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1. 2024 Education Update
2. New Training Updates
3. Upcoming Public Training Schedule
4. CDISC Learning Management System Demo
5. Private Training
6. SDTM Advanced Hands-On Implementation
7. Trial Master File Overview



CDISC Education Team

John Ezzell
Head of Education

• Oversees Education Departmental Operations
• Directs Curriculum and Instruction
• Manages and Develops Educational Partnerships

Morgan Dancy
Senior Manager of Education

• Oversees Public Training Schedule
• Manages Training Development
• Coordinates Instructor Authorization

Mackenzie Voots
Education Manager

• Oversees Private Training Schedule
• Manages Learning Management System (LMS)
• Leads Publication of Trainings
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CDISC Education Goals and Purpose

Education in CDISC Charter
• CDISC is committed to providing authoritative 

education to implementers and other stakeholders of 
the CDISC standards

IACET Certification
• Accredited in 2018
• Benchmark for Instruction and Training Development 
• Allows CDISC to issue Continuing Education Units 

(CEUs) and certification 
• Independent audit of program processes

Vendor Neutral / Inclusive
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75,000+ Training Module Enrollments

16,000+ Training Accounts Created 

CDISC Education 
by the Numbers:

2012-2024
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1000+ Trainees

22 Training Clients

32 Live Training Events

2023 Instructor-
Led CDISC 

Training Events
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CDISC Authorized Instructors

CDISC 
Coordinating 
Committees 

Leaders

Most instructors 
have 20+ years 

clinical data 
experience

6 new instructors 
since 2022
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39 Instructors

14 Countries
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Trainings

Virtual Trainings

In-Person Trainings

On-Demand (self-paced modules)

Certifications
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CDISC Training Areas of Focus

CDISC Standards & Publications
• Foundational Standards
• Implementation Guides
• Therapeutic User Guides 

Training by Audiences
• Experts and Newcomers
• Academics
• Reviewers

Tools
• CDISC Library
• CORE
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CDISC Education Projects 
& Training Schedule



NEW 2024 Trainings & Trainings In Progress

TMF Reference Model for Biometrics Professionals

SDTM On-Demand 2.0 Training

Learning Health Education Alliance (LHEA) On-Demand Training

Tobacco Implementation Guide (TIG) Training

Introduction to the TMF Module (English/日本語)

SDTM Theory and Application (日本語 Translation)

SDTM Theory and Application (中国人 Translation)

https://learnstore.cdisc.org
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NEW Hands-On Implementation Trainings In Progress

SDTM Advanced with Hands-On Implementation Component

ADaM Advanced with Hands-On Implementation Component

ARS Hands-On Implementation Training

CORE Hands-On Implementation Training

Dataset-JSON Hands-On Implementation Training

https://learnstore.cdisc.org
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Hands-On Implementation Lesson Plan Template

Lesson Plan Template for Instructors/Developers

"I Do, We Do, You Do" Instructional Model

• Prior Knowledge Assessments
• Checks for Understanding
• Exit Slips

Template Includes Engagement Strategies



"I Do, We Do, You Do" Instructional Model

I Do We 
Do

You 
Do

Instructor-led
Demo

Guided
Group Work

Independent
Hands-on
Practice

Duration:
Multiple-Session Curriculum
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2025 Public Training Schedule

Jan/Feb

Virtual 
EU/US

Feb/Mar

Virtual Japan

April

Virtual Korea

May

Europe 
Interchange

June/July

Virtual 
EU/US

July

Japan 
Interchange

August

China 
Interchange

Sep/Oct

Virtual 
EU/US

October

US 
Interchange

November

Korea 
Interchange

https://learnstore.cdisc.org
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Upcoming Public Training Events

https://learnstore.cdisc.org
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January Virtual Event

https://learnstore.cdisc.org
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CDISC Learning Management System



Activate Your CDISC Learning Account

Sign up for a cdiscID

Visit learn.cdisc.org
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https://www.cdisc.org/cdiscid-sign-insign-instructions
learn.cdisc.org
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Certificate of Achievement and IACET CEUs

First Name Last Name

Earn CEUs by completing a training and passing its final assessment.

To be granted IACET Accredited Provider designation, 
organizations apply demonstrating they are compliant with the 
ANSI/IACET 1-2018 Standard for Continuing Education and 
Training. The Accredited Provider (AP) application and review is a 
rigorous process that involves extensive hands-on evaluation.
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Badges

Hands-On Implementation 
Trainings

Certification Programs
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Show Off Your Certificates and Badges!

Add badges to your signature

Share on LinkedIn

Public Badge Verification Link
*Badges are listed on your profile page

https://learn.cdisc.org/user/profile.php


Private Trainings



Private Trainings – Tailored to Your Team’s Needs

Client Audience/Documentation Review

• Learner preliminary survey

• Audience roles, experience, topics of interest

• General review of sample documents if provided (CRFs, datasets…) 

Customization 

• Custom topics

• Significant focus on existing topics

• Additional hours of review and feedback on sample documents

• Custom activities created using sample documents, requested domains, specific tools, etc.

• Private learning environment (documents, Q&A forum with instructor…)

Included

Additional Fee
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Examples
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SDTM Advanced Hands-On Implementation



Training overview
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Training agenda

• Part I
o Correctly annotate a CRF with the use of MSG

• Part II
o CDASH data converted to SDTM data
o QC of SDTM data
o Use of CORE CLI

• Part III
o Convert 3.3 to 3.4 with use of CDISC Library
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TMF RM Educational Offerings through 
CDISC



CDISC TMF-related Educational Offerings

Introduction to the CDISC TMF RM
• English and Japanese language
• Free to members
• 10-minutes

Fundamentals of the TMF RM
• Offered both in person and virtual
• Next virtual course: 3,4,&5SEPT2024
• Offered in-person course: 22OCT2024 at the 

US CDISC Interchange Meeting in AZ

Established Trainings:
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CDISC TMF-related Educational Offerings

TMF RM for Biometric Professionals
• Pilot (virtual) planned to take place on     

28 August 2024
• Offered in-person course: 25OCT2024 at 

the US CDISC Interchange Meeting in AZ

Quality Check of TMF Records
• Explain the purpose and factors that contribute 

to the quality of the TMF.
• Apply principles of the CDISC TMF Reference 

Model, ALCOA++, and regulatory guidance 
towards the TMF Records check process.

• Influence how to take a risk-based approach to 
record quality checks.

Risk-based Approach to TMF 
Management

• Based on the output of the CDISC TMF RM 
Risk Initiative

In development or coming soon:
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More on the Fundamentals of the TMF RM 
Course-Level Learning Outcomes

Apply current regulations and guidances to the management of the TMF.

Describe how the TMF Reference Model is integral to the comprehensive TMF management process.

Apply required principles of the TMF Reference Model to understand where
the records of the TMF are managed during and after the conduct of the study.

Design basic TMF management processes based on the TMF Reference Model, such as TMF Quality Control, TMF Index, 
TMF Plan, and TMF Oversight. 
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History & Basics 
of the Model

What Is a TMF?

People, Process, 
& Technology

Managing the 
TMF

Regulations & 
Developing

TMF Repositories, 
Index & Plan

Timeliness, 
Completeness, 
Quality

TMF Health
Preparing, 
Transferring, 
Long-term 
Management

Archiving

Outsourcing & 
Ensuring an 
Inspection 
Ready TMF

TMF Oversight

Course Agenda
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More on the TMF RM for Biometric Professionals 

Course Description
Delve into more advanced TMF management with our specialized training 
spotlighting Zones 10 and 11 of the TMF Reference Model. This training is 
tailored for professionals overseeing records and data from Data 
Management, Biostatisticians, and Programmers. Gain expertise in defining 
and managing TMF records effectively, identifying functional application 
records, and assessing their completeness within the TMF Reference Model 
framework. Join us to enhance your TMF management skills and ensure 
robust regulatory compliance. 
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More on the TMF RM for Biometric Professionals 
Course-Level Learning Outcomes

Describe and summarize the CDISC TMF RM and its purpose.

Describe biometrics-related TMF records and data (including the various file formats) indicated in the CDISC 
TMF RM.

Describe how management of biometrics-related TMF records and data in designated TMF repositories is 
documented in the study-specific TMF Index based on the CDISC TMF RM.

Develop the plan to evaluate biometrics records and data for completeness in the various TMF repositories 
utilizing the CDISC TMF RM
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The Biometrics 
related records 
in the TMF RM

What Is a TMF?

People, 
Process, & 
Technology

The TMF Management 
Process What, Where, and 

How - Biometrics 
related records in  
TMF repositories

TMF Repositories, Index, 
& Plan

Timeliness, 
Completeness, 
Quality

Overview of TMF Quality

Course Agenda
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Thank you!


