasks) in one dashboard if they have
both roles. This unified experience is an innovation in how eClinical suites operate — traditionally,
even if one vendor had multiple apps, they often felt separate. Medidata is blurring those lines to
increase efficiency. Additionally, they have been modernizing the Ul technology stack to be more
responsive and dynamic (for instance, moving towards HTML5 and React-based interfaces for better
performance). This continuous Ul refresh is often subtle but important for usability.

e Enterprise Platform Integration (Dassault 3DEXPERIENCE): As part of Dassault Systémes,
Medidata is exploring integration with Dassault's broader 3DEXPERIENCE platform. While this is
more of a long-term roadmap item, the vision is a “Scientific and Business platform from research to
commercialization” xtalks.com. This could mean linking clinical development data (from Medidata)
with earlier-stage research data (laboratory data, compound design) or later-stage commercial data
(manufacturing, post-marketing feedback). There have been some pilot efforts, for example,
connecting Medidata's trial data with BIOVIA (Dassault's lab and discovery software) or using
Dassault’s analytics on Medidata’s data. For now, these integrations are not mainstream, but
Dassault’s influence ensures that Medidata's roadmap aligns with a more connected life sciences
data continuum. It's reasonable to expect that in coming years, sponsors might benefit from
capabilities like using trial simulation tools from Dassault directly with Medidata data or feeding trial
outcomes back into earlier R&D models.
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¢ Recognition & Awards: Medidata's pace of innovation has also earned it industry accolades
recently. In early 2024, Medidata won the inaugural SCOPE (Summit for Clinical Ops Executives) Site
Innovation Award for work in improving site efficiency medidata.com. This likely was related to its
tools that make life easier for investigational sites (e.g., Rave Companion for auto-filling EHR data, or
remote monitoring tools implemented during COVID). Such awards highlight the practical impact of
Medidata’'s new features on the daily workflows of trial stakeholders.

In conclusion, Medidata’s recent developments show a clear focus on patient engagement, Al,
and platform breadth. The company is addressing the evolving needs of trials: making them
more patient-friendly (through myMedidata and payments), more adaptive and data-driven
(through Al insights and simulation), and easier to manage end-to-end (through unified platform
tools like Clinical Data Studio and deeper integrations). With these innovations, Medidata is not
resting on its laurels; it's actively extending its platform to remain state-of-the-art in the face of
new competition and rapidly changing trial paradigms. For users, this means adopting Medidata
brings not just current capabilities but also the promise of cutting-edge features as trials move
toward more virtual, data-rich, and patient-centric models.

Client Base and Examples

Medidata’s client base is broad and spans the entire spectrum of life sciences organizations.
Below we outline the types of clients using Medidata, with examples, and how they typically
leverage the platform:

¢ Global Pharmaceutical Companies: Virtually all of the top pharma companies use Medidata in
some capacity. Public data indicates 18 of the top 25 pharmas are customers en.wikipedia.org. These
include giants like Johnson & Johnson, AstraZeneca, GlaxoSmithKline, Novartis, Pfizer, Roche,
Merck and others. Large pharmas often have enterprise licenses, using Medidata Rave EDC as their
default data capture system across all trials globally. For example, AstraZeneca has used Medidata
for trial data management, and Roche made Medidata Rave its enterprise-wide EDC solution
appliedclinicaltrialsonline.com, migrating studies from legacy systems to Rave to harmonize data
management. Large companies use not only EDC but also frequently adopt Medidata’'s CTMS, eTMF,
and analytics to standardize operations worldwide. They benefit from Medidata's scalability —
supporting hundreds of concurrent studies and users — and the ability to mine accumulated data for
insights. These companies also often participate in Medidata's user groups and have input into
product direction.
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¢ Mid-Size and Emerging Biotech/Pharma: Many smaller and mid-tier biotech firms (say with 1-5
compounds in development) are Medidata clients. They may not have the volume of trials to justify
an enterprise license, but they often access Medidata through CRO partnerships or via the Medidata
Cloud on a per-study basis. Examples include companies like Moderna (which, even as a then-
emerging biotech in 2020, used Medidata for its critical vaccine trials) medidata.com, or Ono
Pharmaceutical (a mid-sized Japanese pharma that chose Medidata Rave EDC for its trials)
fiercebiotech.com. For these clients, using Medidata provides credibility and robustness that is
important for partnering with bigger pharma or for regulatory scrutiny. It also allows them to easily
collaborate with CROs (since many CROs prefer Medidata, the sponsor’s choice to use Rave makes
alignment easier). Medidata’s introduction of offerings like Rave Lite is directly targeting this
segment, to provide right-sized packages. Biotech clients often highlight that having their trial on
Medidata Rave helps when discussing data with regulators or potential commercialization partners,
given Rave's acceptance in the industry.

e Contract Research Organizations (CROs): CROs are a critical client group for Medidata, both as
channel partners and direct users. All leading CROs (IQVIA, Parexel, Syneos, Labcorp Drug
Development (formerly Covance), ICON, PPD, etc.) have teams trained on Medidata. Many are part of
the Medidata Services Partner program, meaning they can independently set up and manage trials
on Medidata for sponsors fiercebiotech.com. CROs use Rave EDC extensively - for instance, Parexel
has had over 700 studies on Rave and trains its data managers on the system as a standard skill.
CROs also utilize Medidata CTMS to manage trials they run for multiple sponsors, consolidating
operational info in one system. Labcorp and ICON have publicly referenced using Medidata's study-
conduct tools to improve trial delivery. Even regional CROs (e.g., in Asia-Pacific, Latin America) have
adopted Rave to stay competitive, since sponsors often list experience with Rave as a requirement
when choosing a CRO ccrps.org. The reason CROs invest in Medidata is to *“gain a competitive edge
that only Medidata can enable to adapt, respond, and outperform in any trial environment,” as
Medidata’'s partner page notes for CROs medidata.com. Essentially, CROs see Medidata as a way to
offer sponsors faster study builds, more efficient monitoring, and integration across data sources -
all of which can differentiate their service. A notable example: CROS NT (an European CRO)
extended its partnership with Medidata and formed a dedicated “RaveX" team to support studies on
Rave appliedclinicaltrialsonline.com, underlining how CROs build capabilities around the software.

¢ Medical Device and Diagnostics Firms: Medidata’s client list also includes device and diagnostics
companies who run clinical studies for FDA or CE mark approvals. Companies like Medtronic and BD
(Becton Dickinson) have utilized Rave for clinical data management in device trials. Device trials
may have slightly different needs (like capturing imaging data for devices or integrating with device
telemetry), which Medidata can support via modules like Rave Imaging and Sensor Cloud. Having a
unified platform is valuable for device companies that may run many small studies across different
geographies.
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e Academic Research Institutions and Consortia: Academic medical centers and cooperative groups
(like cancer research groups) also use Medidata for investigator-initiated trials. For instance, Cancer
Research UK and certain NIH networks have been cited as Medidata users en.wikipedia.org. These
clients often get Medidata through grant-funded programs or discounted academic programs. While
some academic groups use open-source EDC like REDCap for smaller trials, for large-scale multi-
center trials they turn to Medidata for the robustness and support. An example is the National
Institutes of Health (NIH), where certain networks (like the NIH StrokeNet) have used Medidata
Rave for their multi-center trials to ensure data quality and regulatory compliance. The advantage for
academic groups is that sponsors or regulatory bodies are comfortable with Medidata’s audit trail
and security, smoothing the path for eventual data submissions.

¢ Therapeutic Area Specialists: Some clients are specialty CROs or pharma companies focusing on
specific therapeutic areas who choose Medidata for relevant capabilities. For instance, companies
focused on oncology value Medidata’s support for complex trials with imaging and adaptive designs.
The platform'’s ability to integrate imaging (through Rave Imaging) and manage adjudication of
endpoints (via the Adjudicate module) is appealing. Neuroscience-focused groups might leverage
Medidata’'s partnership with Cogstate for cognitive assessments medidata.com. Vaccine researchers
appreciated the Sensor Cloud for tracking sensor data (like temperature or movement as proxies for
health). Thus, Medidata's broad functionality allows it to cater to niche requirements of different
therapy areas, which in turn attracts clients in those niches.

¢ Notable Client Achievements: A few real examples highlight how clients use Medidata to achieve
operational success:

e Moderna: As mentioned, Moderna's rapid COVID-19 vaccine trial in 2020 was supported by
Medidata’s platform. The ability to enroll 30,000 participants and manage over one hundred million
data points in a matter of months was a stress test that Medidata passed medidata.com. Moderna
credited the “innovative and scalable cloud platform” for allowing them to move with unprecedented
speed medidata.com.

e Jazz Pharmaceuticals: A director at Jazz Pharmaceuticals noted that Rave EDC's user-friendly
interface and efficient query management were key qualities, enabling their teams to clean data
faster and get to database lock without issues medidata.com.

e Roche: After adopting Medidata Rave, Roche was able to globally harmonize its data capture and
reportedly saw improvements in data consistency and the ability to do cross-trial analytics because
all trials were on a single platform en.wikipedia.org.

e Enterin (Biotech): By using Medidata CTMS, Enterin’s “resource-constrained team” improved their
workflows and worked more effectively, as they could automate many tracking tasks and focus on
critical issues medidata.com.

e Catalyst (CRO): Catalyst Clinical Research used Medidata CTMS's scalability to support their
growth; after implementing it, they noted improved productivity and client service because they
could onboard more studies without process breakdowns medidata.com.

In essence, Medidata's clients span from the largest pharma companies conducting hundreds of
trials a year, to small startups doing their first trial (often via a CRO). The common thread is that
these organizations view Medidata's software as a way to ensure high-quality data,
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operational efficiency, and compliance. Many client relationships with Medidata are long-
term; for example, it's not uncommon that a pharma will stick with Rave EDC across decades of
trials because switching costs are high and the system meets their needs. The acquisition by
Dassault has not visibly diminished client support — on the contrary, Medidata continues to be
“the leading provider of clinical trial solutions to the life sciences industry”, as a 2024 press
release emphasized medidata.com. With endorsements from top companies and a widespread
trained user base, Medidata's client ecosystem is both extensive and deeply engaged
(evidenced by strong community events like Medidata NEXT conferences and user groups).

Competitor Landscape and Comparison

Medidata operates in a competitive landscape of eClinical software, particularly for EDC and
CTMS solutions. Major competitors include Veeva Systems, Oracle Life Sciences, IBM Watson
Health (Clinical Development), and several niche or emerging providers. Below is a
comparative analysis of Medidata’s offerings versus key competitors, focusing on features,
usability, deployment, and other factors.

1. Veeva Systems (Vault Clinical Suite): Veeva is a prominent cloud software provider in life
sciences, known for its Vault platform. It offers Vault EDC, Vault CTMS, and Vault eTMF as part
of an integrated clinical suite. Veeva's competitive edge lies in its unified content and data model
— much like Medidata, it strives to connect clinical operations and data management. Features:
Veeva Vault CTMS provides end-to-end trial management, with strong integration to Vault eTMF
and Vault EDC, enabling seamless data flow between regulatory documents, trial tracking, and
data capture cereblis.com cereblis.com. It has robust global study management tools and real-
time reporting dashboards for KPIs like enroliment and site performance cereblis.com
cereblis.com. Veeva's EDC, launched later (circa 2017), emphasizes ease of use with drag-and-
drop study build and quick edit-check deployment linkedin.com. A unique aspect is how Vault
EDC and CTMS are natively part of the same Vault platform as Veeva's industry-leading eTMF,
meaning documents and data share a common repository. Usability: Veeva is often praised for a
modern, intuitive Ul. Its cloud-native design gives it a smooth, web-like feel that new users find
approachable linkedin.com. Compared to Rave, which has a powerful but older interface, Veeva's
interface is sometimes seen as more “user-friendly... with a smoother learning curve” for
beginners linkedin.com. Especially for organizations already using Veeva for eTMF or regulatory,
adding CTMS/EDC in the same ecosystem feels cohesive. However, Veeva's comprehensive
feature set can be overwhelming, and some users note that learning to configure its many
modules still requires training cereblis.com cereblis.com. Deployment: Veeva is purely a multi-
tenant cloud SaaS - all customers are on the Vault platform accessed via web. There is no on-
premise option. This cloud model is similar to Medidata's, ensuring all clients get updates
simultaneously and integration between modules works out-of-the-box. Pricing: Veeva is
considered a premium-priced option, comparable to Medidata cereblis.com. Pricing is
subscription-based and typically negotiated per study or enterprise license. Industry sources
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often mention that Veeva's costs reflect its comprehensive capabilities, and it tends to be on the
higher end (especially if multiple Vault modules are used) cereblis.com cereblis.com.

2. Oracle Health Sciences: Oracle has a long history in clinical trial software. Historically,
Oracle Clinical (and Oracle RDC for EDC) and Siebel CTMS were widely used legacy systems.
In recent years, Oracle has introduced Oracle Clinical One, a new cloud platform aiming to unify
EDC, randomization, and trial management. Features: Oracle's CTMS (often referring to Siebel
CTMS in many companies) is known for being very feature-rich and customizable, supporting
global trials with extensive configurability for different trial workflows cereblis.com cereblis.com.
It offers strong reporting and analytics, and integrates with Oracle's safety system and data
warehouse if a company is an Oracle shop cereblis.com. Oracle’s new Clinical One EDC, as per
reports, unifies randomization, supply, and data capture, allowing real-time access to subject
data and supports mid-study updates with zero downtime, similar to Rave ccrps.org ccrps.org.
Oracle emphasizes integration via API layers in Clinical One, meaning it can hook into lab
systems and other tools readily ccrps.org ccrps.org. Usability: Oracle’s legacy CTMS interface
(Siebel) has a reputation for being complex and not very intuitive cereblis.com cereblis.com. It
often requires more user training and even technical expertise to configure. The flexibility comes
at the cost of a steeper learning curve and a dated Ul. Oracle's newer interfaces (Clinical One)
are more modern web Uls, which likely improve usability, but Oracle is still catching up to the
more contemporary design philosophy that Medidata and Veeva have. Users unfamiliar with
Oracle's ecosystem may find it less user-friendly initially cereblis.com. That said, Oracle CTMS is
powerful — large organizations have used it to manage global operations, and many CROs built
entire processes around it. Deployment: Oracle offers both on-premise (for legacy systems)
and cloud options. Siebel CTMS could be hosted on-premise or via private cloud. Clinical One is
offered as a cloud service (Oracle Cloud). Oracle's flexibility in deployment can appeal to
companies who need on-site installations due to internal policies (something Medidata and
Veeva don't offer), though the trend is towards Oracle’s cloud solutions now. Pricing: Oracle's
pricing is generally competitive with other leading platforms. It often depends on the scope
(number of users, sites, etc.). Oracle historically might have been slightly cheaper per trial than
Medidata in some scenarios, but with Clinical One’s new capabilities, Oracle positions it similarly
as an enterprise solution. Sources indicate Oracle’s pricing is “competitive for large
organizations”, suggesting that big companies might get volume deals that bring cost per study
down close to Medidata's range cereblis.com cereblis.com. For smaller companies, Oracle is not
usually considered a budget option either, as it still requires significant configuration effort.

3. IBM Clinical Development: IBM offers IBM Clinical Development (ICD), formerly known as
eClinicalOS (from an acquisition of Merge Healthcare's platform). It is a cloud-based solution
primarily for EDC with some CTMS-like capabilities. Features: IBM Clinical Development is
marketed as an all-in-one platform that includes EDC, ePRO, medical coding, and even a
reporting module. A notable feature is its use of Al for data discrepancy detection - IBM has
added Watson Al tech to identify data anomalies or trends that might be missed, thus helping
with data cleaning ccrps.org ccrps.org. It also supports remote SDV (source data verification)
and has built-in eConsent and certain decentralized trial components ccrps.org ccrps.org.
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However, IBM's platform is not as expansive as Medidata's; for instance, it doesn't have a full
CTMS that rivals Rave CTMS in breadth. It is more EDC-centric, with add-ons. Usability: IBM's
interface is cloud-based and relatively user friendly, having been designed to appeal to a broad
user base including academic researchers. It's generally considered easier to use than older
systems like Oracle Clinical, and IBM has focused on a good user experience (simple form
builder, drag-and-drop elements). The system is also designed for scale — IBM touts it as ideal
for CROs managing “hundreds of sites”, indicating it can handle big studies too ccrps.org
ccrps.org. Since IBM's product isn't as widely used, there is less community feedback, but it's
seen as a solid, if not top-tier, option. Deployment: IBM Clinical Development is delivered as
SaaS on IBM's cloud. There's no on-premise version. IBM ensures compliance (21 CFR Part 11,
HIPAA, etc.) via their cloud. IBM's advantage is their experience in high-security, high-volume
data handling. For companies already using IBM for other systems, it can integrate with IBM's
analytics or cloud services. Pricing: IBM tends to position its solution as cost-effective,
especially for mid-size trials. While not “cheap”, it sometimes undercuts Medidata/Veeva in bids,
particularly for clients looking for a unified EDC with some CTMS features but not needing the
full power of Medidata. IBM likely offers subscription pricing with tiers based on usage. Without
public figures, one can say it's an enterprise-level SaaS pricing model, often competitive in
scenarios where Medidata or Veeva might be considered too large or costly. IBM's value
proposition is getting a strong EDC plus some integrated tools at a potentially lower total cost
than assembling multiple systems (but at the trade-off of fewer advanced features than
Medidata).

4. Other Notable Competitors: There are several other competitors worth mentioning:

e MasterControl Clinical Excellence: MasterControl, known for quality management systems, offers a
CTMS that is user-friendly and strong in document management cereblis.com cereblis.com. It is
often used by mid-sized firms requiring a combined eTMF/CTMS. MasterControl's CTMS has
competitive pricing and an intuitive interface cereblis.com cereblis.com, though it may not have the
advanced data integrations of Medidata.

e Clario (formerly ERT/Bioclinica): Clario provides eCOA, cardiac safety, and imaging services, and it
also has CTMS/eTMF capabilities (stemming from the Bioclinica CTMS). Clario's CTMS is typically
used in conjunction with their specialized services. They emphasize seamless integration with eTMF
and Microsoft tools pharmainsider.medium.com pharmainsider.medium.com. Clario might be chosen
by companies already using their imaging or ePRO services for convenience.

¢ Medrio and Castor EDC: These are cloud EDC systems popular for early-phase and simple studies.
Medrio offers a no-code EDC used in thousands of studies, often by small sponsors due to its lower
cost and ease of setup ccrps.org ccrps.org. Castor EDC similarly is known for quick study start-up
and is used by many academic and small biotech trials ccrps.org ccrps.org. However, these lack an
integrated CTMS; they sometimes integrate with third-party CTMS or are used standalone for data
capture.

e OpencClinica: An open-source EDC with a commercial offering. It's not a direct competitor for large
industry use (lacks a CTMS and full support), but some academic or low-budget trials may use
OpenClinica or its derivatives if cost is a major factor ccrps.org ccrps.org.
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¢ SimpleTrials and Cloudbyz: These are newer CTMS-focused vendors. Cloudbyz CTMS (built on

Salesforce) targets small to mid biotechs with cost-effective, flexible CTMS, emphasizing integration

and real-time analytics cereblis.com cereblis.com. SimpleTrials offers a cloud CTMS on a SaaS

model that's modular and relatively affordable. They compete on simplicity and cost, not breadth of

features.

The competitive landscape can be summarized in the following comparison table highlighting

Medidata versus some key competitors on crucial dimensions:

Vendor |
Product

Medidata
(Dassault) -
Rave EDC,
Rave CTMS

Veeva
Systems —
Vault EDC &
CTMS

Oracle -
Siebel CTMS
& Clinical One

Feature Highlights

Comprehensive end-to-end

platform (EDC, CTMS,
eTMF, RTSM, eCOA) with
seamless integration of
data and workflows.
Advanced analytics (Al-
driven insights, synthetic
controls) and proven at
massive scale (35k+ trials)
medidata.com ccrps.org.
Real-time data flow
between applications
eliminates manual tracking
medidata.com
medidata.com.

Unified Vault platform for
EDC, CTMS, eTMF;
seamless cross-module
data linking (e.g., auto-
update eTMF docs from
CTMS). Strong site
management & global trial
features, real-time
dashboards cereblis.com
cereblis.com. Drag-and-
drop study builds,
integrated eConsent/ePRO
available. Focus on
compliance and one-stop
solution for clinical
operations.

Very robust, feature-rich
CTMS (Siebel) with
extensive customization,
good for complex
workflows. Oracle Clinical
One platform now unifies
EDC, RTSM, and CTMS
features; supports mid-
study changes with no
downtime ccrps.org. Deep
integration with Oracle's
safety and analytics

systems. Strong global trial

support and flexible

Usability & Ul

Mature interface; highly
powerful but can be
complex for new users.
Widely familiar to sites
(700k+ trained users)
which eases adoption
medidata.com. Recent Ul
updates and unified
portal improve
experience, though full
feature set may require
steep learning for
advanced functions
cereblis.com
cereblis.com.

Modern, intuitive Ul with
consumer-grade feel.
Easier for beginners or
small teams to get
started (less coding
needed) linkedin.com.
Integrated modules
provide consistent
experience. However, the
breadth of features can
overwhelm some users
until trained cereblis.com
cereblis.com. Highly
regarded for good UX
among cloud systems.

Legacy interface (Siebel)
is powerful but not very
intuitive; can be clunky
and requires experienced
users cereblis.com. New
Clinical One Ul is
improved, but Oracle
lacks the widespread
"site-friendly”
reputation. High
configurability means
steeper learning curve
and admin effort
cereblis.com.

Deployment Model

Cloud-based (multi-
tenant SaaS). No on-
premise. Regular
updates for all users.
Highly scalable and
validated environment
medidata.com
medidata.com.

Cloud SaaS (multi-
tenant on Veeva Vault).
No on-prem. Frequent
releases across all
clients. Designed for
quick enablement
globally (web-based).

Available as Cloud
(Oracle Cloud for
Clinical One) or On-
Premise (Siebel CTMS
for those still using it).
Many large pharmas
hosted Siebel
internally. Oracle now
pushes cloud
deployment for new
clients cereblis.com.

Pricing Tier

Premium Enterprise —
Subscription/license pricing
reflecting comprehensive
capabilities cereblis.com.
Typically higher cost, best
suited for large portfolios
or critical trials (high ROI).

Premium Enterprise —
Subscription; generally top-
tier pricing similar to
Medidata cereblis.com.
Often sold as part of
broader Vault package.
Higher cost justified by
integration and ease-of-
use; tends to be used by
mid-to-large sponsors.

Enterprise (Competitive)
— Subscription pricing
comparable to peers
cereblis.com. Oracle often
negotiates deals for large
enterprises; total cost can
be competitive, especially if
bundling with other Oracle
products. Not typically a
low-cost option for small
companies.
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Vendor P - Al q
/ Feature Highlights Usability & UI Deployment Model Pricing Tier
Product
reporting (custom Oracle
Bl reports) cereblis.com
cereblis.com.
. . Clean and
All-in-one EDC-centric .
i o straightforward Ul;
platform with built-in K
i . generally considered
ePRO, medical coding, and . Cloud-based (IBM . A .
user-friendly. Less Mid-to-High (Enterprise)
some CTMS features. T SoftLayer/Cloud). No e )
prevalent in site — Saas pricing typically
Leverages IBM's Al for X on-prem. Leverages Rk
i community than slightly lower than
IBM Watson anomaly detection and IBM's secure . L
. Rave/Veeva, but those i Medidata/Veeva for similar
Health - IBM  data cleaning insights R infrastructure. Offers
. who use it report an o scope. Marketed as cost-
Clinical ccrps.org. Supports o . reliability and o .
) intuitive experience. Al . . . efficient — attractive to
Development  decentralized elements i integration with other X .
tools work in background X mid-size sponsors and
(remote SDV, eConsent) R IBM data services.
. to assist users. Lacks CROs. Custom quotes; can
and is scalable for large Usually updated
o i some advanced ops K i be scaled to study needs.
multi-site trials ccrps.org. continuously in cloud.

features compared to
dedicated CTMS, which
keeps interface simpler.

Emphasizes quick setup
and flexibility.

Table: High-level comparison of Medidata Rave vs. major competitors in clinical trial software,
across features, usability, deployment, and pricing. (Sources: product literature and industry
analyses cereblis.com cereblis.com linkedin.com cereblis.com)

Narrative Comparison: In summary, Medidata and Veeva represent the top-tier, unified
platforms that cover the full spectrum of eClinical needs. Both excel in integration — Medidata
with its Rave Clinical Cloud and Veeva with Vault — and are often finalists in selection processes
for companies wanting a single solution. Medidata has the benefit of a longer track record in
EDC and a larger installed base (especially at sites and CROs), while Veeva has the advantage of
a newer tech stack and tight linkage to the content (documents) side due to its eTMF
dominance. Oracle remains a strong contender primarily in large pharma who had legacy
systems; many of those are considering or are in transition to Oracle’s new Clinical One or
switching to other modern platforms. Oracle’s strength is in depth of functionality and the
assurance that it can be adapted to any complex scenario, but the tradeoff is usability and the
fragmented nature of their older offerings. IBM's solution and others like MasterControl or Clario
are often considered by mid-sized organizations or specific scenarios — they might not displace
Medidata at the top 10 pharmas, but they find niches where their particular mix of features or
pricing is appealing.

For a sponsor evaluating Medidata vs competitors, some considerations are:

e Feature Completeness: Medidata offers a very complete suite (from EDC and CTMS to eTMF,
payments, etc.) so a company can avoid having to integrate multiple vendors. Veeva offers a similar
breadth. Oracle can via multiple systems, though integration might not be as seamless as
Medidata/Veeva. IBM's platform is slightly narrower in scope.
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¢ Innovation: Medidata is seen as innovating in Al and data analytics (Acorn Al), and decentralized
trial support. Veeva is innovating in unifying clinical and regulatory data and recently in trial
recruitment areas. Oracle is investing in its new platform and Al as well (e.g., the Oracle Health
Sciences Data Hub), but industry perception is that Medidata and Veeva have been quicker to
introduce new tech like synthetic controls or mobile apps.

e User Community and Skills: There is a large workforce experienced in Medidata Rave (clinical data
managers, database programmers, etc.), which means hiring and training can be easier — a
consideration not lost on sponsors. One industry joke is that “Medidata experience” is a frequent
requirement on job postings ccrps.org ccrps.org. Veeva is rapidly gaining ground in this respect;
many CROs are now training staff on Veeva EDC as well, anticipating sponsor demand linkedin.com.
Oracle skills remain common but more for legacy systems. IBM and others have smaller communities.

e Cost of Switching: If a sponsor is already heavily invested in one system, switching can be costly
due to data migration and re-training. Medidata’s long presence means many companies stick with it.
Newer biotechs who don’t have legacy may directly choose Veeva or Medidata based on features
and cost, since they aren't switching but starting fresh.

Ultimately, Medidata continues to rank at or near the top in independent evaluations. For
instance, in a 2024 Everest Group EDC assessment, Medidata Rave EDC was recognized as a
Leader, and Oracle’s EDC was also a Leader (suggesting both are strong), while Veeva was likely
in that top tier as well oracle.com. In Everest's CTMS report, Medidata CTMS took the highest
leadership spot medidata.com medidata.com, indicating its rising strength in a field traditionally
dominated by Oracle Siebel and a few others.

For a decision-maker, a comparison table of features and priorities (like the one above) can
help match organizational needs to the right solution. Medidata tends to win when a company
values a proven track record, rich functionality (especially for data-heavy trials), and doesn’t
mind a premium price for premium capabilities. Veeva often wins if a company is very
document/quality-centric or is already using other Veeva products, and wants a slick user
experience and tight regulatory document integration. Oracle might be favored by those deeply
embedded in Oracle ecosystems or requiring on-premise options. And IBM or others might be
chosen by those who have moderate complexity trials and are very cost-conscious or prefer a
slightly simpler integrated solution.

Implementation and Deployment Considerations

Implementing Medidata’s CTMS and EDC requires careful planning, but the company provides
robust support and a well-established process to get organizations up and running. Key
considerations for deployment, support, and scalability include:
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e Deployment Model (Cloud SaaS): Medidata Rave is delivered as a cloud-based Software-as-a-
Service. All hardware, infrastructure, and maintenance are handled by Medidata (and Dassault) in
secure data centers. Clients access the system via web browsers; no local installation is needed
(aside from optional integrations or offline utilities). This model accelerates deployment because
there's no need to procure servers or install complex software on-premise. Once a contract is in
place, Medidata provisions the sponsor’s environment in its multi-tenant cloud. Each client typically
gets a sandbox/training environment and a production environment for their studies. Upgrades are
rolled out by Medidata centrally — historically there are a few validated releases per year, which
clients adopt (Medidata coordinates release schedules and provides release notes/training on new
features). The multi-tenant approach ensures all clients use the latest version, simplifying support.

¢ Implementation Timeline: The time to implement Medidata can vary based on scope:

e For EDC (Rave) on a single study, the build of the study database is the main task. Using Medidata
Designer and global libraries, study build can be quite fast — Medidata's tools like drag-and-drop
CRF design and re-usable forms allow database setup in weeks or even days for simpler studies
medidata.com. A Medidata webinar highlighted that using Designer and standard libraries can
“accelerate study build timelines” and ensure trials start on schedule medidata.com. If a sponsor is
new to Rave, they may undergo a training program (often a 3-5 day training for study builders) or
rely on a CRO/Medidata Professional Services to build the first studies.

e For CTMS, implementation often involves configuring the system to the sponsor’s workflows: setting
up study templates, milestone templates, user roles, etc. Medidata CTMS was designed to be easy to
adopt with minimal customization needed — many processes are out-of-the-box, but some tailoring
(like specific milestone names or issue categories) will be done during onboarding medidata.com
medidata.com. Deployment of CTMS might take a couple of months from project start to go-live for a
sponsor organization, which includes configuration, user acceptance testing, and training. Medidata
provides “White Glove” professional services to ensure success, meaning their experts assist beyond
just the technical setup - they help with process mapping, user training, and change management
medidata.com medidata.com.

e Many companies choose to pilot Medidata CTMS or other modules on a few studies before a full
rollout. This phased approach helps refine configuration and build internal champions.

¢ Integration and Data Migration: If a client is moving from another system, they often migrate active
studies into Rave EDC or CTMS. Data migration for EDC (mid-study) can be complex, so often
sponsors will finish ongoing studies in the old system and start new ones in Rave. For CTMS, if they
had spreadsheets or another CTMS, key operational data (like site directories, study milestones)
might be imported into Medidata CTMS's database via migration scripts. Medidata's APIs and data
import tools facilitate bringing in external data and also integrating with other systems (like an
internal Bl tool or a safety system). For example, Medidata CTMS can integrate with an external
safety database to pull in SAE listings for tracking, if needed. Most commonly, integration points are:

o Safety System: Via Safety Gateway or other connectors, to push SAE data from Rave to safety
databases medidata.com.

e Labs or EHR: Using Rave Web Services or Rave Companion to integrate external data sources into
the EDC medidata.com.
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e Analytics/Bl: Some sponsors export data from Rave to their data warehouses for cross-trial analysis,
which can be automated through Medidata APIs or through Clinical Data Studio for on-platform
analysis.

¢ Validation and Compliance: Medidata's platform is validated and comes with validation
documentation for regulatory compliance (GxP). When a sponsor implements Medidata, they
typically perform a validation assessment — Medidata provides 1Q/OQ (Installation/Operational
Qualification) evidence for the base system. The sponsor or their implementation partner then does
PQ (Performance Qualification) testing, basically user acceptance testing using test scripts to ensure
the system meets their intended use. Medidata often supplies sample test scripts or a validation
toolkit to help with this. For each new release, Medidata performs regression testing and provides a
detailed release validation package, which greatly reduces the validation burden on sponsors (they
may choose to run a subset of tests for critical functions or just accept Medidata’s package to stay
validated). Because of this support, companies are able to maintain a validated state with relatively
low effort, important for audits and inspections.

¢ Training and User Adoption: Medidata offers extensive training resources. There is Medidata
Global Education which provides e-learning courses, live training, and even professional
certifications for roles (study builder, data manager, CRA, etc.) medidata.com medidata.com. During
implementation, key users (like the data management team or CTMS business owner) will receive
admin training from Medidata. Then those users often train the wider user group (train-the-trainer
model), or Medidata can conduct end-user training sessions. The interface of CTMS was designed to
“match the way teams work,” thereby reducing training needs and accelerating time to adoption
medidata.com. For instance, CTMS uses familiar concepts (like task lists, calendars, dashboards) so
that clinical project managers find it intuitive. In Rave EDC, since many site users may already have
used Rave, site training is often just a quick refresher (plus study-specific training on the protocol).
Medidata's Helpdesk is available 24/7 for support, and they also offer on-site support during go-live
for large implementations if needed. The broad availability of Medidata-certified professionals in the
industry is a boon — sponsors can hire staff or consultants with prior experience to accelerate
adoption.

e Support and Services: Medidata (as part of Dassault) provides tiered support services. All clients
get basic support including helpdesk for technical issues, and an account team that assists with
account management and system usage questions. For CTMS and other modules, Medidata's
Professional Services team can be engaged for configuration, report building, or custom needs. They
emphasize a partnership approach (the "White Glove" service mentioned) where they work closely
until the client is comfortable running the system on their own medidata.com. The partner ecosystem
(CROs and consulting firms accredited in Medidata) also provides an extended support network —
many sponsors leverage CROs to manage the system or execute study builds on their behalf.
Medidata also has user community forums and an annual conference (Medidata NEXT) where users
share best practices, which indirectly supports implementation by learning from peers.
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¢ Performance and Scalability in Practice: Once live, Medidata's systems are proven to scale. The
cloud infrastructure scales behind the scenes, so if a sponsor suddenly adds dozens of studies or
a study’s enroliment balloons (as happened with some COVID trials), the system performance
remains stable. For example, during the COVID vaccine trials, Medidata had to support massive user
traffic and data entry volumes - it was able to do so without major downtime, demonstrating
scalability medidata.com. From the client side, adding more studies or users is straightforward - it's
usually a matter of adding study in the system config and assigning user roles, with no new hardware
or software to provision. This scalability also means Medidata is suitable for long-term growth:
companies can start with a few trials and expand to an enterprise deployment over time.

e Change Management: Implementing a new CTMS or EDC is as much about people and process as
technology. Organizations often update their SOPs (Standard Operating Procedures) to align with
how Medidata works (for example, defining how data queries will be managed in Rave, or how site
communication will be documented in CTMS versus email). Medidata's team provides guidance on
this, sometimes sharing template SOPs or work instructions used by other companies. Successful
implementation often involves securing management buy-in and demonstrating quick wins - e.g.,
showing how Medidata CTMS can eliminate several manual trackers, or how Rave EDC's quick data
entry and edit checks improve data quality metrics. Many sponsors run internal pilot projects (like
one study on CTMS) with positive results and then use that to justify broader rollout.

e Ongoing Maintenance: With SaaS, technical maintenance is minimal on the customer side. Key
tasks for the sponsor are user management (adding/removing users, managing permissions) and
study configurations. Medidata provides tools for user management, including integration with single
sign-on corporate directories if desired. As new releases come, sponsors need to assess new
features and possibly enable/configure them. Medidata usually marks new features as optional or
compatible so that upgrades don't break existing studies. Ongoing collaboration with Medidata's
customer success team ensures that any issues are addressed and that the sponsor is getting the
most out of the system’s capabilities. The system'’s reliability also means minimal disruption —
Medidata CTMS is built on a single-instance, multi-tenant cloud for scale and reliability, ensuring
optimal performance and future growth without constant tuning by the client medidata.com
medidata.com.

e Scalability and Multi-Study Management: For sponsors running many trials, Medidata provides
oversight tools such as the Medidata Study Management (MSM) console, which lists all studies
and their statuses in one view. From an admin perspective, this makes scaling to dozens or hundreds
of trials manageable. Also, because CTMS and EDC are linked, a sponsor can cross-reference
operational and data metrics across their portfolio — something not possible when using disparate
systems per study. If a CRO is managing some studies and the sponsor others, Medidata allows role-
based access so all can work in the same environment partitioned by study roles. This helps a
sponsor scale its use to full development portfolio oversight on one platform.

In essence, implementing Medidata is a well-trodden path - thousands of studies and
numerous companies have done it, so best practices are well known. While any enterprise
system implementation has challenges, Medidata's resources, partner network, and the system's
inherent design (especially for CTMS which is relatively “ready out of the box") mitigate many
risks. Deployment is typically incremental, giving teams time to adapt. Once deployed,
Medidata's cloud nature means day-to-day IT worries are minimal, letting research teams focus
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on the trials themselves. With proper training and change management, organizations can
leverage Medidata to increase their operational efficiency significantly — speeding up study
starts, maintaining better control during execution, and delivering high-quality data ready for
regulatory submission faster than traditional methods.

Sources: This report is based on information from Medidata Solutions’ official materials,
including product pages and press releases, as well as industry analyses and case studies. Key
references include Medidata's product documentation and timeline medidata.com
medidata.com, press releases on milestones and awards medidata.com medidata.com,
comparative analyses of CTMS/EDC platforms cereblis.com linkedin.com, and real-world usage
testimonials medidata.com medidata.com. These sources are cited throughout the text to
substantiate the factual claims and comparisons made.

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved.

Page 30 of 32


https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=A%20rapidly%20evolving%20and%20complex,centric%20workflows%20that%20bridge%20applications
https://www.medidata.com/en/clinical-trial-products/clinical-data-management/edc-systems/#:~:text=Reliability%20with%20Innovation
https://www.medidata.com/en/press_release/medidata-secures-highest-leadership-position-in-everest-groups-first-life-sciences-clinical-trial-management-system-products-peak-matrix-assessment/#:~:text=Medidata%20Rave%20CTMS%20leads%20the,trial%20timelines%20with%20exceptional%20accuracy
https://www.medidata.com/en/press_release/medidata-secures-highest-leadership-position-in-everest-groups-first-life-sciences-clinical-trial-management-system-products-peak-matrix-assessment/#:~:text=simplification%2C%20and%20enhanced%20efficiency
https://www.cereblis.com/blog/clinical-research/comparing-the-top-clinical-trial-management-systems-ctms-in-2024/#:~:text=%2A%20Data,system%20offers%20tools%20for%20tracking
https://www.linkedin.com/posts/khushbusonar_medidatarave-veevavault-clinicaldatamanagement-activity-7337697451581046784-jLTG#:~:text=Vault%20EDC%20is%20part%20of,to%20implement%20and%20manage%20trials
https://www.medidata.com/en/clinical-trial-products/clinical-data-management/edc-systems/#:~:text=Image
https://www.medidata.com/en/clinical-trial-products/clinical-operations/ctms/#:~:text=Automated%20Clinical%20Trial%20Monitoring%20Workflows,a%20Lean%20Team%20More%20Efficient
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=medidata-ctms-and-edc-comprehensive-clinical-software-analysis.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=medidata-ctms-and-edc-comprehensive-clinical-software-analysis.pdf

o [Py A e i Medidata CTMS and EDC: Comprehensive Clinical Software Analysis

from the leading Al expert Adrien Laurent

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 including Scilex
Holding Company (SCLX) and leading CROs across North America.

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.
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