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SCDM Vision 2030

Leading innovative clinical data to advance global health research and development.

SCDM

Together as clinical data

professionals, we are shaping
Clinical Research 2.0.

Vision 2030 through
Patient’s Choice 2.0. End-to-end Data Flow Intelligent Technologies
Aseamlessly connected Aresearch model that empowers Afully digital, standards-driven Afuture where Al and automation e
ecosystem where clinical patients - simplifying participation, data flow - from digital protocol to enhance human decision-making, e e
research and healthcare returning data to them, and submission - shifting from ETL to improve data quality and speed, < \ N
converge, powered by real-world reducing site burden through ELT to enable scalable, automated, and enable intelligent, predictive / e Va. > -
data and modern study designs patient-centric trial approaches. audit-ready processes. workflows across the data lifecycle.

(2]
& & 3

SCDM's role:

CDM Competency Framework «
elevs « GCDMP « Though-leadership
influence « Academic & industry
partnerships = Global footprint

SCDM's role:
Patient voice integration « Industry &
regulatory collaborations »
Global footprint

SCDM'srole:
Partnerships of value » Education for

SCDM's role: e — e
Technology-driven upskilling «
scalable clinical data practices

Partnerships with tech innovators
future ready education,
partnerships of value across the
clinical data ecosystem, and the
global influence that empowers
our community to lead the
evolution of clinical data.




In practice turning
Capability into Impact

SCDM

(Certification)

Expanded CDS certification
& future-fit courses

Building on the beta exam and
mapped to Vision 2030.
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SCODM

(Knowledge )

Next-generation
competency updates

Aligned with digital-first workflows
and CDS expectations.
Al-supported learning pathways
inside elev8

elevd
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SCDM

Global reach & aligned
partnerships

SCDM Live expands globally, with
collaboration across MRCT,
regulators, universities, CDISC, and
cross-functional teams including
statisticians, clinicians, and clinical
operations, ensuring scalable and
sustainable adoption.

SCDM

( Community )

Equipping our community
of clinical data
professionals to shape
Vision 2030

Through future-ready education,
partnerships of value, and global
influence




Navigation change in Clinical Data

Where we are

The clinical data profession is at a clear
point of transition.

O
()

What matters

Success increasingly depends on the
right mix of skills, mindset, and
credibility.

What’s next

Continuous learning enables confident,
informed progress through change.
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Eva Martin
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Our CDS Journey

13 eSource
Podcasts
, TheBusct i v The Automation o
o Clinical Data CDM Driven Activities
....-. sk & q
eraian A D & h
& elevd
eClinical @) = =% NP & CCDS
e ——— A Rlsl‘(:-DB:nsEd Role Evolution (Sep 2025)
SCDM New Evolution DCT Topic Brief Audit Trail Review 5 Topic Briefs 4 eSource Topic Briefs CCDA
Vision Drivers (April 2020) (April 2021) (April to Aug 2022) 4 Perspectives !! (Sep 2024)

Birth of Clinical (June-2019) (Sep 2023) NEW
Data Science Transformation
Cycle

2019 Refection 2020 2021 2022 Position 2023 Action 2024 2025 Refection

Technology Enablers CDS Portal Role Evolution CDS Position Paper
(March-2020) (April 2020)  (August-2020) (Sep 2022)

The Evetution of Clinical Dats
& Clinl =

SCDM Strategic
Plan to deliver
CDS

CDM




Complex

Protocols

Decentralized

Clinical Trials

As relevant as ever !

Critical to Quality Factors
Critical Data and
Processes

Quality Risk based
Tolerance CDM
Limits
Quality by
Design

Artificial

- Intelligence
. N% Predictive Data
Nursing Review

il
Telemedicine Ej ML, NLP, NLG &

Voice Recognition

Umbrella, Basket and Platform

Adaptive
Design

‘Synthetic’ ehltiany

Control Arms m

g
Master Protocols @a{_‘éj}

Sensors &
Wearables

Home

Clinical Data Science Evolution Drivers
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Diversity Plans to Improve
Enrollment of Participants
from Underrepresented Racial
and Ethnic Populations in
Clinical Trials
Guidance for Industry

W DRAFT }

Clinical Trial
Diversity

European DCT
Recommendations

HMA 'H _ ©

2019

Digital Health Technologies
for Remote Data Acquisition
in Clinical Investigations

Giuidanee for Industry, Investigators,
und Other Stakeholders

DHT in Clinical
Trials

Decentralized Clinical
Trials

Decentralized Clinical Trials for
Drugs, Biological Products, and
Devices

Guidance for Industry, Investigators, and
Other Stakeholders

DRAFT

e i

Master Protocols: Efficient
Clinical Trial Design
Strategies to Expedite

Development of Oncology

Drugs and Biologics
Guidance for Industry

Adaptive Designs for
Clinical Trials of Drugs

and Biologics
Guidance for Industry

Nov 2019

Master Protocols for
Drug and Biological
Product Development
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TEENERAL CONSIIERA TIONS FOR CLINICAL
STUDIES
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Nov 2021

Jan 2025

Refection

Master Protocols Adaptive Designs ICH E6 R3 ICH E8 R1
e Critical to Quality Factors . .
el Baskr e o @% Critical Data and EMA Reflection Paper on Resiliency to
i .
& Processes the use of Al in the Disruptions
Quality medicinal product lifecycle
Acli:fgastllsﬁ e““St . Vlrt I?,-:-ﬁ;:nce Considerations lor the
Conduct of Clinical Trials of
Quality b Medical Produets During
'Synthetic’ i ua. ity by Major Disruptions Due to
Design Disasters and Public 1lealth

Control Arms m

Emergencies
Guidunve for Industry. Investigators,

5
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QIJ BOTs

Predictive Data
Review

ML, NLP, NLG & —— ;

Voice Recognition FEEITIEEE =

Sensors &
Wearables

Home

Nursing
Telemedicine@

CDS Evolution Drivers

Position

Action Refection



VERACITY

VELOCITY
VARIETY

VOLUME

The evolution of
Clinical Data Review

Critical to Quality Factors
Critical Data and
Processes
Quality
. e(\\,'\St & Vi,—z. Tolerance
o) Y Limits

Quality by
Design

The CDM
Role Evolution

« )

The 5Vs of
Clinical Data

L
Master Protocols ‘f*@
Umbrella, Baskel and Platiorm kﬁ/
Adaptive
Design

Synthetic e

Control Arms m

Sensors &
Wearables

Decentralized
Clinical Trials

Apr 2020

eSource Part 2

eSource Part 1

Clinica/ )
6’(6
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W ereq %

eSource

Vendors / CROs, Home @ @
. Nursing
Sites, Sponsors and Regulators @
- LN ML, NLP, NLG &
Telemedicine X .
Voice Recognltlon

Sep 2023

Predictive Data
Review

CDS Evolution Drivers

Risk-Based
cCDM

Jul 2022

The Automation of
CDM Driven Activities

June 2022
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Clinical Trial Operations

Risk-Based CDM (RB-CDM)

Quality by RB-study execution: RBQM
Design (QbD) Risk controls Incorporate QbD, Quality

. Controis and Continuous
Controlling risks by Risk assessment, Quality Quat ;

; g ty Improvement; Use of

:",',:;g. ;‘;:g:;:'d FHCKE S WK getichs RACT as a Risk Evaluation Tool
planning

Patient-driven development & inclusion

PatienVSite driven development; For example:DCT,
patient-centric designs

Emerging study execution

Patient/Site-driven development, For exampie: DCT,
patient-centric designs

Trial design & logistics
Understanding study objectives and ske/sample logistics

Protocol design, feasibility & review

Understanding protocol objectives and endpoints and
how to review with a CDS eye/how to contributeto
draft protocal design

Soft Skills Inc. Leadership & Executive Skills

CDS-driven Change
business models management
CDS-based organization/ Skils toeffectively
business structure implementchange;
Transition planning
from COM toCDS

SCDM

CDM Industry

People/Team
development

High performing teams;
Career development

Competency Framework

® CDMe[>ecCDs

Global Country/Regional Al-driven
CDISC, Regulatory - specific technology
FHIR,HL7 | Guidelines | regulations platform
Forexample: Forexample: Al-driven DM
I0G-GCP HGRAC China, GDPR workbenches
Regulations & Standards

Data curation
Alrb-SDLC Generative Al &insights Data collection Site eSource Patient-tailored
Risk-based For example: neration platforms EHR, Telemedicine, | technology
approach to Al Chat GPT,GPT 4.0 ” For example Home Care, DCT For axample:
;‘,‘:;mmm rﬂf:‘::: ::;' ECOA,EDC wearables, BYOD
Al & Cognitive Tech Technology & Data Platforms

Critical & Crisis

strategic thinking management

Skilis toeffectively analyze Mahntaining business continuity
information plan according during a significant event
toobjectives

Good Clinical Data
Management Practices (GCDMP)
Chapter topicsiupdates

CDM-role evolution
CDM1to COS

Partnership governance
. & oversight

Vendor management/governance

Stakeholder identification
. and management
Relationship bulding/interaction

Cross-functional collaboration
Relationship bulding/interaction
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Clinical Trial Operations

Risk-Based CDM (RB-CDM)

Quality by RB-study execution: RBQM
Design (QbD) Risk controls Incorporate QbD, Quality

. Controis and Continuous
Controlling risks by Risk assessment, Quality Gt im Vs
buiding with the end checks & miigation QY SOIOVRmON,
i mind: Proactive RACT as a Risk Evaluation Tool
planning

Patient-driven development & inclusion

PatienVSite driven development; For exampie:DCT,
patient-centric designs

CDS-driven
business models

CDS-based organization/
business structure

Emerging study execution

Patient/Site-driven development For example: DCT,
patient-centric designs

Trial design & logistics
Understanding study objectives and ske/sample logistics

Protocol design, feasibility & review

Understanding protocol objectives and endpoints and
how to review with a CDS eye/how to contributeto
draft protocol design

Global Country/Regional
gg::c""__, Regulatory - specific
3 Guidelines regulations
Forexample: Forexample:
10G-GCP HGRAC China, GOPR
Regulations & Standards

Soft Skills Inc. Leadership & Executive Skills

Change People/Team
management development
Skils toeffectively Highperforming teams;
implementchange; Career development
Transition planning

from COM to CDS

=
CDS 101

Everything you need to know about
Clinical Data Science in an on-demand
webinar - now on the SCDM Learning
Hub!

Released April 171" 2024

Al-driven
technology Alrb-SDLC Generative Al
Rigk-based F:
platform appro::he o Al c::g:,‘:;'r 40
Al-driven DM development
workbenches ke cycle
Al & Cognitive Tech

Data curation

&insights
generation

Spotfire, Power Bl,
visuslization tools

Data collection | SiteeSource | Patient-tailored

platforms EHR, Telemedicine, | technology

For example Home Cere, OCY For example:

ECOA.EDC wearables, BYOD
Technology & Data Platforms

Critical & Crisis

strategic thinking management

Skills toeffectively analyze Maintaining business continuity
information plan according during a significant event
toobjectives

Good Clinical Data
Management Practices (GCDMP)
Chapter topicasiupdates

CDM-role evolution
CDM1to CDS

Partnership governance
& oversight

Vendor management/governance

Stakeholder identification
and management
Relstionship bulding/interaction

Cross-functional collaboration
Relationship bulding/interaction
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Related content
CDS Journey




Video Shobha
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Related content
CCDS Certification




Where the world’s best,
bring out the best in you.

Curated learning for everyone
in the CDM industry.

POWERED BY SC DM



Learn with elev8; your path, your pace,
your support.

Everyone learns differently.

Have you ever wondered what type of
learner you are?

S

CDM
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The Anytime learner

eFlexible, on-demand learner who uses elev8 in short bursts
eMaximizes small learning moments
eLeverages Al Tutor for quick, personalized guidance

e Avoids time-consuming searches with direct, goal-based prompts

Example: “I want to improve my knowledge of RBQM, but | only
have 15 minutes”

Receives:

eCurated course recommendations

eQuick summaries of key concepts

eNext-step suggestions for continued learning

Positions elev8 as an on-demand learning assistant, delivering
fast, personalized insights exactly when needed.
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The Builder

Positions elev8 as a development roadmap, not just a content
library.

Starts in the Skills Section, aligned with current or future role
Accesses content structured by Skill Level

Uses the CDM Competency Framework

Navigates the Discover Page for a big-picture view

Explores and connects courses into a coherent learning journey

Builds a structured, role-aligned learning itinerary
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The Fast-Mover

* Time-constrained learner balancing multiple demands
s - * Relies on curated content to stay aligned with priorities
‘ ' ,. e Uses the Featured Section as the main entry point
* Quickly accesses high-impact learning between tasks or meetings
e Key curated areas include:

 What’s New for latest updates

* Conference Programs for high-value selections

e Certifications Hub

/ v
* Minimizes browsing with pre-structured, prioritized content

Positions elev8 as a time-saving, high-impact learning guide. e Maximizes short lea rning windows efficiently

e Knowledge Hubs
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Video demo elev8
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Takeaways

 Enhanced learning experience

* Personalized content suggestions

* Meaningfully grouped content

» Applicable to broader audience: Technical and Soft Skills
« Al features: Suggests related courses, quiz or summaries
» Content creation: Real time feedback loop

* Progress tracking

w
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Related content
elev8 at SCDM




Q&A
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