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2. Speaker Introductions
3. Feature Presentation
4. Upcoming Learning Opportunities & Events

2



Housekeeping

3



4

Housekeeping

You will remain on mute
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Housekeeping

Submit questions at any time via the 
Questions tool on your GTW app
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Audio issues? 
Shut down & restart GoToWebinar app
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A recording of this webinar and the 
slides will be available in the 

Members Only section of CDISC 
website
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2. TransCelerate and DDF
3. CDISC DDF standards for public review
4. Public Review Process
5. Q&A



Why is CDISC partnering with TransCelerate on DDF?

CDISC has always been an evolving transformational standards organization 
for information used in clinical research and regulatory submission.

CDISC Data Standards Lifecycle

Design Develop Document 
& Publish Adopt Implement



Why is CDISC partnering with TransCelerate on DDF?

CDISC has always been an evolving transformational standards organization 
for information used in clinical research and regulatory submission.

CDISC Data Standards Lifecycle

Design Develop Document 
& Publish Adopt Implement Automate

Automation requires:
• Standard Machine-executable content for Useability
• Standard Technology Interfaces for Integration for Accessibility
• Standard Verification and Conformance Rules for Integrity
• Standard Trial Design Specifications for Total Automation of the Digital Data Flow
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The Clinical Trial Information Flow
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The Digital Data Flow Initiative (DDF) aims to catalyze digital 
transformation; breaking the document paradigm to enable seamless 
flow of the data within:

Open Source   Vendor Agnostic Agile Development Dynamic Alignment 
to Standards

Digitized Protocols
Enabling the use of technologies that 

identify and assemble study elements 
allows industry to move to digital 

protocols

Advanced Analytics
Better enabling the use of advanced 

analytics such as Artificial Intelligence and 
Machine Learning to improve study designs

Connectivity of Data and Processes
Enabling traceability, automated flow of content 
to key clinical documents, and automation to 
clinical & operational systems (e.g.. EDC, 
CTMS)

Open and Flexible Solution
Developing a dynamic, fully automated solution 
that is vendor agnostic, open and flexible

Development principles to enable broad collaboration, stakeholder input, and sustainability



Upstream Study 
Builders

Objectives

Endpoints

Schedule of 
Activities

Documents
Protocol CSR SAP

Downstream Clinical 
& Ops Systems

EDC/CDMS

eTMF

CTMS

IRT

Other…

Study Definitions 
Repository (SDR)

…deployed using CDISC-developed standards:

Unified Study 
Definitions Model 

(USDM)

API 
Specs

Controlled 
Terminology

Reference Implementation of a novel central 
component to manage data flow (SDR)

Minimum Viable Product (MVP) development 
underwayApril 2022 Anticipated Release Date 

* Solution Providers above have volunteered to participate in MVP development in anticipation of making use of DDF solutions in the future. Additional 
Solution Providers may volunteer in coming weeks/months. TransCelerate does not endorse nor recommend specific vendors or commercial products.

Participating Solution Providers* Participating Solution Providers*

Protocol & Content 
Authoring Tools

The MVP release will focus on enabling flow of study definitions data from study 
builders to Study Definitions Repositories (SDR) to Electronic Data Capture (EDC)/CDMS 

System or Tool of 
Focus for MVP

Potential Future 
System of Focus



Enabling DDF – Where are we on the DDF journey?

Deliver MVP Pilot, Learn/Adapt & Continue Development

MVP Release
(Q2)

Public 
Connectathon
(Q2/Q3)

2022 >>

Study Builder & EDC 
Vendor Design 
Collaboration

Initial discussions and alignment 
between technical solution teams (RA/RI 

for USDM, SDR) and Study Builders, 
EDC vendors to collaborate on SDR 

design compatibility to receive and send 
data

Digitized Protocol

Digitizing a portion of the study data 
elements included in the Common 

Protocol Template significantly facilitates 
for automated Protocol Document 

enablement

Limited EDC Integration

Digitizing a portion of the study data 
elements enables partial automated EDC 

build



Engaging with DDF

•What’s Coming?

• DDF GitHub Launch for Open-source 
(OS) Collaboration

Launch of DDF GitHub site to foster, develop, and maintain an open-
source community of active DDF project contributors. GitHub repository 
will be the central destination for OS material & future collaboration.

• DDF Connectathon
Planned Connectathon event in 2022 will encourage demonstrations of 
use/connectivity to the Study Definitions Repository & CDISC standards 
by anyone in the vendor community.

Resources to Learn More
(Click on any of icons/links below.)

TransCelerate DDF 
Solutions Webpage

Overview: 
Digital Data 

Flow

Overview

Note
s

FAQs

FAQ: Digital Data 
Flow

Provide Input, Sign 
up for updates: 
DDF Information 

Form

DDF Launch: 
Press Release

Press 
Release

DDF Information 
Form

DDF Public 
Webinars

https://www.transceleratebiopharmainc.com/assets/digital-data-flow-feedback-form/
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CDISC Study Definition Repository RA Deliverables
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Unified Study Definitions Model (USDM) Class Diagram
The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative) 

Application Programming Interface (API) Specification
The API definition (normative) in JSON and HTML forms

CDISC Controlled Terminology
The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered. 

Reference Architecture Conformance Tests
Provided by the functionality provided by tools such as SwaggerHub and Postman

Essential Users Stories
The User Stories. PDF document

Architecture Principles
The architectural principles developed by the project. PDF Document

Supporting Materials
A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.
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Unified Study Definitions Model (USDM) Class Diagram
The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative) 

UML

Screen shots are illustrative and from earlier versions and may have changed for the public review
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Unified Study Definitions Model (USDM) Class Diagram
The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative) 

ERD
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Unified Study Definitions Model (USDM) Class Diagram
The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative) 

JSONSQL DD
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Application Programming Interface (API) Specification
The API definition (normative) in JSON and HTML forms

JSON

HTML
This Set

Ignore!
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CDISC Controlled Terminology
The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered. 
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Essential Users Stories
The User Stories. PDF document

PDF
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PDF

Architecture Principles
The architectural principles developed by the project. PDF Document
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• Issues and Questions: Based on the remaining JIRA 
tickets a series of issues and question to be addressed during 
the review.

• Technical Notes: Technical notes on Schedule of 
Activities and ODM/CRF creation

• High-Level Model Overview: Aid to reviewing the 
model

• UML Notes: Help for those reading the UML diagrams

Supporting Materials
A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.

CRF Stylesheet courtesy of: Jørgen Mangor Iversen, Leo Pharma A/S



CDISC Study Definition Repository RA Deliverables
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Unified Study Definitions Model (USDM) Class Diagram
The UML class diagram (normative) as well as SQL Data Dictionary, Entity Relationship Diagram and example JSON output (informative) 

Application Programming Interface (API) Specification
The API definition (normative) in JSON and HTML forms

CDISC Controlled Terminology
The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily searched and filtered. 

Reference Architecture Conformance Tests
Provided by the functionality provided by tools such as SwaggerHub and Postman

Essential Users Stories
The User Stories. PDF document

Architecture Principles
The architectural principles developed by the project. PDF Document

Supporting Materials
A set of informational materials in PDF format to help understand the deliverables being reviewed. PDF documents or references.
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The Process for MVP
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*Minimal Viable Product



Timelines for the MVP*
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*Minimal Viable Product



Public Review Timetable

• Tuesday 22nd March 2022 – DDF Public Review Webinar

• Tuesday 29th March 2022 – DDF Materials sent out for review – Start of 30-
day public review

• Monday 4th April 2022 – 10:00-11:00 US Eastern Time - DDF Public 
Review Workshop – open invite (details on the DDF Public Review Webinar 
Page)

• Friday 29th April 2022 – DDF Public Review Commenting Period ends
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Public Review Materials

• Email will be sent from CDISC Communications

• Public Review information will also be available from the Public Review section 
of the CDISC website

• https://www.cdisc.org/public-reviews
• https://www.cdisc.org/ddf

• Links will direct reviewers to the DDF Public Review Dashboard

37

https://www.cdisc.org/public-reviews
https://www.cdisc.org/ddf


DDF Public Review Dashboard
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Introduction

Timelines

Webinar

Materials

Commenting



Questions & Answers



Audience Questions

Do I need to become a 
CDISC volunteer to take 
part in the public review?
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Audience Questions

Will you send out a list of 
resolutions to public review 
comments?
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Audience Questions

What study types will you 
cover in the DDF initiative?
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Audience Questions

Will the DDF model also 
enable automation of 
disclosure of study 
protocols/results to CT.gov, 
EU CTR CTIS portal, etc?
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Audience Questions

Is there a concern that any 
technology recommendation 
will show a bias towards a 
particular  implementation 
and ultimately hurt the 
ability to innovate?
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Audience Questions

Is there a standard 
computable study protocol 
schema for study builder, 
study repository and 
downstream application 
RWD use?
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Audience Questions

Is the open source license 
planned to be permissive or 
copy left?

46



Audience Questions

Can you elaborate on the 
public connectathon?
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Audience Questions

One of the slides mentioned 
Biomedical Concepts as a 
CDISC standard. Is that 
currently an approved 
standard and how does it 
integrate with USDM?
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Upcoming Learning Opportunities



• Information available at: www.cdisc.org

• Register at: https://learnstore.cdisc.org/

• Contact us at: training@cdisc.org

https://cdisc.lmscheckout.com/
https://learnstore.cdisc.org/
mailto:training@cdisc.org


Free CDISC Courses
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Http://learnstore.cdisc.org
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Register on the Europe Interchange registration page –
no requirement to register for the main conference.

The OpenStudyBuilder is an open-source project for clinical study 
specification. This tool is a new approach for working with studies that once 

fully implemented will drive end-to-end consistency and more efficient 
processes - all the way from protocol development and CRF design - to 

creation of datasets, analysis, reporting, submission to health authorities and 
public disclosure of study information.
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Upcoming Webinars
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Date Webinars

24 March Introduction to the SDTM Genomics Finding (GF) Domain

29 March SDTM Office Hours

31 March CDISC Open Source Alliance (COSA) Spotlight

5 April Controlled Terminology Updates for Q1 – P49 Publication / P50 Public Review

19 April QRS Office Hours

28 June Controlled Terminology Updates for Q2 – P50 Publication / P51 Public Review

Ideas or suggestions for webinar topics? 
Any topics you would love to see us cover?

Let us know via our topic suggestion form:



Why Become a Member?
• To ensure the CDISC standards 

remain open and free
• To support CDISC in the 

development and maintenance of 
global standards

• To work with the CDISC 
community and be a voice in the 
development of clinical research 
standards

• To impact the development of 
regulatory requirements for 
submissions

• To access members only 
resources and benefits

• To gain visibility in the marketplace
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CDISC MEMBERSHIP

Already a Member?
Thank you! It is our members’ 
support which enables us to 
develop standards, keeping it 
free and accessible to all.

Become a Member!
Join nearly 500 member 
organizations that contribute 
to bringing clarity to data.
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Email: membership@cdisc.org 

mailto:membership@cdisc.org


Thank you!
Contact the Events inbox:
events@cdisc.org

Contact Education inbox: 
training@cdisc.org

Contact Bernard directly: 
bklinke@cdisc.org
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