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Clinical Trial Operations
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Everything you need to know about
Clinical Data Science in an on-demand
webinar - now on the SCDM Learning
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Released April 171" 2024

cDISC Global Country/Regional
EHIR ""_7 Regulatory - specific
' Guidelines regulations
Forexample: Forexample:
10G-GCP HGRAC China, GDPR

Regulations & Standards

Al-driven
technology
platform

Al-driven DM
workbenches

o L
Alrb-SDLC Generative Al
Risk-based For example:
approach to Al Chat GPT,GPT 4.0
development
ke cycle

Al & Cognitive Tech

Data curation

&insights
generation

Spotfire, Power Bl,
visuslization tools

SCDM 2025 India Conference| Dec. 4-6, 2025 | Hyderabad, India

wr

'

Data collection Site eSource Patient-tailored

platforms EHR, Telemedicine, | technology

For example Home Cere, OCY For axample:

ECOA.EDC wearables, BYOD
Technology & Data Platforms

Chapter topicsupdates

CDM-role evolution
CDM1to CDS

Partnership governance
& oversight

Vendor management/governance

Stakeholder identification
and management
Relationship bulding/interaction

Cross-functional collaboration
Relationship bulding/interaction

-

SUORYBIAIU| |BUONOUNS-SS0D)
3 sajoualedwon eyeq [eaiund



SCDM e

CCDS Certification
Dr. Deepak Kallubundi Dr. Shobha Muniyappa
Executive Director Associate Director

Global Head of CDM Operations CDM Operations
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Why Is Certification

Needed?




Key Benefits of SCDM
Certification

* Validates expertise- Provides an objective to validate
professional knowledge and skills

* Ensures Data Quality- Certified Professionals are better
equipped to implement best industry practices

* Enhances professional credibility and career advancement
opportunities

e O _ ] * Demonstrates commitment to continuous professional

' < V) development
' = * Sets a Global Standards- helps establish consistent, global

benchmark for excellence and professional discipline

=
=




Job Analysis

*Job Analysis slides are Courtesy of Kryterion



Internal use

Job Analysis — What?

« Study of a profession,
occupation, or role to identify
the essential job duties and
essential knowledge and skills
required for competent job
performance

 Provides relative importance
of tasks and knowledge or
skills




Internal use

Job Analysis — Why?

« Content validity

 Legal defensibility

JOB ANALYSIS =

FOUNDATION FOR
EXAM




Internal use

Brief Overview of JA and Exam
Development Process

@ Content Definition and Grouping Meetings

v/ Test Blueprint Finalization

N\,

Write and Classify Items

%

Administer Beta Exam

5

Determine Passing Score




Internal use

Job Analysis — How?

« Move to more detailed

Risk Based CDM




Internal use

JA Step 1: Content Definition and
Grouping

* Review the current CCDS body
of knowledge, tasks, and
other documentation SCDM
has developed

 Sort into a structure that can
reliably and fairly assess
candidates for the CCDS

credential




* |[dentify job domains

« Write task statements for
each domain
« Comprehensive list relative
to scope of certification
program
« No overlap or repetition

 Consistent with purpose and
level of credential




Internal use

TASK STATEMENTS

Each task statement should include;
« Who is doing the action? (implied)
« What is the action?

« To whom/what is the action
directed?

- Why is the action being done?
« How is the action being done?

- What work products, if any, result
from the action?




Internal use

JA Step 2: Test Blueprint Finalization

» Goal is to design assessment
that will result in VALID

inferences and RELIABLE
measurement

 Includes content areas for
exam and weights, types of
items, how exam will be
scored, how scores will be
used, etc.




Internal use

CCDS Domains

CCDS Domain

Risk-Based CDM

Clinical Trial Operations
Regulations & Standards

Al & Cognitive Tech
Technology & Data Platforms

Clinical data & Cross Functional Interactions

|

Soft Skills

y
il i .

CCDS exam competencies are re-validated periodically in a job analysis
called the SCDM Task Analysis Survey.




Item Creation &

Review, Exam Launch
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Thank You for Your
Attention

* Appreciate your interest in clinical data
management certifications

* Encourage continuous professional
development and learning

* Contact us for further questions and
support info@scdm.org
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Learning Continuity with
elev8 by SCDM

Eva Martin
Education Director

SCDM
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Shaping the future of Clinical Data
Management and Science Learning




SCDME®

This year, we’ve reached important milestones

v" Full implementation of the new learning experience platform

v" New strategic available CCDA, CCDM and RBQM Programs and
learning support for 20+ GCDMP chapters

v" Over 100 new courses designed around emerging learning trends

v" More than 200 learners onboarded in May 2025

v" Seamless user journey across membership, education, and certification,
now with single sign-on
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Internal

SCDMve)
This journey begins with YOU, Your role, Your path, Your pace

CDM Industry
Competency Framework e
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SCDMCve)
We guide your journey in a structured, practical and clear way

o Getting Started e Deep dive into Learning e Hands-on practice
c . Test Course Course Course Practi Optional £ i Test
ourse ourse & Test & Test & Test racrice Resources inal 1e

e
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Internal

SCDMve)
Every step is immersive, dynamic, and designed to make education last

Eng’azgement
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Internal

SCDMive)
Your learning continues, across formats, moments and connections

tm tx
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SCDME»®

Learning is not just a moment. It is a journey

What was once fragmented is now structured,
immersive, and supports continuous growth
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Where the world’s best,
bring out the best in you.

Curated learning for everyone
in the CDM industry.

POWERED BY SC DM
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