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CDISC EU Interchange



EU CDISC Interchange 2024 – Call for Abstract

24-25 April 2024 – Berlin – Main Conference

Novelty in Clinical Trials and CDISC standards 

• Modernization of clinical trial impact on CDISC standards: 

decentralized trials incl. digital endpoints, master protocols, patient 

and rare disease registries.

• Applications of AI to extract value from Clinical Trials and Real 

World Data

• Regulatory and CDISC positioning on usage of AI

CDISC in Academic Research

• Healthcare Data Systems

• eSource/Direct Data Capture (DDC) for e.g. using electronic 

health records and the FHIR standard

• Opportunities across the life sciences data sharing (FAIRified) 

ecosystem post anonymization of critical GDPR data



EU CDISC Interchange 2024 – Call for Abstract

24-25 April 2024 – Berlin – Main Conference

Real World Data / Evidence  

• Experiences of RWD/RWE in regulatory decision-making for drugs 

and biologics

• Use of CDISC and other industry standards (OMOP data model, 

HL7 FHIR, etc.) incl. conversions between standards

• Regulatory guidance, progress and barriers 

Bringing data back to life, re-use and harmonisation of clinical 

trials

• Pool historic R&D data and harmonize.

• Utilize harmonized terminologies and vocabularies

• Combine RCT data with Omics, RWD, and Imaging to unlock the full 

potential of clinical data and improve R&D returns.



EU CDISC Interchange 2024 – Call for Abstract

24-25 April 2024 – Berlin – Main Conference

Open Source usage, including CORE, OAK, ARS, COSMoS  

• Experience in the use of CORE, Rules Authoring Tool and 

generation of Rules

• Experience of various validation tools for 

SEND/SDTM/ADaM/Define

• Experience in use of Open Source tools

• Implementation examples of ARS

Global Regulatory Submissions  

• Submitting around the Globe learnings

• Achieving quality and efficiency in data submission 

• Impact of new FDA guidance 

• Experience integrating data from multiple studies in support of 

Integrated Summary of Safety (ISS) and Integrated Summary of 

Effectiveness (ISE)  

• Imagine Data Submission in 2041: how technology, standards 

and industry initiative can fasten data submission



EU CDISC Interchange 2024 – Call for Abstract

24-25 April 2024 – Berlin – Main Conference

DDF  

• Implementation examples of DDF

• DDF impact on drug development

• DDF and integration with upstream and downstream process : 

challenges and advantages

Standards governance and MDRs  

• Managing CDISC versions and handling (non) adherence in terms 

of submission to one or multiple regulatory agencies

• Metadata-driven governance and automation experiences

• How to ensure end to end connections between different CDISC 

standards: CDASH-SDTM-ADaM

• Pharma/Bio tech experiences with graph databases/linked data 

implementations



EU CDISC Interchange 2024 – Call for Abstract

24-25 April 2024 – Berlin – Main Conference

Call for Abstract: apertura nelle prossime settimane e 

chiusura 12 gennaio

Bozza programma: fine gennaio

Speriamo di ricevere un buon numero di abstract anche

da voi Italian CDISC UN e così avere diversi speaker 

italiani al prossimo EU CDISC Interchange  



COSA / Open Source Overview



Open-Source Initiatives – FDA Statemet



Open-Source Initiatives – A Change is Already 
Taking Place



Open-Source Initiatives – A Change is Already 
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Open-Source Initiatives – A Change is Already 
Taking Place



Open-Source Initiatives – R Pilot Submission

https://github.com/RConsortium/submissions-wg 

First Publicly Available R-Based Submission 
Package Submitted to FDA (Pilot 3), Sep 11, 2023
https://www.r-

consortium.org/announcement/2023/09/11/first-

publicly-available-r-based-submission-package-

submitted-to-fda-pilot-3 

https://github.com/RConsortium/submissions-wg
https://www.r-consortium.org/announcement/2023/09/11/first-publicly-available-r-based-submission-package-submitted-to-fda-pilot-3
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Open-Source Initiatives – R Pilot Submission



Open-Source Initiatives – R Pilot Submission

https://www.youtube.com/watch?v=t33dS1

7QHuA



Open-Source Initiatives – Novo Nordisk's 
Journey to an R based FDA Submission

https://www.youtube.com/watch?v=t33dS17QHuA 

https://www.youtube.com/watch?v=t33dS17QHuA


Dataset JSON



COSA – 2 Main Big Projects

• Conformance Rules – CORE

•Dataset JSON Today we focus on 

Dataset JSON



Dataset JSON – The Launch in US



Dataset JSON – The Launch in EU



Dataset JSON – The Launch in Italy



Dataset JSON – SAS XPT Limitations

https://www.cdisc.org/sites/default/files/2023-05/Transport-for-the-Next-

Generation-Version-1.0.pdf



Dataset JSON in a Nutshell



Dataset JSON



Dataset JSON



Dataset JSON

JSON is nothing new, the format is already in use by CDISC Library.

For instance: call the Library asking for info about SDTMIG v3.3 structure

https://library.cdisc.org/browser/#/



Dataset JSON

Are SAS and R already able to work with JSON files? YES! 

• See 'Yes, you can access the CDISC Library from SAS!' presentation by Angelo 

Tinazzi at CDISC EU Interchange 2021

• Check https://cran.r-project.org/web/packages/jsonlite/vignettes/json-aaquickstart.html

for more resources about jsonlite package in R

2021 EU 

Interchange pdf

https://cran.r-project.org/web/packages/jsonlite/vignettes/json-aaquickstart.html


Dataset JSON



Dataset JSON
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Dataset JSON



Dataset JSON – SAS (1/3)



Dataset JSON  – SAS (2/3)



Dataset JSON  – SAS (3/3)



Dataset JSON



Dataset JSON



CDISC TMF Interchange













TAKE HOME MESSAGE: 

CDISC ITA UN meetings no longer only for DMs, Stats, 

Stat/SAS Programmers!



CDISC and Data Submission What’s New



Standards publication

46

https://www.cdisc.org/standards/publications

Standard/Therapeutic Area Version Published Date

Basic Data Structure for ADaM popPK 

Implementation Guide v1.0

6 OCT 2023

ADaM Conformance Rules v5.0 6 OCT 2023

CDASHIG v2.3 28 SEP 2023

CDASH Model v1.3 28 SEP 2023

COVID-19 Therapeutic Area User Guide v2.0 7 SEP 2023

Dataset-JSON v1.0 23 AUG 2023

ODM v2.0 23 AUG 2023

CT-XML v1.2 (Controlled Terminology) 23 AUG 2023

TMF Reference Model v3.3.1 15 AUG 2023

https://www.cdisc.org/standards/publications


Standards under public review

Standard/Therapeutic Area Comments Due

Tobacco Implementation Guide v1.0 & SDTM v2.1 18 DEC 2023

Analysis Results Standard v1.0 11 DEC 2023

Controlled Terminology Relationships v1.0 (SDTM 
v1.7/SDTMIG v3.3/SDTMIG-MD v1.1)

31 OCT 2023

Controlled Terminology Package 56 23 OCT 2023

47

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

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


Standards in development

48

https://www.cdisc.org/standards/in-development

Standard Release Notes

ADaM Oncology Examples Resolving Public Comments

ADaM v3.0 In Development

Analysis Results Metadata (ARM) Conformance Rules In Development

Analysis Results Standards v1.0 Public Review

CT Relationships for SDTM v1.7, SDTMIG v3.3, 

SDTMIG-MD v1.1

Public Review

Safety User Guide v1.0 In Development

SDTM for Observational Studies v1.0 Public Review

SDTM v2.1 In Public Review

SDTM v2.2 In Development

SDTMIG v4.0 In Development

SENDIG v4.0 In Development

Tobacco Implementation Guide v1.0 In Public Review

https://www.cdisc.org/standards/in-development


FDA Technical Conformance Guide 

49

v5.4 - June 2023 

From “Section 4.1.1.3 (SDTM Domain Specification)” 

Important clarification – submit in LB SI units and a separate 

domain for other conventional units (e.g. US units)

“ […] For clinical studies, please submit two separate domains for 

lab results. The LB domain should contain SI units in LBSTRESU 

for the SI results in the LBSTRESC and LBSTRESN fields. An 

additional custom domain structured identically to LB should 

contain conventional units in --STRESU for the results in 

conventional units in the --STRESC and --STRESN variables. It is 

ideal if both conventional and SI units come directly from the lab 

vendor.”



CDISC TMF Interchange













TAKE HOME MESSAGE: 

CDISC ITA UN meetings no longer only for DMs, Stats, 

Stat/SAS Programmers!



CDISC Webinars and Events 2023/24



Upcoming Webinars

https://www.cdisc.org/events/webinars/upcoming 

• Tobacco Implementation Guide v1.0 Public Review 

Webinar – 09NOV23

• TMF Reference Model General Meeting - Q4 – 

05DEC23

• COSA Quarterly Spotlight - Q1 2023 – 12DEC23

https://www.cdisc.org/events/webinars/upcoming


Recent Past Webinars

https://www.cdisc.org/events/webinars/members-only  

• Digital Data Flow Project Phase 3 Informational 

Webinar – 14SEP23

• 2023 COSA Dataset-JSON Hackathon II – 29AUG23

•  ADaM Office Hours – 10OCT23

https://www.cdisc.org/events/webinars/members-only


TMF Interchange

• Primo TMF Interchange 28-29 SEP 2023 a Baltimora

• Dal EU CDISC Interchange 2024, il TMF Interchange 

si svolgerà parallelamente ad EU CDISC



Thank You!

Silvia Faini

silvia.faini@cytel.com 

Mauro Cortellini

m.cortellini@chiesi.com  

Angelo Tinazzi

angelo.tinazzi@cytel.com 
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