
CDISC GUF Webinar
26 mai 2020

Merci pour votre participation virtuelle
mais active !



Conditions de ce Webinar
Votre son sera éteint tout au long du webinar

Ce webinar est enregistré

Questions?
Ecrivez les dans la section Q&A. Après chaque présentation, il y a aura un temps pour y 
répondre

Problèmes de sons? Quittez et redémarrez l’application Zoom 

Les slides de la presentation et l’enregistrement de ce webinar seront disponibles dans 
quelques jours

Ce webinar n’est pas une formation homologuée par le CDISC et n’a pas été developpée
sous les CDISC Operating Procedures. 
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GUF CDISC

Groupe des Utilisateurs Francophones du CDISC 

• Groupe LinkedIn 
https://www.linkedin.com/groups/2160071/

• Lien sur le site wiki du CDISC 
https://wiki.cdisc.org/display/FRUN

• Une section dans chaque CDISC Newsletter trimestrielle
Exemple pour Q1 2020 
https://www.cdisc.org/newsletter/issue/first-quarter-2020/french-user-group-
welcomes-new-members
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Summary of the

CDISC 2020 Europe Interchange
Virtual Conference held on 1-2 April 
Pierre-Yves Lastic, Privacy & Information Management in Life Sciences,
Vice-president, French CDISC User Group, Former Chairman of the CDISC Board 



State of CDISC Standards 

Presented by Bess LeRoy, MPH
Head of Standards Development
European Interchange 2020



Agenda
• Accomplishments in 2019
• What are we working on now?

• COVID-19 Response 
• Knowledge Base
• Examples Collection
• CDASH eCRF Project
• CDISC Implementation Primer



What has 
happened 
over the 

last year?



Standards Published Since Amsterdam Interchange

Therapeutic Area 
Standards

• TAUG-Nutrition v1
• TAUG-CAD-Angina v1
• TAUG-Lung Cancer v1
• TAUG-CDAD v1
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Foundational Standards
• CDASH v2.1
• ADaMIG v1.2
• SDTM v1.8
• SENDIG-Animal Rule v1
• CoDEx v1.0 for SENDIG v3.1
• Define.XML v2.1



QRS (Questionnaires, Ratings & Scales) Supplements

FOLLOWS STANDARD 
DEVELOPMENT PROCESS 

OUTLINED IN COP-001

POSTED FOR 30-DAY PUBLIC 
REVIEW

PUBLISHED IN BATCHES 
SEVERAL TIMES A YEAR
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Conformance Rules

CDISC Foundational Standards Teams are actively developing conformance rules for their 
respective standards

• ADaM v2.0 Conformance Rules – Completed
• SEND v3.0 Conformance Rules – Completed
• SDTMIG v3.3, 3.4 Conformance Rules – Completed, preparing for Publication/Public Review

• Define XML v2.1 Conformance Rules – Development ongoing
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Guiding Principles

CDISC organization principles – Completed 

Overarching technical principles – Completed

SDTM technical principles – Completed September 2019

SDTMIG, SEND, CT, Define XML, CDASH, and ADaM technical principles –
Complete by end of Q1 2020

Harmonization across all principles – Complete May 2020
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What Are We Working on Now?



CDISC Response to COVID-19 



CDISC Response to COVID-19 
• Interim User Guide - COVID-19

• 1.0, Release Date: 21 Apr 2020

• The Interim User Guide for COVID-19 describes the most common biomedical concepts relevant to COVID-19, and the necessary metadata to represent such data consistently 

with Terminology, CDASH, and SDTM. CDISC Standards specify how to structure the data; they do not specify what data should be collected or how to conduct clinical trials, 

assessments or endpoints.

• Guidance for Ongoing Studies Disrupted by the COVID-19 Pandemic

• The Guidance addresses how to represent changes in current studies if the conduct is impacted by COVID-19.

• Resources for Public Health Researchers

• The zip file comprises an annotated case report form and a mapping spreadsheet to support public health researchers utilizing the Novel Coronavirus (nCoV) Acute Respiratory 

Infection Clinical Characterisation Data Tool. Developed by the World Health Organization (WHO) and the International Severe Acute Respiratory and Emerging Infection 

Consortium (ISARIC), the Data tool is being used as the foundation for many COVID-19 research studies globally across numerous countries.

CDISC would like to express our profound gratitude to the task force participants for their involvement in the development of these resources.

CDISC 2020 Europe Interchange | #CDISCEurope #ClearDataClearImpact 16



Work icludes:
• Virology (TAUG-Virology/TAUG-Influenza)

• Rate of virus inhibition
• Virus identification
• Viral genetics
• Assay kits (SDTMIG-MD and relevant TAUGs)

• Vaccines (TAUG-Vaccines)
• Labs (SDTMIG)

• Additional Controlled Terminology
• Biospecimen domains

• Vital Signs (SDTMIG)
• Respiratory rate
• Body temperature
• Oxygen saturation

• Respiratory Findings (TAUG-Tuberculosis/TAUG-COPD/TAUG-Asthma)
• Imaging
• Pulmonary function tests

• Clinical Events (SDTMIG and relevant TAUGs)
• Cough
• Shortness of breath

• Healthcare Encounters (multiple TAUGs)
• Procedures (TAUG-Influenza)

• Mechanical ventilation

CDISC 2020 Europe Interchange | #CDISCEurope #ClearDataClearImpact 17



Foundational Standards and TAUGs



Foundational Standards in Development

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

Conformance 
Rules SDTM v2.0 SENDIG 

v3.1.1
SDTMIG 

v3.4

SDTM 
Variable 

Definitions

Multiple QRS 
and ADQRS 
Supplements

CDASH-SAE 
Supplement
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Therapeutic Area User Guides 
Currently In Development

Type 1 
Diabetes

Crohn's 
Disease

Acute Kidney 
Injury Psoriasis Heart Failure TCM 

Acupuncture
Pancreatic 

Cancer

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



CDISC Knowledge Base

CDISC 
Knowledge 

Base 

An open, assessible, searchable 
and user-friendly interface on 

the CDISC Website to host new and 
existing website content for 

CDISC implementers
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Knowledge Base – Components

Coordinated 
with standards 
website pages

CDISC-
generated 

content 

Community-
generated 

content, curated 
by CDISC

Community 
Questions

Links to external 
useful content
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Knowledge Base Contents

Articles

Known Issues

Community 
Questions

CDISC Primer

Example 
Collection

Community 
Content

PHASE 1

PHASE 2
CDISC 2020 Europe Interchange | #CDISCEurope #ClearDataClearImpact 24



Phase 1 - Articles

• Technical articles written 
by CDISC staff and 
teams

<<screen shots>>
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Phase 2 - Known Issues

Small errors such as typos that do not affect conformance

Items that affect conformance

Inconsistencies within a CDISC standard

• Inconsistencies between standards
• Inconsistencies between a CDISC standard and regulatory agency advice
• Gaps in standards
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Examples of Known Issues in Review
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Phase 2 - Community Generated Content

Useful content generated by CDISC 
team members and organizations

Content to be identified and added 
as available
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Phase 2 - Community Questions
• Questions received from the 

community may be answered and 
posted 

• Requirements: 
• system agnostic 
• reflect areas of strong community interest 
• a consensus answer is available

• Curation by CDISC team members
• Answers will be posted on the 

Knowledge Base Community 
Questions page

CDISC 2020 Europe Interchange | #CDISCEurope #ClearDataClearImpact 29



Examples Collection



Curated Examples

• Examples exist across many Implementation and User Guides in 
PDFs

• Goal is to make examples easily accessible for implementors 
through the CDISC Knowledge Base

• Users will be able to select examples by biomedical concept, 
therapeutic area, observation class, domain etc.

• Curation to ensure examples remain consistent with one another 
• Initial scope: Diabetes v1.0, Diabetic Kidney Disease v1.0, Type 1 

Diabetes v1.0
• First content will be available later this year
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CDASH eCRF Project



CDASH eCRF Project

• Developing machine-readable, visual representations of case 
report form (CRF) layout

• Project scope
• CDASHIG v2.1
• Therapeutic Area User Guides
• Questionnaires, Ratings and Scales (QRS Instruments)

• Formedix offered the CDISC community MDR use at no cost to 
help deliver this project
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Purpose

CDISC 2020 Europe Interchange | #CDISCEurope
#ClearDataClearImpact 35

Utilize the benefits of CDASH with annotated CRFs in various formatsUtilize

Provide value for new investigators and other researchersProvide

Enable data sharingEnable

Expand adoption of CDASHExpand

Align with CDISC 360’s vision for end-to-end automationAlign



Create Initial CRF Package for Posting

CDISC 2020 Europe Interchange | #CDISCEurope 
#ClearDataClearImpact 36

Excel metadata table

PDF visualizations

ODM-XML File

HTML and XSL rendering



Review CRF Visualization

37CDISC 2020 Europe Interchange | #CDISCEurope #ClearDataClearImpact



CDISC Implementation Primer



Background

As the CDISC implementation community 
increases, new implementers, especially 
those not directly connected to the 
pharmaceutical industry and regulators, 
need a starting point for their 
implementation journey

Need a way to assemble, organize and 
surface useful information to make using 
CDISC standards easier
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Feedback From Our Community

Implementation is complex

Large volume of information

Compliance confusion

Can be overwhelming for newcomers
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Call to Action
PHUSE heard concerns, CDISC 
collaborated

• Part of “Optimizing the use of data standards” 
working

Launched at 2018 PHUSE CSS

• Over 20 volunteers from many different 
stakeholders

Leadership: Beate Hientzsch, Yvonne 
Moores, Wendy Dobson, Bess LeRoy

Everything to be freely available to all
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Four Initial Topics

Topic 1: How to 
Get Started with 
CDISC

Topic 2: Links 
Among CDISC 
Standards

Topic 3: 
Traceability

Topic 4: 
Compliance
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Topic 1: Getting Started with CDISC



Getting Started with CDISC: CDASH



Getting Started with CDISC: Layout



3 Minute Whiteboard Videos for Standards 
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3 Minute Whiteboard Videos for Standards 



Thank you!



Questions pendant le Webinar

• Quand se termine la public review du SDTM 3.4? 
La page suivante: https://www.cdisc.org/standards/in-development indique 
que le Guide est en phase Comments avec une deadline le 1er Juin 2020...! 
Il faut faire vite...

• Est-ce que tu peux nous en dire plus sur le CDASH eCRF project? quels 
sont les livrables de ce groupe? 
Jozef AERTS: En ce moment, on essaie d'utiliser le CDISC Library pour 
créer CDASH-ODM-XML de manière automatique et ça marche.

https://urldefense.proofpoint.com/v2/url?u=https-3A__www.cdisc.org_standards_in-2Ddevelopment&d=DwQGaQ&c=Dbf9zoswcQ-CRvvI7VX5j3HvibIuT3ZiarcKl5qtMPo&r=oMjOpUaE3UvZFf-sEaPepBGbHvX0aIZUTyDS3HgwlCk&m=ryExuvastOBeu-km1D8-Y6iWNLxAibGVpXSBTYhuobo&s=vCDw4uyJfr1Uqu-KBe-HZB1lhATGrwZDnLD88WnGVyQ&e=


CDISC 360 
The Journey so Far and the Road Ahead

Derived from Peter Van Reusel
28 April 2020



Agenda
1. What is CDISC 360?
2. The Art of the Possible
3. Project Approach
4. The Journey So Far
5. What Follows 360?



Today we are here 

TAUGS



• CDISC Foundational models 
provide much needed structure

• Normative Content
• 2 dimensional (tables, columns)
• Standard to represent data

Benefits Today

• Standards must now evolve to 
address further challenges to take 
standards benefits to next level



How do we evolve?
The CDISC 360 Project: Adding a conceptual layer to standards

• Create and store standards as concepts which create meaning between data

• Electronically publish data standards as linked metadata

• Add computer executable process metadata which enables end to end 
automation

• CDISC 360 will develop concept-based standard definitions, and test and 
demonstrate end-to-end automation of study specification, data processing, and 
analysis

 Test and demonstrate, but not building software



360 Participation Summary
Project Kickoff:

36 Resources specified

20  Organizations

Today:
107 Resources specified

38 Organizations
• Pharma-Biotech Sponsor: 20
• CRO: 6
• Technology Provider: 11
• Regulatory: 1

 Still onboarding new participants

 Contributions vary due to project 
complexity and time available





Biomedical Concept 



Biomedical Concept 

Triple Store



Biomedical Concept
Linking controlled terminology to the variable



Standardize value level metadata

Biomedical Concept 



Biomedical Concept 

Linked derivations & transformations



Analysis Concept



One Model

 The Biomedical Concept and Analysis
Concept are ONE MODEL

Analysis Concept Map

Biomedical Concept Map



Agenda
1. What is CDISC 360?
2. The Art of the Possible
3. Project Approach
4. The Journey So Far
5. What Follows 360?



CDISC 360 – Art of the Possible

• What will follow is a User Experience presentation

• Purpose:  
• Illustrate how the CDISC 360 concept model will enable automation
• For illustration only: CDISC 360 will not deliver software to the industry

• UX presentation link: 
• https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/

https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/


Agenda
1. What is CDISC 360?
2. The Art of the Possible
3. Project Approach
4. The Journey So Far
5. What Follows 360?



Study 
Metadata

Library 

CDISC 360 Workstreams
Workstream 1 - ENHANCE STANDARDS

Create concepts in knowledge graphs  

Biomedical Concepts
Analysis Concepts

Foundational Standards

Load into library

API
Extend API’s

Workstream 4 - DEFINE

Identify and select standards 
specification (Use Case 1)

Workstream 5 - BUILD 

Configure study specification and 
create artifacts (Use Case 2)

Workstream 6 - EXECUTE

Automatically process and transform data 
(Use Case 3) 

Workstream 2 - PUBLISH STANDARDS 

Transform concepts in machine readable form



Configured
study

metadata

Study 
Designer tool

Standards
Selection

Study design
• Visits
• Arm’s
• Epochs …..

• Study parameters (TS)
• Eligibility criteria
• Schedule of activities (SOA)
• Study workflow

Study 
Configuration

SDM / XML

Study Build

Create
artifacts

(use case 2)

Study workflow Schedule of Activities (SoA) Study Parameters (TS)Study Design

Digital Data
Flow Project



Project Standards Scope
Diabetes TAUG

 Reason for this scope: the Diabetes TAUG provides standardized artifacts from analysis 
outputs to data collection.  This allows the project team to focus on innovation and not on 
establishing a new data standard.

• 1 or 2 statistical endpoints

• 3 to 4 ADaM datasets

• 7 to 8 SDTM datasets

• 15 Data Collection Modules



Agenda
1. What is CDISC 360?
2. The Art of the Possible
3. Project Approach
4. The Journey So Far
5. What Follows 360?



Project Timeline

# Stage Start End

1 Initiation, scoping, and internal staffing Oct 2018 Nov 2019

2 Planning, recruiting CDISC member participants Dec 2019 Feb 2019

3 Align with Transcelerate Digital Data Flow Initiative Oct 2018 Jan 2019

3 Onboarding CDISC member participants Mar 2019 Apr 2019

5 Kickoff, workstreams briefing Apr 2019 Apr 2019

6 Execution of agile sprints Apr 2019 Oct 2019

7 Project evaluation – Stage 1 (CDISC US Interchange) Oct 2019 Oct 2019

8 Execution of agile sprints Nov 2019 Mar 2020

9 Project evaluation – Stage 2 (CDISC EU Interchange) Mar 2020 Mar 2020

10 Execution of agile sprints Apr 2020 Nov 2020

11 Project evaluation – Stage 3 (CDISC US Interchange) Oct 2020 Oct 2020
We are here



Concept Development based on ISO 11179:
Systolic Blood Pressure



Concept Development: Next Steps

• Biomedical and Analysis concepts model and templates:
• Test BCs (Lab, Exposure, Demographics, Trial Design, Vital Signs)
• Test ACs (ADSL)
• CRFs

• Data flow metadata:
• System-agnostic transformations and derivations
• Link data flow metadata to concepts
• Test use of data flow metadata

• End-to-End from CDASH to ADSL:
• For metadata (data state and data flow) and data



Use Case 2 : Build

Create 
Tabulation 
Datasets

Create 
Operational 
Database

Create ADaM 
Datasets

Clinical
Study

Reports

Operational 
Database

CDASH

Tabulation 
Datasets

SDTM

Analysis 
Datasets

ADaM

Study Build and 
configuration

Create Analysis 
Results structures 

& shells

Configured 
study 

metadata

Endpoints

TFL

Define Define

Adding study design, concept configuration & generate artifacts

Generate 
Study artifacts

Standards 
Metadata 
Selection

Demo Scope



360 Use Case 1-2 Demo – Study Designer



Use Case 3 : Execute

EDC Extract
Database

ADaM 
Creation

Analysis 
Results

Creation

Clinical
Study

Reports

Operational 
Database

CDASH

Tabulation 
Datasets

SDTM

Analysis 
Datasets

ADaM

ePRO

EDC

eDT

eHR

Process
Study 
Data 

Endpoints

TFL

Configured 
study 

metadata

Automatic population of data into artifacts

Data Collection Scope

ADaM 
Creation

Analysis 
Results

Creation

Analysis 
Datasets

ADaM

Process
Study 
Data 

Endpoints

TFL

Configured 
study 

metadata

Analysis Results Scope



CDISC360 – WS6 TFL Automation
Customize Template Generate SAS Program and XML

2
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1. What is CDISC 360?
2. The Art of the Possible
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What Follows 360 - Inventory of Work (1)

• Missing standards
• Data Collection instruments
• Analysis Results 
• Endpoint definitions
• Safety User Guide 

• Collection  Tabulation  Analysis

• Enrich existing standards
• What

• Clinical assessments
• Interventions
• Events
• Therapeutic Areas 

• How
• Stabilize Biomedical and Analysis concept templates
• Add transformations and derivations content



What Follows 360 - Inventory of Work (2)

• Evolve library technology and schema
• Refine and test the CDISC 360 models
• Refine and deploy CDISC 360 software tools
• Integrate the CDISC 360 models into the CDISC Library model
• Update the API to add new CDISC 360 model endpoints
• Update the CDISC Library Data Standards Browser to include CDISC 360 content
• Update the CDISC Library standards load software

• Evolve toward collaborative curation
• Develop and rollout governance process
• Create CDISC Library standards development and curation tools
• Develop standards curation training
• Enhance CDISC Library to load community standards implementations



Thank you



Questions pendant le Webinar
• C’est typiquement une approche sémantique RDF-like.. n'est-ce pas? OUI

y a-t-il une chance que ça devienne le core structurel de CDISC à long terme? C’est 
possible

• Comment envisagez-vous de travailler en collaboration avec TransCelerate?
Il y a déjà des connexions avec Transcelerate Digital Data Flow

• Le nb de biomédical concepts nécessaire a-t-il été quantifié/estimé?
Non, il est difficile de trouver un consensus 

• L’application qui génère les TLF, utilise bien ADaM ? OUI
Est-ce que CDISC envisage de proposer des Metadata pour les TLF
A long terme, oui

• Quelle est la différence entre la composante CDASH dans CDISC 360 et le projet CDASH 
eCRF, il y a des similitudes entre les deux ?
CDASH eCRF créé les fonctionnalités pour etre machine-readable, qui est pré-requis de 
CDISC 360 



CDISC COVID – 19 Guideline
https://www.cdisc.org/standards/therapeutic-areas/covid-19

Controlled Terminology COVID-19 Package 41a du 8 mai 2020
 https://www.cancer.gov/research/resources/terminology/cdisc

Assia Bouhadouza
Sanofi, Global SDTM and Controlled Terminology Manager

Karen Fanouillere
Sanofi, Head of Clinical Information Governance and Clinical Data Foundation Program Leader
President, French CDISC User Group

https://www.cdisc.org/standards/therapeutic-areas/covid-19
https://www.cancer.gov/research/resources/terminology/cdisc


Historique

• Besoin initial de développer un guideline pour les nouvelles études COVID-19

• CDISC a regroupé une Task Force en mars 2020:
• Des membres de l’Industrie
• Des académiques
• Des réglementaires
• Des membres du CDISC 

• D’autres besoins ont été exprimés
• Guidance pour les études en cours touches par la pandémie COVID-19
• Resources pour les chercheurs Public Health – Formes annotées WHO et les Mappings
• Supplément QRS en dévelopment pour le National Early Warning Scale 2 (NEWS2)
• Controlled Terminology spécifique pour COVID-19

84









Ressources pour la Recherche



Merci!
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PERSONNAL FEEDBACK

• Great experience and opportunity to contribute in this task force
• Very collaborative, CDISC team is very comitted to support its community
• Use of wiki were efficient and prompt feedback were appreciated
• Being able to share its own CRF has been advantagous : Experts perspective ++

• CHALLENGES:
• Conciliate follow-up on both CDISC Guidelines and Sanofi studies

• COVID-19 impact were major and became Sanofi top priority
• Couldn’t implemente exactly CDISC guideline due to timelines: compromise when possible ++

• Short and intensive review sessions, on top of current activities

90

SANOFI IMPLEMENTATION



Impact of FDA 
Guideline on 

SDTM

7/3/2020 Clinical Information Governance 91

FOCUS



COVID-19: SDTM MAPPING APPROACHES

92

COVID-19-COMPLETE VISIT DONE BUT DELAYED
COVID-19-MISSING DATA VISIT NOT DONE
COVID-19-MISSING DATA VISIT PARTIALLY DONE BY PHONE
COVID-19-MISSING DATA VISIT PARTIALLY DONE ON SITE

• Background
Due to FDA Guideline, ongoing studies had to be
updated to collect information regarding missing data

• Sanofi: in order to not disrupt studies, decision has 
been made to use Comment Form (CO) already
available in Standard Library

“Changes in study visit schedules, missed visits, or patient 
discontinuations may lead to missing information (e.g., for 
protocol-specified procedures). It will be important to capture 
specific information in the case report form that explains the 
basis of the missing data, including the relationship to 
COVID-19 for missing protocol-specified information (e.g., 
from missed study visits or study discontinuations due to 
COVID-19).”



COVID-19: SDTM MAPPING APPROACHES

• SDTM Mapping_PHARMA

93

New custom domain VE (Visit Events) proposed by 
CDISC COVID-19 TAUG has been used for  
mapping.

FDA position during Task Force meeting:
- Whatever Sponsor decision, traceability is the key. 
- Chosen approach should be discussed with

Division Review
- VE is a good fit due to current SDTM limitations 

(i.e. SUPPSV is not allowed in current model)

 Permits to collect any finding related to a planned
visit with flag Epidemic Change Indicator.
 This flag is used in deviation too

SANOFI IMPLEMENTATION



COVID-19: SDTM MAPPING APPROACHES

• SDTM Mapping_VACCINE
Timelines permit to design form in VE 
domain

• Straighforward mapping.

• « Epidemic Related indicator » flag will also be
used for deviations (SUPPDV).
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COVID-19: SDTM MAPPING APPROACHES

• DEVIATIONS
• Creation of new categories for DVCAT

• Deviation-Exceptional Situation Critical**
• Deviation-Exceptional Situation Major**
• Deviation-Exceptional Situation Minor **
• Critical 
• Major
• Minor

• Use of Non Standard Variable Flag in SUPPDV: DVEPRELI (Epi/Pandemic Related Indicator)
• Derived by programming using DVCAT value

95

SANOFI IMPLEMENTATION

**NEW



COVID-19: SDTM MAPPING APPROACHES

• STUDY SPECIFIC ASSESSMENTS/FORMS FOR :

• Nasopharyngial Swab for SARS-CoV-2 detection
• Mapped to MB domain

• NEWS-2 (National Early Warning Score – 2)
• Mapped to CC domain (Clinical Classifications)

• Pnemonia Status at Screening (Medical History)
• Mapped to MH / PR / CM

• Oxygen Admin and Oxygenation
• Mapped to VS / CM / PR / LB
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SANOFI IMPLEMENTATION



NEXT STEPS

• CIG Lessons Learned
• Internal process for Study Review couln’t be followed: quick review/set up
• Importance of Governance in Study Review
• Automation of Study Review is helpful when timelines are reduced
• Importance of regular CDISC watch (i.e. Controlled Terminology)
• … ELSE?

• Escalate COVID-19 related forms to Standard Library?
• Need Stakeholders feedback

• Data Management, SDTM programmers, Stats…etc.
• Update of SDTM Implementation Guide: documentation of SDTM selected approaches
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SANOFI IMPLEMENTATION



Questions pendant le Webinar
• Le FDA a demandé de rajouter du détail par rapport aux impacts de COVID19 sur la 

participation des sujets dans l’essai clinique, par exemple : COVID19 : Missed visits due to 
travel restriction, subject fears, site closure etc. … comment cette information est collectée 
dans le CRF?
Au vu de l’urgence pour mettre en place ce CRF, ces informations sont collectés dans un 
champ commentaire

• Un flag pour les AE liés au COVID19 a été proposé par le guide, est-ce l’intérêt du flag de 
juste marquer les symptômes liés au COVID19 ou aussi liés à la pandémie e.g. Depression
due to travel restrictions ? Juste les symptomes du COVID

•
• Est-ce que le groupe de travail envisage de proposer un template pour le listing que le FDA 

a demandé pour lister les sujets impactés par COVID19 dans l’étude et le détail de 
l’impact? Pas pour l’instant

•
• Note de Jozef : Je suis en train de développer un mapping entre les nouveaux LOINC 

codes pour Tests SARS-Cov-2 (Corona Virus) et le domaine MB. Un RESTful web Service 
est deja disponible pour tester:  
http://xml4pharmaserver.com/WebServices/LOINC2CDISC_webservices.html#loinccorona2
mb

https://urldefense.proofpoint.com/v2/url?u=http-3A__xml4pharmaserver.com_WebServices_LOINC2CDISC-5Fwebservices.html-23loinccorona2mb&d=DwMFaQ&c=Dbf9zoswcQ-CRvvI7VX5j3HvibIuT3ZiarcKl5qtMPo&r=oMjOpUaE3UvZFf-sEaPepBGbHvX0aIZUTyDS3HgwlCk&m=6dsxvlqIK6pRAeNH7uAtehRZkqYS3R47zhHV5nq-lR8&s=-kb1TJ3cgXAn26j9k_z4ctIevppMknzSMAHhXio9KTs&e=
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