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Introduction

Electronic Data Capture (EDC) systems are an integral
part of clinical research enabling the collection, storage,
and management of clinical data. EDCs represent the
maijor shift from paper-based Case Report Forms (CRFs)
to digital and web-based trial data collection. The
importance of EDC systems was further underscored
during the COVID-19 pandemic, as the need for remote
and decentralized clinical trials surged. The pandemic
highlighted the necessity for robust, flexible, and secure
data capture solutions that could support the rapid
development and approval of treatments and vaccines.

In response to the evolving sponsor needs, EDC providers
have constantly innovated and upgraded their offerings. It
has transitioned from being a medium of data collection
and stand-alone system to a comprehensive and well-
integrated data management solution. Providers are
investing in real-time data analytics, Atrtificial Intelligence
(Al), and Machine Learning (ML) to improve data quality
and trial efficiency. Providers are also emphasizing
interoperability, ensuring their systems can seamlessly
integrate with other clinical trial technologies such as
Electronic Health Records (EHRSs), Electronic Medical
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Records (EMRs), and Laboratory Information Management
Systems (LIMS). Integration with a larger number of Real-
world Data (RWD) sources, investments in Al, analytics,
and creating an intuitive user experience would help
providers to stay competitive in this market.

In the report, we assess the capabilities of 20 EDC
providers. The providers are mapped on the Life Sciences
Electronic Data Capture (EDC) Products PEAK Matrix®
Assessment 2024, which is a composite index of a range
of distinct metrics related to a provider’s capability and
market impact.

The full report includes the profiles of the following 20
leading EDC providers featured on the EDC products
PEAK Matrix:

e Leaders: Medidata Solutions, Zelta (Merative), Oracle,
Veeva Systems, and Viedoc Technologies
e Major Contenders: Castor, Cloudbyz, CRScube,

Crucial Data Solutions, EDETEK, Emmes, Mednet,
Medrio, OpenClinica, and REDCap Cloud

e Aspirants: Clinion, Cliniv, Jeeva Clinical Trials,
JNPMEDI, and SyMetric

Scope of this report

Geography: Global

Industry: Life sciences
(biopharmaceuticals, medical devices,
and Contract Research Organizations
(CROs))

Products: Electronic Data Capture EDC


https://www2.everestgrp.com/reportaction/EGR-2024-72-R-6637/Toc
https://www2.everestgrp.com/reportaction/EGR-2024-72-R-6637/Toc
https://www2.everestgrp.com/reportaction/EGR-2024-72-R-6637/Toc

Life Sciences Electronic Data Capture (EDC) Products PEAK Matrix® Assessment 2024 | 3

Life sciences EDC products PEAK Matrix® characteristics

Leaders

Medidata Solutions, Oracle, Veeva Systems, and
Viedoc Technologies, Zelta (Merative)

¢ | eaders demonstrate comprehensive EDC
capabilities—data ingestion, study design, mid-study
changes, data management, review, and reporting.
Their integration with devices, wearables, EMR/EHR
providers, and RWD sources set them apart from
competitors

¢ Clients appreciate them for their ease of use and low-
code functionalities, enabling smooth operations with
minimal/no technical and programming skills

® The majority of the Leaders stand out for their native
SDTM transformation capabilities; offering a data
ingestion pipeline, taking data from sources and
directly converting them into SDTM standard formats

¢ [ eaders are investing in Al and ML to enhance EDC
capabilities within areas such as protocol generation,
data extraction, remote SDV automation, and Al-
based query management and anomaly detection
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Major Contenders

Castor, Cloudbyz, CRScube, Crucial Data Solutions, EDETEK,
Emmes, Mednet, Medrio, OpenClinica, and REDCap Cloud

¢ While they are investing toward improving the User
Interface/User Experience (Ul/UX), they need to equally
focus on enhancing integration capabilities with RWD
sources and incorporating more of Al and automation
capabilities within the EDC product

* Major Contenders enjoy a good brand recall within the small
and medium biopharmaceutical segment, while also being
cost-effective EDC providers

e Most lack partnerships with System Integrators (Sls), opting
for a self-service EDC deployment model, which can be
challenging, particularly when scaling and expanding

® They need to augment their marketing efforts, showcasing
features and success stories to increase brand recall and
enterprise mindshare

e Major Contenders lag Leaders in certain EDC capabilities;
especially within areas such as SDTM transformations,
remote SDV, bulk query management, and reporting

Aspirants

Clinion, Cliniv, Jeeva Clinical Trials, JNPMEDI, and
SyMetric

e Aspirants do not have a well-defined vision, focused
on developing a comprehensive data management
solution (covering data integrations, investments in
AI/ML, and improving the UI/UX)

® They lack a robust partnership network — minimal
collaboration with CROs, Sls, hospital and site
networks, and industry consortia

¢ Clients mention about limited in-built reports and
express desire to improve on capabilities such as
implementing mid-study changes, data integrations,
SDTM and remote SDV capabilities, and analytics
and reporting capabilities

® They have very little investments around Al and
automation capabilities within the EDC offering
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Everest Group PEAK Matrix®

Life Sciences Electronic Data Capture (EDC) PEAK Matrix Assessment 2024| OpenClinica is positioned as a Major Contender

Everest Group Life Sciences Electronic Data Capture (EDC) Products PEAK Matrix® Assessment 202412

® | eaders .t
_ High
® Major Contenders Leaders

O Aspirants

Major Contenders

Mednet®

Crucial Data Solutio

Market impact
Measures impact created in the market

Low Vision and capability High

Measures ability to deliver products successfully

1 Assessments for Castor, Oracle, REDCap Cloud, and Veeva Systems excludes provider inputs and are based on Everest Group’s proprietary Transaction Intelligence (Tl) database, provider public disclosures, and Everest Group’s interactions with insurance buyers
2 Analysis for Medrio is based on partial primary inputs (no briefing and demo given)
Source: Everest Group (2024)
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OpenClinica profile (page 1 of 8)

Overview

Company mission/vision statement for life sciences EDC products

OpenClinica's mission is to empower life sciences organizations with innovative Electronic Data
Capture (EDC) solutions that streamline clinical trials and research processes. Its vision is to provide
robust, flexible, and scalable EDC products that facilitate efficient data collection, management, and
analysis. It is committed to enabling researchers, clinicians, and pharmaceutical companies to
accelerate the development of new treatments and therapies, ultimately improving patient outcomes
worldwide. Through continuous innovation and a deep understanding of industry challenges, it aims
to be the preferred partner for EDC solutions in the life sciences sector, driving excellence and
integrity in clinical research.

Overview of the client base

OpenClinica serves a highly diverse customer base, from small MedTech companies to large
institutions. The company supports trials across all phases and types, including platform trials and
registries.

e Device and diagnostic companies

e CROs
e Multiple top 20 life sciences companies
e | eading academic institutions

e Government agencies
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Life sciences EDC product revenue mix

By geography

N/A (0%) Low (1-20%)

@ Medium (20-40%) @ High (>40%)

@ North America

Asia Pacific

By lines of business (LoBs)

@ United Kingdom

Latin America

® Europe
Middle East and Africa

® Pharmaceutical

Crop sciences

By buyer size'

® Medical devices

Animal health

Consumer health

® Others

@ Small (annual client
revenue <US$1 billion)

® Medium (annual client
revenue US$1-5 billion)

Large (annual client
revenue >US$5 billion)



OpenClinica profile (page 2 of 8)

Case studies

CASE STUDY 1
Helped improve the efficiency and accuracy of data capture for a charitable healthcare organization

Business challenge

A significant challenge the client faced was the high cost associated with collecting and abstracting
clinical data, exacerbated by human errors that necessitated additional resources for data cleaning
and validation. Improving the efficiency and accuracy of data capture represents critical advances
aimed at managing and reducing the escalating costs of clinical trials. These enhancements seek to
streamline processes, minimize errors, and optimize resource allocation, ultimately supporting more
cost-effective and reliable research outcomes.

Solution and impact

OpenClinica helped to establish a flexible framework for integration and completion of Electronic
Case Report Forms (eCRFs) through automated, direct capture from EHR systems. OpenClinica
Unite, launched within a participant's EHR patient chart, automatically populates structured eCRFs
by extracting data directly from the EHR, without the need of manual abstraction. It has the additional
benefits of low implementation costs and reusability across sites.
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CASE STUDY 2
Helped to develop prototype e-forms

Business challenge

The client is evaluating a new digital application, developed by the Imperial Clinical Trials Unit (ICTU)
team, for parents to electronically complete the electronic Parent Report of Children's Abilities-
Revised (ePARCA-R) questionnaire when child turns two. This tool assesses language and cognitive
development, crucial for clinical care and research. Parents will be randomized to receive
communication via text and email or email only over two years. The study aims to assess feasibility
and scalability, aiming for nationwide implementation to ensure early intervention and support for
children at risk of learning problems.

Solution and impact

OpenClinica has been used to develop prototype e-forms to facilitate a cell phone / internet-based
application, enabling the completed questionnaire to be externally linked back to data currently
captured in the National Neonatal Research Database.



OpenClinica profile (page 3 of 8)

Summary of capabilities and features

Product features

Form (eCRFs) and survey
builder

Integrations with other
systems

Adaptive study design
support

Life Sciences Electronic Data Capture (EDC) Products PEAK Matrix® Assessment 2024 | 7

Product capabilities

Capability/feature available = Capability/feature not available

Easy to use and intuitive
designer interface
(such as single sign-on,
drag-and-drop form

Library of reusable templates
(supporting industry
standards such as CDISC

Data entry and collection in
multiple languages
(language and localization

Real-time data validation
and quality control

Study and site performance
monitoring

Data management
capabilities
(such as storage, extraction,
and standardization)

CDASH rt
designer) ) support)
APlIs to connect lab data, Data review and
eCOA/eDiaries, connected Direct EHR/EMR standardization (such as
devices and wearables, connectivity targeted SDV, CDISC ODM,

CTMS, third-party systems

SDTM mapping support)

Compliance with regulatory
standards
(such as HIPAA, GDPR, and
ISO)

Comprehensive reporting,
analytics, and data
visualization

Role-based access
management and task
interface

Mobile compatibility
(using native browser and
app on smartphones or
tablets)

In-built report templates and
flexibility to create ad-hoc
reports

Protocol amendments with
zero downtime and no
migrations
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Privacy data masking to
handle accidental privacy
data entry

Alert and notification
functionalities (such as
email/SMS/webhooks)

Medical coding functionalities

(manual, automatic / WHO-
Drug, and MedDRA)
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OpenClinica profile (page 4 of 8)

Product capabilities and features

[NOT EXHAUSTIVE]

Product capabilities and features (representative list)

Product capabilities/features

Details

Integrations with other systems
Adaptive study design support

Data management capabilities
(such as storage, extraction, and
standardization)

Compliance with regulatory standards
(such as HIPAA, GDPR, and ISO)

Comprehensive reporting, analytics,
and data visualization

Role-based access management and
task interface

Real-time data validation and quality
control
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OpenClinica offers a wide range of integration capabilities including extensive APls, Fast Healthcare Interoperability Resources (FHIR), Substitutable Medical Applications and
Reusable Technologies (SMART) on FHIR, direct lab system integration, and Apple Health.

The EDC is used in multiple adaptive platform trials, including the largest and the longest-running adaptive platform trial — the I-SPY breast cancer trial. OpenClincia’s features
make it easy to add/drop arms, support complex randomization, and highly varied protocol schedules.

The EDC is hosted in a flexible, scalable environment provided by AWS. Data is stored natively in CDISC ODM v1.3 XML, and can be exported in many formats, including
ODM XML (several variations), Excel, tab-delimited text, SPSS, and SAS.

The EDC supports HIPAA, GDPR, ISO, and other compliance standards. All data is encrypted in transit and at rest. Patient contact data is stored in a separate database table
that has an additional level of encryption.

The EDC provides an extensive library of out-of-the-box reportings. Report sharing permissions are integrated with core EDC, and advanced APIs and support for direct
backend connections allowing integration with other external programs.

The EDC customer administrators control role-based access to the system. Customers can design its own eCRFs that include data checks to ensure data quality and integrity.
These checks include data type checks such as numeric and character, data range checks, cross form or cross event data value checks, and more. If data entry has been
marked in a form as complete and data is later changed, a reason for change must be provided. All data entry and changes are tracked in a read-only audit log. Data identified
as Personal Identifiable Information (PII) are restricted to specific user roles (e.g., CRA and investigator) and, as defined above, includes a double-layer of encryption.
OpenClinica meets system requirements for 21 CFR Part 11, and OpenClinica has ISO 27001:2013 certification and meets SOC 2 Type 1 and Type 2 requirements.

The EDC supports an extensive range of functions for data validation, data constraints, relevance (hide/show) logic, and calculations that ensure that the data entered in the
database meet study requirements. Any non-conforming data intentionally saved in the database by an end user generates automatic queries to be addressed by data
management personnel.
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OpenClinica profile (page 5 of 8)

Product capabilities and features

[INOT EXHAUSTIVE]
Product capabilities and features (representative list)

Product capabilities/features Details
Easy to use and intuitive designer OpenClinica’s customers appreciate how the solution allows them to be self-reliant in deploying complex studies, while being able to rely on OpenClinica’s world class
interface (such as single infrastructure and team for support, quality, compliance, scalability, reliability, and security. It provides Security Assertion Markup Language (SAML)-based Single sign-on

sign-on, drag-and-drop form designer) (SSO) integration; drag-and-drop designers and single click publishing to enable self-service for its end users.

Library of reusable templates The EDC supports the CDISC CDASH and ODM standards, with capabilities that aid production of SDTM datasets. Resources for these standard forms are provided and a
(supporting industry standards such as library of custom reusable reports can be defined.
CDISC CDASH)

Alert and notification functionalities The EDC is accessible through all modern browsers, including mobile browsers, and does not require an app. Notifications or alerts are configurable and can be used for
(such as email/SMS/webhooks) communicating with study staff. Notifications are configurable for participants, when using our ePRO solution.

Data entry and collection in multiple The EDC supports localization in any language.
languages

APIs to connect lab data, The EDC has a capable RESTful web services API that enables its clients to interchange data programmatically with other systems and allows to carry actions such as
eCOA/eDiaries, connected devices and importing data, scheduling events, or creating study participants.
wearables, CTMS, third-party systems

Mobile compatibility The believes in delivering frictionless experience to improve patient enroliment and retention and to deliver higher-quality data earlier to study teams. OpenClinica’s core EDC
(using native browser and app on provides a secure public-face URL for enroliment and screening while its ePRO/eCOA solution participates and delivers application-free web-based surveys for patient-reported
smartphones or tablets) outcomes and assessments.

/l;erest Group®
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OpenClinica profile (page 6 of 8)

Product capabilities and features

[INOT EXHAUSTIVE]
Product capabilities and features (representative list)

Product capabilities/features Details

In-built report templates and flexibility = OpenClinica popular reporting, dashboard, and analysis solution, Insight, delivers an out-of-the-box report library, custom reports and dashboards, documented tables/fields

to create ad-hoc reports and configurable role access for easy sharing across multiple types of stakeholders.
Protocol amendments with zero OpenClinica facilitates efficient deployment with single-click publishing to test the production environments, ensuring rapid updates without downtime. OpenClinica's intuitive
downtime and no migrations drag-and-drop form designer enables quick modifications, typically completed within a few days. It streamlines process and empowers users to swiftly adapt and optimize

clinical trial protocols, enhancing agility and minimizing operational disruptions.
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OpenClinica profile (page 7 of 8)
Recent developments

[INOT EXHAUSTIVE]
Key events (representative list)

Event name Type of event Details

Investment Investments Growth equity investment by Thompson Street Capital Partners to support growth of core business, expansion of sales and marketing, investment in
OpenClinica Unite(TM) electronic health record integration

/Eerest Group®
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OpenClinica profile (page 8 of 8)

Everest Group assessment — Major Contender

Measure of capability: @ Low . High

Market impact Vision and capability
Flexibility and Engagement
Vision and Technology ease of and commercial
Market adoption Portfolio mix Value delivered Overall strategy capability deployment model Support Overall
P 9 P P P 9 9 9 9 9
Strengths Limitations
¢ OpenClinica provides a user-friendly EDC software that is easy to learn and ¢ Presently clients need to export data to an external module for generating custom
operate, without much programming knowledge reports but expect this feature to be well integrated within the EDC system
¢ |t has established integrations with Apple devices and Epic and Cerner EHR e Clients feel that the ability to edit eCRFs is slightly limited in terms of creating
systems, with more integrations in the pipeline for the near future advanced and complicated edit checks between different events/forms
e Clients appreciate product capabilities such as single-click publish for mid-study e |t can provide more customizable user roles, enabling users to create rules to
changes, user management, data validation, and query management define data access, visibility, and reports
¢ |t has an extensive partnership network — well-established relationships with e OpenClinica can improve on its marketing efforts in terms of thought leadership
CROs, hospital networks, industry consortia, and academic institutions assets to increase their brand recall and enterprise mindshare

e |t offers efficient support services, and its pricing options are well-suited for
academic institutions

/l;erest Group®
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Appendix

PEAK Matrix® framework
FAQs

/aerest Group®
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Everest Group PEAK Matrix® is a proprietary framework for assessment of market impact and
vision and capability

Everest Group PEAK Matrix

High

Major Contenders

Market impact
Measures impact created in the market

Low Vision and capability High

Measures ability to deliver products successfully

/aerest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to OpenClinica
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MATRIX"

Products PEAK Matrix® evaluation dimensions

Measures impact created in the market — 4
captured through three subdimensions

Leaders
Market adoption

Number of clients, revenue
base, and YoY growth

Major Contenders

Portfolio mix

Diversity of client base across industries, — |
geographies, environments, enterprise size class

Market impact

Value delivered

Value delivered to the client based
on customer feedback and other measures

Vision and capability

Measures ability to deliver products successfully.
This is captured through five subdimensions

Vision and strategy Technology capability Flexibility and ease of deployment ~ Engagement and commercial model Support
Vision for the client and itself; Technical sophistication Configurability/customize-ability, Progressiveness, effectiveness, Training, consulting,
future roadmap and strategy and breadth/depth across the hosting and tenancy, integration, and flexibility of engagement and maintenance, and other
technology suite governance, and security and commercial models support services
compliance

/aerest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to OpenClinica
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FAQs

Q: Does the PEAK Matrix® assessment incorporate any subjective criteria? Q: Whatis the process for a provider / technology vendor to leverage its PEAK Matrix positioning?
A: Everest Group’s PEAK Matrix assessment takes an unbiased and fact-based approach that A: Providers/vendors can use their PEAK Matrix positioning or Star Performer rating in multiple ways
leverages provider / technology vendor RFls and Everest Group’s proprietary databases containing including:
providers’ deals and operational capability information. In addition, we validate/fine-tune these results e Issue a press release declaring positioning; see our citation policies

based on our market experience, buyer interaction, and provider/vendor briefings. ¢ Purchase a customized PEAK Matrix profile for circulation with clients, prospects, etc. The

Q: Is being a Major Contender or Aspirant on the PEAK Matrix, an unfavorable outcome? package includes the profile as well as quotes from Everest Group analysts, which can be used in
A: No. The PEAK Matrix highlights and positions only the best-in-class providers / technology vendors PR
in a particular space. There are a number of providers from the broader universe that are assessed e Use PEAK Matrix badges for branding across communications (e-mail signatures, marketing

and do not make it to the PEAK Matrix at all. Therefore, being represented on the PEAK Matrix is
itself a favorable recognition.

brochures, credential packs, client presentations, etc.)

The provider must obtain the requisite licensing and distribution rights for the above activities through

Q: What other aspects of the PEAK Matrix assessment are relevant to buyers and providers other than an agreement with Everest Group; please contact your CD or contact us
the PEAK Matrix positioning?

A: A PEAK Matrix positioning is only one aspect of Everest Group’s overall assessment. In addition to
assigning a Leader, Major Contender, or Aspirant label, Everest Group highlights the distinctive
capabilities and unique attributes of all the providers assessed on the PEAK Matrix. The detailed
metric-level assessment and associated commentary are helpful for buyers in selecting
providers/vendors for their specific requirements. They also help providers/vendors demonstrate their
strengths in specific areas.

Q: Does the PEAK Matrix evaluation criteria change over a period of time?

A: PEAK Matrix assessments are designed to serve enterprises’ current and future needs. Given the
dynamic nature of the global services market and rampant disruption, the assessment criteria
are realigned as and when needed to reflect the current market reality and to serve enterprises’
future expectations.

Q: What are the incentives for buyers and providers to participate/provide input to PEAK Matrix
research?
A: Enterprise participants receive summary of key findings from the PEAK Matrix assessment

For providers

e The RFI process is a vital way to help us keep current on capabilities; it forms the basis for our
database — without participation, it is difficult to effectively match capabilities to buyer inquiries

® |n addition, it helps the provider/vendor organization gain brand visibility through being in included
in our research reports

/aerest Group® Proprietary & Confidential. © 2024, Everest Global, Inc. | this document has been licensed to OpenClinica
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Dallas (Headquarters)
info@everestgrp.com
+1-214-451-3000

Bangalore Delhi
india@everestgrp.com
+91-80-61463500

Website
everestgrp.com

Blog Follow us on
everestgrp.com/blog

india@everestgrp.com
+91-124-496-1000

Toronto
canada@everestgrp.com
+1-214-451-3000

London
unitedkingdom@everestgrp.com
+44-207-129-1318
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Everest Group is a leading research firm helping business leaders make confident decisions. We guide clients through today’s market challenges and strengthen their strategies by applying contextualized problem-solving
to their unique situations. This drives maximized operational and financial performance and transformative experiences. Our deep expertise and tenacious research focused on technology, business processes, and engineering
through the lenses of talent, sustainability, and sourcing delivers precise and action-oriented guidance. Find further details and in-depth content at www.everestgrp.com.

Notice and disclaimers

Important information. Please review this notice carefully and in its entirety. Through your access, you agree to Everest Group’s terms of use.

Everest Group’s Terms of Use, available at www.everestgrp.com/terms-of-use/, is hereby incorporated by reference as if
fully reproduced herein. Parts of these terms are pasted below for convenience; please refer to the link above for the full
version of the Terms of Use.

Everest Group is not registered as an investment adviser or research analyst with the U.S. Securities and Exchange
Commission, the Financial Industry Regulatory Authority (FINRA), or any state or foreign securities regulatory authority.
For the avoidance of doubt, Everest Group is not providing any advice concerning securities as defined by the law or
any regulatory entity or an analysis of equity securities as defined by the law or any regulatory entity.

All Everest Group Products and/or Services are for informational purposes only and are provided “as is” without any
warranty of any kind. You understand and expressly agree that you assume the entire risk as to your use and any
reliance upon any Product or Service. Everest Group is not a legal, tax, financial, or investment advisor, and nothing
provided by Everest Group is legal, tax, financial, or investment advice. Nothing Everest Group provides is an offer to
sell or a solicitation of an offer to purchase any securities or instruments from any entity. Nothing from Everest Group
may be used or relied upon in evaluating the merits of any investment. Do not base any investment decisions, in whole
or part, on anything provided by Everest Group.

Products and/or Services represent research opinions or viewpoints, not representations or statements of fact.
Accessing, using, or receiving a grant of access to an Everest Group Product and/or Service does not constitute any
recommendation by Everest Group that recipient (1) take any action or refrain from taking any action or (2) enter into a
particular transaction. Nothing from Everest Group will be relied upon or interpreted as a promise or representation as to
past, present, or future performance of a business or a market. The information contained in any Everest Group Product
and/or Service is as of the date prepared, and Everest Group has no duty or obligation to update or revise the
information or documentation. Everest Group may have obtained information that appears in its Products and/or
Services from the parties mentioned therein, public sources, or third-party sources, including information related to
financials, estimates, and/or forecasts. Everest Group has not audited such information and assumes no responsibility
for independently verifying such information as Everest Group has relied on such information being complete and
accurate in all respects. Note, companies mentioned in Products and/or Services may be customers of Everest Group or
have interacted with Everest Group in some other way, including, without limitation, participating in Everest Group

research activities.
/aerest Group®

With you on the journey
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