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Disclaimer
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Session Overview

•Welcome

•Overview of Patient Centricity, Health Literacy, and Clinical Research

•Patient Centricity and Data Sciences with SCDM

•Patient Centricity and the Data Standards Landscape with CDISC 

•Discussion and Q&A

•Final Thoughts and Wrap-up
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A Shared Language for Clinical Research

Patient Centricity, Health Literacy, 

and Clinical Research Data

The MRCT Center:
A Focus on Participant 
Understanding Benefits 
Everyone



About Us

MRCT Center is an applied policy center 

focused on addressing the conduct, 

oversight, ethics and regulatory 

environment for clinical trials around the 

world.

       

         

www.mrctcenter.org



Our Vision

Improve the integrity, safety, and rigor of 

clinical trials around the world.

We engage diverse stakeholders to define 

emerging issues in global clinical trials and to create 

and implement ethical, actionable, and practical 

solutions.

Our Community



The MRCT Center offers….

More at: https://mrctcenter.org/project/resources-for-patients-and-participants/ 

Foundational information for participants…

…with an extra focus on special populations…
... and topics.
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https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/
https://mrctcenter.org/project/resources-for-patients-and-participants/


New in 2025 – Data Literacy Infographics

https://mrctcenter.org/resource/data-infographics/

https://mrctcenter.org/resource/data-infographics/
https://mrctcenter.org/resource/data-infographics/
https://mrctcenter.org/resource/data-infographics/


MRCT Center Clinical Research Glossary

www.mrctcenter.org/glossary 

http://www.mrctcenter.org/glossary


2013 - 2017

20202018 - 2019

2019

Glossary 
Pilot Project



2021

2022

2023 2024

Baedorf Kassis S, White S, & Bierer B. (2022). Developing a consensus-driven, plain-language clinical research glossary for study participants 
and the clinical research community. Journal of Clinical and Translational Science, 1-20. doi:10.1017/cts.2022.12

Clinical Research Glossary Expansion Efforts    

SCDM

CDISC

V 1.0 V 2.0
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Health Literacy (and its connection to data)

From: https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030 

https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
https://odphp.health.gov/healthypeople/priority-areas/health-literacy-healthy-people-2030
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Individual Patients, Participants, and Care Partners

The Public

Clinical Research Professionals

Health and Research Organizations

Patient Centricity Benefits Everyone
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A Shared Language for Clinical Research

Patient Centricity and the Data 

Sciences

Society for Clinical Data 
Management (SCDM): 
Our Commitment to a 
Healthier World



Who We Are 

Non-Profit Global Professional Organization founded in 1994

• Membership spanning Academia, Sponsor, CRO, Regulatory and Technology Providers
• Serving Clinical Data Management and Research Professionals
• Setting the stage for Data Management and framing the future 
• Research, Education and Certification
• Conferences and Networking 

Our Vision:

To lead the clinical data science industry for a healthier world.

• Accelerate the development of preventative and curative medical interventions by leading the clinical data science profession.

• Prepare our industry and professionals for the evolution of the management of health data through education, best practices 

and certification programs.

• Engage and partner with policy makers, regulators, patient organizations and other key stakeholders for a healthier world.

Our mission:



In 2024, we consolidated our strategic plan 
and established ourselves as leaders in the 
industry

Bridging the skills gap

• CDM Competency Framework

• CDA Certification Program

• Conferences with a global reach

• Promoting lifelong professional 

learning with more than 15 

Webinars in 2024

• Strategic investments in talent 

and technological capabilities in 

education 

Influencing through 
leadership

• JSCDM quarterly 

publications, including 

GCDMP chapters

• Career journey: Insights into 

the CCDA and CCDS roles 

through on-demand, free 

webinars

• Updates from the industry: 

15 podcast episodes

Expanding through 
partnerships

• Regulatory Council through 

PPP with FDA

• Expanded Corporate 

Partnership Program

• Expansion into CDM/CDS 

regions of growth

• Collaboration with MRCT 

Center





SCDM: Driving Change to Address Industry 
Challenges

Lead
Leverage innovation and 
thought leadership to 
identify industry needs 
and develop best 
practices / standards to 
adapt.

Grow
Leveraging global 
CDMs/CDSs footprint to 
expand knowledge and 
industry expertise driving 
leadership, influence and 
transformation

Professional growth through 
education and certification.

Influence
Utilize partnerships of 
value, interactions with 
regulators and policy 
makers to work together 
providing industry 
expertise.

Transform
Drive the CDM to CDS 
evolution and identify 
future needs. 

Provide education and 
certification keeping 
skills in line with industry 
changes.



Our Vision for 2030

End-2End
Data Flow

The integration of metadata beyond 
MDR, digital protocol-driven data flows 
(USDM – ICH M11), and seamless 
integration of source data (ETL to ELT) 
alongside real-world data (RWD) will 
redefine clinical data management, 
enabling scalable audit trails and 
maximizing the value of data for more 
accurate and efficient patient care.

Intelligent 
Technologies

Continuous technology 
advancements will enable AI-
assisted data flow and 
transformations, augmenting clinical 
data management with new roles 
like data curators and prediction 
modelers. 'Human in the loop' 
integration and AI/ML best practices 
will ensure ethical and efficient 
clinical trial solutions

THE INDUSTRY

SCDM's ROLE

Education Strategy Transformation CDM to CDS

Global Influence

Collaborations/Partnerships of Value

Opportunities & Considerations

CCDA, CCDM, CCDS…is there another?

Evolve Competency Framework toward CD

 Evolution of ROLES

AI is changing landscape of roles

Clinical Data Manager & Central Monitor Role Blending

Lower reliance on site Monitors for Data Review and technology management.

 Evolution of TECHNOLOGIES

End of SAS and Data of Analytics as we know it  (Used for exploration
NOT issue identification<n) 

The rise of Natural Language Interaction & Programming 
(~ “Prompt Engineering”)

Evolution & Growth: certifications, roles, 
technology

The patient voice will shape the 
future of clinical trials, with patient 
data return reducing site burden 
through decentralized trial 
activities. Multi-source data 
streams and improved data quality 
will drive more efficient, patient-
centered research.

Patient’s
Choice

The line between clinical research 
and healthcare will continue to 
blur, driven by the increased use of 
real-world data (RWD) and the 
adoption of innovative study 
designs, reshaping how clinical 
data is collected, analyzed, and 
utilized for improved patient 

outcomes.

Clinical
Research 2.0



Journal of the 
Society for 
Clinical Data 
Management

What is JSCDM?

Scholarly publication that began in 2020

Open-access; Member of the Directory of Open Access Journals 
(DOAJ)

Peer-reviewed

Focus: Publishing the science and operations behind data 
collection and use in clinical studies 

Complies with International Committee of Medical Journal Editors 
(ICJME) recommendations

In collaboration with CDISC

Contains links to the Multi-Regional Clinical Trials (MRCT) Plain 
Language Medical Glossary



Journal of the Society for Clinical 
Data Management

• Where is JSCDM 
viewed?

• Accessed by 180 
Countries

• Top 10 Countries by 
View

Country Views

United States 130302

China 56504

India 17368

Germany 11318

Japan 7758

United Kingdom 6900

Canada 6679

Ireland 6404

Russian Federation 4493

Singapore 3467



Journal of the Society for Clinical Data 
Management

• Who’s citing us?

• 14 Published JSCDM 
articles have been 
cited 30 times across 
16 Journals

Journal Name
# times JSCDM 
article cited

Clinical and Translational Science 6

JMIR Formative Research 5

JMIR Medical Informatics 3

Journal of the Society for Clinical Data Management 2

npj Digital Medicine 2

Therapeutic Innovation & Regulatory Science 2

Discover Health Systems 1

Journal of Medical Systems 1

Journal of Biomedical Informatics 1

BMC Medical Research Methodology 1

Data 1

Nuklearmedizin - NuclearMedicine 1

Heliyon 1

Contemporary Clinical Trials 1

BMJ Health & Care Informatics Online 1

JMIR Research Protocols 1



https://www.jscdm.org/

https://www.jscdm.org/


Thank you
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A Shared Language for Clinical Research

Patient Centricity and the Data 

Standards Landscape

The Clinical Data 
Interchange Standards 
Consortium (CDISC):
Together, we can do 
so much more







CDISC Supports 
the Clinical 
Research 
Information 
Lifecycle

NCI EVS Controlled Terminology and Glossary 
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CDISC Training Materials | ©CDISC 2019

CDISC and EVS have been working closely together for more than 20 years.

•EVS provides dedicated terminology experts, subject matter experts, and management resources.

•CDISC provides subject matter experts, data model experts, and a large review community.

EVS is responsible for CDISC controlled terminology development, harmonization, publication and 
maintenance.

EVS provides established terminology infrastructure and standard operating procedures. 

>60,000 CDISC terms are coded and tagged in NCI Thesaurus (NCIt)

•Required by FDA and PMDA

•Preferred NMPA and Recommended by EMA

CDISC terminology standards average >50,000 downloads/month in more than 60 countries.

NCI EVS Partnership
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• Publications: DDF (USDM), SEND, 
CDASH, SDTM, ADaM, Define-XML, 
TMF, MRCT, CDISC Glossary
• (Coming Soon: ICH M11 Protocol)

• Formats: .xls, .txt, .html, .odm-xml, 
.OWL/RDF, .pdf

• Changes files (from previous 
release) + Changes Program

• All files stored on NCI Ftp and 
archived files are made available.

• FREE Terminology Access:
• NCI website*
• CDISC website*
• CDISC Library metadata 

repository
• EVS Explore Browser*
• EVS REST API
• MRCT Glossary website
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Patient Centricity and the Data 
Standards Landscape

New CDISC Initiatives



ICH M11 and CDISC USDM

ICH M11 CDISC USDM Digital Protocol

• M11 is a Working Group within ICH
• The WG has produced three 

documents:
• A guideline (general overview)
• A protocol document 

template specification
• An associated technical 

specification detailing 
content within the template 
(e.g. CT)

• The focus is on the protocol 
document, the human readable 
view

• Unified Study Definitions Model
• A logical model with associated CT
• Designed to provide industry and 

academia with a consistent way to 
digitize study designs

• Supports interventional (incl 
complex design) and observational 
study designs

• Provides support for protocol 
document templates

• Provides support for precise 
definition of the study design 
including detailed SoAs

• USDM fully supports the M11 and 
other templates

• M11 documents can be digitized 
and held within the USDM format

• ICH M11 and USDM share 
common controlled terms

• USDM and M11 combined 
provides a complete electronic 
digital protocol solution

+ =



360i: Next Step to Realizing Standards Driven Research

Intelligent protocol-driven research to improve patient outcomes

Science & Innovation Study Design & Conduct Study Analysis & Review

Well-defined
scientific concepts 

With a connected
data life cycle 

For traceable, interactive, and AI driven 
results

Standards 
Driven 

Automation

Courtesy of CDISC 360i team



Study Team

Protocol Outline

Schedule of 

Activities

Select Biomedical Concepts

Collection

Tabulation

Analysis

USDM
(Machine 

Readable)

Design

Select Endpoints

Build

360i e2e Digital 
Empowerment

EDC

EHR
eDT

DHT Data Collection 

& Management

Extract Data Monitoring & 

Reporting

Extraction

Tabulation

Data

Analyze

Analysis

Data

Output

Results 

TFLs Report

TLFs

…

Data Analysis & 

Reporting

End to End Machine 

Executable Specifications

Run

CDISC 

Connected 
Standards

Machine 

Executable 
Study 

Definitions

Company 

Standard & 

Metadata 

Libraries

Company 

Configured & 
Connected 
Standards

Learnings & 

protocol 

Amendments

Design Build Run Adapt

Adapt

Operational 

Data Store



Courtesy of xShare IHI Consortium



Image from Stock photos

Open study 
enrollment

Study 
participation 

(study schedule 
of activities)

Patient 
community w 
patient facing 

activities enabled 
by MRCT glossary

Study Data 
Collection 

informed by Data 
Management 
Best Practices 

(SCDM)

Digital Protocol 
(USDM) 

Not a comprehensive view of 
all CDISC initiatives



Value Of A Connected World

Transition standards use from necessary requirement to valuable 
enabler through connected and ready to use implementable 
standards.

Patients Data that is easier to extract and understand making it more 
accessible to patients

Sponsors Protocol driven research automating the metadata & data 
pipeline reducing time to study results & increasing quality

Regulators Reduced variability & clickable traceability from analysis to the 
collected data increasing confidence in decisions

Researchers Reduce barrier to entry and cost for standards through ready to 
use implementable standards & open source tools

Technologists Provide machine readable and interoperable inputs and outputs 
for easier adoption by software solutions

Courtesy of CDISC 360i team
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The vision for the 
future

Together we can do 
so much more

 

CDISC – Patient Centricity & Data Standards



Thank you
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A Shared Language for Clinical Research

Discussion and Q&A



Upcoming Clinical Research Glossary Webinar

Join the MRCT Center on June 24 from 
12 – 1 PM ET to learn how to 
participate in the annual Public 
Review—an essential step in making 
these plain language clinical research 
definitions a global standard. 

Your involvement ensures the Clinical 
Research Glossary remains accurate, 
inclusive, and effective for informed 
decision-making in clinical research.

Register here:
 https://lp.constantcontactpages.com/ev/reg/4dmwmwf 

https://lp.constantcontactpages.com/ev/reg/4dmwmwf


Representation in Research

https://mrctcenter.org/project/representation-in-research/ 

- Underrepresented Populations in General

- Disabled populations/People with disabilities

- Global populations/People living outside the US

- Financially challenged and underinsured 
populations

- LGBTQIA+ populations

- Limited English Proficiency (LEP) populations

- Resources for IRB/HRPP members

https://mrctcenter.org/project/representation-in-research/
https://mrctcenter.org/project/representation-in-research/
https://mrctcenter.org/project/representation-in-research/
https://mrctcenter.org/project/representation-in-research/
https://mrctcenter.org/project/representation-in-research/
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Many thanks again!
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