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

s, 1 Ce webinar est enregistré

#..s  Questions?

- Ecrivez les dans la section Q&A. Aprés chaque présentation, il y a aura un temps pour y
- repondre

#*1 Problémes de sons?

... Quittez et redémarrez I'application Zoom

Les slides de la presentation et '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.



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
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Nicolas De Saint Jorre

Project Data Manager at XClinical
GmbH / CEO@quanticsoft




CDISC Europe Interchange news
Du 28-04-2021 au 30-04-2021



Agenda du 28 au 29 Avril 2021

28-04-2021

Session 1: Opening Plenary

Session 2: Global Regulatory Updates, Part |
Session 3: CDISC Updates

Session 4A: ADaM
Session 4B: Real World Data
Session 4C: CDISC Foundational, Part |

29-04-2021

Session 5A: COVID-19 Topics
Session 5B: Tech-Enabled Standards

Session 6A: CDISC Foundational, Part |l
Session 6B: Global Submissions

Product Demonstration: Covance by LabCorp
Session 7: CDISC 360 Update

Session 8: Closing Plenary - Regulatory
Presentations, Part |l



Agenda du 30 Avril 2021 TechniCon

TECHNICON TECHNICON
TechniCon Session 1 TechniCon Session 2
Sunithra Aiyangar Brian Carlsen Nathan Johnson
. Jozef Aerts _ Vakkaramari 9 West Coast Informatics, Inc . eClinical Sokstions
XML4 Pharma Ramesh % Director of Clinical _ _
Director ' e Bk lriseriastion Director of Data Engineering
Clinical Systems Analyst Robert O'Connor
Ed Chappell Dave Iberson-Hurst 9 Aglos Pharmaceuticals
’ Formedix Ltd A3 Informatics Associate Director, Clinical Data Systems
Solutions Consultant Partner .:I:. 3:30 PM - 5:00 PM CEST
. Dmitry Kolosov Kirsten Langendorf
t Parexel A3 Informatics
Statistical Programmer Head of Product Delivery
Johannes Ulander
‘9 S-Cubed

Principle Consultant

@® 1:00 PM - 3:30 PM CEST



The Good, the Bad and the Ugly

a journey in data standards

L ]
S e S S I O n 1 JesperKjzr, Directorof Data Analytics Centre, Danish Medicines Agency

PLENARY

Session 1: Opening Plenary

Jesper Kjaer
a Danish Medicines Agency

Director of DKMA Data Analytics Centre

O 8:59 AM-10:10 AM CEST

Présentation des multiples sources de données
lllustration via la revue de grandes études depuis les années 2000... jusqu’a 2014
2014: Début de I'utilisation de CDISC

Grande différence entre les données dites “randomized controlled trials” (RCTs) versus “Healthcare data in
Electronic Healt Records (EHRs)” mais également en dehors des EHRs



Session 1

How DAC will connect the data silos in Life Science

Connecting real world, industry patient level and other data sources on the National Genome Centre

Data
owner #3
(PV data)

NGC Supercomputer

NGC Supercomputer

Data owner
#1 (RWD)

Data owner
#2
(CDISC data)

Data owner
#n

N

Data silos

High transaction costs

Low level of cross-fertilization of data
Not full utilization of High Performance Computing

Full utilization of High Performance Computing

Private cloud to cloud hosting

Realtime data access in highly secure computer environment into analysis / data lake platform
Full traceability of data use and reproducibility of analysis

Ability to control access to fully anonymized data and permissioned access for researchers
Allowing for future development such as automated additional data collection, real time AUML

into data analysis
DAC | ®
LAGEMIDDELSTYRELSEN

DATA ANALYTICS CENTRE DANISH MEDICINES AGENCY



Session 2: Global Regulatory Updates, Part |

REGULATORY
PLENARY
PMDA Update par Dr. Yuki Ando, PMDA

Session 2: Global Regulatory Updates,

HMA - EMA Joint Big Data Task Force: From Recommendation to

Part | Implementation par Frank Pétavy, EMA
Yuki Ando Nikolai Brun Il;l'c-):anr:iable Discussion: One Submission to Different Authorities - A

Danish Medicines Agency
Chief Medical Officer, Director
of Division - Medical Strategy
& Innovation

Pharmaceuticals & Medical
o Devices Agency

Senior Scientist for

Biostatistics

Dr. Yuki Ando, PMDA

Dr. Nikolai Constantin Brun, DKMA

Nicholas Halsey, EMA

Jesper Kjaer, DKMA

Frank Pétavy, EMA

Victor Wu, CDISC China Coordinating Committee (C3C) Chair

Nick De Donder Nicholas Halsey
European Medicines Agency

Business & Decision Life
Sciences Data Scientist, Healthcare

Head of Data Standards Data Workstream

w

Ki Documents disponibles sur le site:
Jesper Kjaer Frank Pétavy

ﬁ e ﬁ: EMA - HMA — EMA Joint Big Data Task Force: From
Analytics Centre ead of Methodology Recommendation to Implementation
Victor Wu - Roundtable Discussion: One Submission to
3 Beijing Data Science Express Consulting Co., Ltd Different Authorities - A Dream?

Executive Director, Data Science Department; C3C Chair

(© 10:39 AM - 1:00 PM CEST



Session 3: CDISC Updates

PLENARY

Session 3: CDISC Updates
Peter Van Reusel Dave Evans
> CDISC Q CDISC

Chief Standards Officer

Bess LeRoy
Q CDISC

Head of Standards Development

O 1:59 PM - 3:00 PM CEST

President and CEO

Session Chair: Peter Van Reusel, CDISC CSO

State of the CDISC Union par David Evans, CDISC
President & CEO

State of CDISC Standards par Bess LeRoy, CDISC Head of
Standards Development

Documents disponibles sur le site:

State of CDISC Standards
State of the CDISC Union



CDISC Update

Standards and TAUGs Published in the Last Year

Therapeutic Area User Guides

* Heart Failure Therapeutic
Area User Guide v1.0

» Diabetes Type 1 Therapeutic

Area User Guide v1.0 - Other Documents Published in the Last Year
Pediatrics and Devices

Foundational Standards

« SENDIG v3.1.1

« SEND Conformance Rules
v3.0

« SDTM Metadata Submission
Guidelines v2.0

« Conformance Rules for
Define-XML v2.1

Modules

Psoriasis Therapeutic Area
User Guide v1.0

Acute Kidney Injury
Therapeutic Area User
Guide v1.0

COVID-19 Resources | Example Documents

* Interim Guide * LOINC LB Mapping
Spreadsheet

* Ongoing Studies
- » Resources for Public
cdlsc CDISC 2021 Europe Inte rehange | #CDISCEurope #ClearDataClearimpact 5 : Health ResearCherS

L
Cd |SC CDISC 2021 Europe Inte rchange |#CDISCEurope #ClearDataClearimpact



CDISC Update - ADaM QRS Supplements
Development of ADaM QRS Supplements

-+« First Questionnaire Supplementto the Analysis Data

A Model Implementation Guide - Geriatric Depression v
Scale Short Form (GDS SHORT FORM)
gl e FOLLOWS POSTEDFOR
o e AT aneae et | —n— STANDARD 30-DAY PUBLIC
DEVELOPMENT REVEW
- Mk Weson 20 PROCESS
L OUTLINED N
- — " . Velon: 28 COP-001
Ownein 3 Ape 2021
I~
Domain JA::oﬁ ~
o SCALE L ::::., :z:‘:‘o
A S e 0 * Gand Voo 10 PUBLISHED IN
K- BATCHES
= = s ass MULTIPLE
Dol 3 Ape 201 TIMES AYEAR

hitps //www.cdisc.org/sta ndards/foundationaliqrs

[ L
Cdlsc CDISC 2021 Europe Inte rchange | #CDISCEurope #ClearDataClearimpact 7



CDISC Update - Conformance Rules Operational Group

Operational group representing all
CDISC Foundational teams

Harmonize as much asis reasonable

Conformance
Rules Operational AP
Group (CROG)

T T —— Development of Rules Catalog for Each Standard

defined structure for management
within the CDISC Library
g The published rules catalog is cumulative (e.g.,

SDTMIG V3.3, SDTMIG v3.4)
Q Boost knowledge and expertise

across teams that develop rules

= When the current catalog is published, the previous
= catalog will be archived but accessible from the
CDISC website for that standard

R Teams may also publish a supplemental “read me”
document with additional information about rules

(e.g., development approach)



CDISC Update - Guiding Principles

PRINCIPLES HIERARCHY

CDISC
Guiding
Principles

https..//www.cdisc.org/quiding-principles

cdisc




CDISC Update - CDISC Primer

CDISC Primer

» Content to introduce new users to
CDISC

+ Topics covered:
+ How to get started with CDISC

« Links among CDISC
standards

« Traceability

https.//www.cdisc.org/primer

cdisc
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CDISC Update - Traceability

Traceability

Traceability Diagram

Implementing Traceability in CDISC-

Compliant Studies Analysis

Results
Metadata

Cormsbnment by Wy B CLIC TS Prvae Wb og Domy

ADaM
datasets

--------------




CDISC “What Are We Working On Now?”

Updated Standards Release Schedule

» Moving away from the former November release schedule

. ggg%ag%ve content and Normative Standards released once compietea

» Normative contentis released with conformance rules
* Relevant CDISC Library content released at time of publication

Therapeutic Area User Guides
« CT and QRS released quarterly Currently In Development

+ To provide predictability and transparency, a specific foundational standard
will be released no more than once every other year, with a preferred
cadence of 3-5 years

Rare
‘ CoViD-19 Diseases

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

A
Type 1 Crohn's | TcM
Diabetes Disease l‘ | Acupuncture
\ 4
\ 4




CDISC “What Are We Working On Now?”

FHIR to CDISC Mapping

Fast Healthcare Interoperability Resources - ;
(FHIR) is a new standard published by HL7 for / ‘
exchanging healthcare information
electronically

ADaM OCCDS vi1.1 and Conformance Rules
Goal of mapping is to achieve greater ADaM Traceability Examples
E}:éggi{gﬂggla”%ggg:‘gg%ﬁggﬁg E?n';;al ADaMIG Medical Devices v1.0 and Conformance Rules

ADaMIG v1.3 and Conformance Rules

2021 Anticipated Foundational Standards Publications

Scope:Adverse Events, Adverse Events,

Medications, Concomitant Medications, o0
Demographics, Medical History, Procedures,
Vital Signs, Laboratory Test Results m

Mappings jointly balloted by CDISC and HL7
using their respective governance processes

cdisc 2

BSEND Conformance
J

Rules v4.0




CDISC “What Are We Working On Now?”

SDTMIG-PGx v1.0 Deprecation

+ CDISC will be deprecating SDTMIG-PGx v1.0 and much of its content will

be subsumed into the upcoming release of SDTMIG v3.4 Pharmacogenomics/Genetics

« Certain domains will be deprecated and others will be incorporatedinto
SDTMIGv3.4

» The provisional PF domain will be deprecated and superseded by the
GF domain

* The BE, BS, and RELSPECdomains will be incorporated into the
SDTMIGV3.4 as is and may be updatedin a future version of the
SDTMIG

» The provisional PG, PB, SB domains will be deprecated. Re-
instantiation of this content may be consideredin the future if valid use
cases are presented to CDISC

* Why is this change being made?
« Domains are applicable to other SDTMIG laboratory domains (LB, MB,
MS, MI, etc.)

Cdi.sc CDISC 2021 Europe Interchange | #CDISCEurope #ClearDataClearlmpact



CDISC - Knowledge Base

CDISC Knowledge Base

@ Dashboard
E Articles
Q Examples Collection

A Known Issues

(#' eCRF Portal

+ An open, assessible, searchable

and user-friendly interface on
the CDISC Website to host new
and existing website content for
CDISC implementers

» (Contains articles, known issues,
eCRF portal, and examples
collection

[ Search Knowledge Base Q ] [ Standar, 4 v ] [ Proficiency v ] X
Articles
UCUM and CDISC Codelists LOINC and the SDTM

Unified Code for Units of Measure (UCUM) was developed
by Regenstrief Institute and the UCUM Organization as an
unambiguous system of units and their combinations.
UCUM is intended to include all units of measure currently
used interationally in science, engineering and business
and has been adopted internationally by IEEE, DICOM,
LOINC, and HL7, and is also in the ISO 11240:2012
standard

( Read More
Standard(s):

[ ntermedate |

LOINC is a pre-coordinated laboratory coding system used
in healthcare IT systems. It inchudes lab tests, chnical
measures, HIPAA documents and standardized survey

It ol ing terms for hw ical

research but its scope goes beyond research use. LOINC is
used in over 170 countries and is mandated in 30.

Read More © |
Standard(s):

[ Inzermadiate |

SDTM Structure Diagrams
SOTM describes several types of datasets. This diagram
Bustrates hierarchical view of these types of datasets.
Findings may be findings about a study subject or about an
associated person. A finding record can be linked to
supplemental qualifiers, to comments, or to other records
via relationships represented in RELREC

=D

Standard(s):




CDISC - CDASH eCRF Portal

CDASH eCRF Portal

* The eCRF Portal adds functionality to the CDASH model.

« Visual representation of CRF layout with CDASH annotations
+ Machine-readable ODM format

* Willinclude:
» CRFs from the CDASH Implementation Guide
« CRFs from Questionnaires, Ratings and Scales (QRS instruments)
» CRFs from Therapeutic Area User Guides

* Formedix offered the CDISC community MDR use at no cost to help
deliver the eCRF Portal.

CDASH eCRF Portal - Project Status

« 22 eCRF Packages posted on the CDISC website - publicly available
» New CRFs to be added incrementally

Adverse Events

Standard(s):

Concomitant Medications

Standard(s):

Procedures

Standard(s):

Medical History

Standard(s):




ADaM - Améliorations

Enhancing ADaM standards

o

A

Add features that support automation of analysis results by
extending Analysis Results Metadata (ARM) for Define-XML

Create a standardized structure for analysis results to
support reuse and dynamic data display generation

Decrease implementation variability by tightening the
standardization of ADaM metadata for generally accepted
analyses

Extending Analysis Results Metadata (ARM) for Define-XML
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Study - COISC

;Demoquph( charactenstics (Safety
1360 Table 14.1.1.1 |Population}
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Safety User Guide - Suite du projet CDISC 360

Safety User Guide Purpose

« Safety User Guide is aiming to align
collection, tabulation, analysis and display
of the most common safety data collected
In research

« The Safety User Guide will compile
information needed from collection,
tabulation through analysis for commonly
performed safety analyses to reduce
variability across implementations




Les Biomedical Concepts - A venir et Avenir?...

Biomedical
Concepts:
What’s
Next?

cdisc

Session 7: CDISC 360 Update
CDISC 360: What's in It for Me?
Behind the Scenes with CDISC Data Science

Biomedical Concepts in Practice

Dave Iberson-Hurst, A3 Informatics




Non-standard Variable (NSV) Reqistry

Purpose and Goals

* NSVs and Supplemental Qualifiers appear in Therapeutic Area
User Guides and Implementation Guides but are not always used
consistently

* Ensure the development teams use the NSVs consistently Frag ment Database

Search Fragment Database Results
* Help identify NSVs for promotion to the model/IG
Status F ] sch s ach 2 1ch
FRAGMENT KEYWORD T [ AcTion Acnon — [acton —[acw AN A A
a . PPROVID TME ST DJS
* Allow CDISC users to access the NSV information so they can " - T — :
thi i i i 6 Character Fragment: LI | ASS: ASS. S. ASY S A
use them within their organizations R o T (o L . 3
¥ [BRTH BIRTH BRTH BTH BT B
8 Character Fragment: BODY BODY BOD BD B
' PPROVED (SIS CANCER CANCR CANC CAN CA c
¥ ZITTE0 | CATEGORY CATGRY CATGY CATG CAT cT C
4 Character Fragment: L) | CHARACTER CHARCT CHARC CHAR CHR CR c
y CLASS CLASS CLAS cLs cs c
- 2T | CLNICAL CLINCL CLINC CUN CLN cL C
T | CODE CODE [T ) C
3 Character Fragment; ZZTTIEN | COMMENT COMMNT __|COMNT comT com co [
CONCOMITANT CON [ c
3 GLLILE] | CONDITION CONDTN CNDTN COND CND CN c
2 Character Fragment: CONGENITAL CONG
ZLIEIER | COUNTRY CONTRY __|CNTRY CTRY CNR CR [
® ZZITIE | CRITERIA CRITRA CRITR CRIT CRT cR <
Character Fragment: DAY DAY oY
| DEATH DTH
¥ ! DECODE DECOD
DERIVED DRV
DESCRIPTION DESC
m Eesw ZIITE | DETALS DETAIL DETAL DETL DL DE )
DISABILITY DISAB
DOSAGE DOSE DOS




CDISC Certification!

Certification Program
Highlights

Tabulate Tabulate ~Final Tabulate 2nd Certification

Certification Pilot Certification Exam Available Exam

- NOV 2020 - APR Analysis JUL 2021 Development
2021 * MAY - JUN 2021 W - Q42021

Contact certification@cdisc.org or visit

the CDISC website for more information




Session4 -A, BetC...

Session 4A: ADaM

FDA-CDER
Project Management Officer

O Jesse Anderson, MPH

Niels Both
m S-cubed ApS
CDISC Standards Specialist

Bess LeRoy

Q CDISC
Head of Standards

Development

@© 3:29 PM - 5:30 PM CEST

W

Anna Bladstrom
S-Cubed
Principal Consultant

Silvia Faini
Cytel

Principal Statistical
Programmer

Angelo Tinazzi

Cytel, Inc.

Senior Director, Standards,
Systems, CDISC Consulting,
Statistical Programming

Sonia Araujo
IQVIA

Director, Product
Management

Rhonda Facile

CDISC

Vice President, Partnerships
and Development

Jon Neville
. coIsc

Senior Standards Developer

(© 3:29 PM - 5:00 PM CEST

B
&

Akshay Deverakonda

NIH
Data Visualization Analyst

Kit Howard

CDISC

Sr Dir, Education & Standards
Development

Stijn Rogiers
SAS
Principal Industry Consultant

Session 4C: CDISC Foundational, Part |

&
@
9

Lou Ann Kramer

CDISC
Sr Director, Standards

Malathi Hari
LEO Pharma A/S
Senior Professional Statistical

Programming 1 Development

Ay P Alana St. Clair, MBA
CDISC e

Head of Standards S otecii

Development roje anager

Audrey Walker
Charles River Laboratories
Director, SEND

(© 3:29 PM - 5:00 PM CEST



Session5AetB

Session 5B

Implementation of an MDR par Andrea Rauch, Bhatia Mayank (TCS),
Charusheela Thakur (TCS), Boehringer Ingelheim Pharma GmbH & Co. KG

Accelerating SDTM Generation with AI/ML par Prasoon Sangwan and Mayank
Bhatia, Tata Consultancy Services

Yes, You Can Access the CDISC Library from SAS par Angelo Tinazzi, Cytel
Inc

Automated Generation of CDISC Biomedical Concepts Starting from
Healthcare Terminologies par Dr. Jozef Aerts, XML4Pharma

Documents disponibles pour la Session 5B:

- Implementation of an MDR

- Accelerating SDTM Generation with Al/ML

- Yes, You Can Access the CDISC Library from SAS

- Automated Generation of CDISC Biomedical Concepts
Starting from Healthcare Terminologies

COVID-19

Session 5A: COVID-19 Topics

Yuliia Bahatska

a Roche
Statistical Programmer Analyst
Wafaa Jebert
Ichnos Sciences

e Director Statistical
Programming and Data
Management

Vidya Muthukumar
o IQVIA Biotech
Senior Data Strategist

(O 8:59 AM - 11:00 AM CEST

TECHNOLOGY

9%
@
&

Ana Calduch Arques
Novo Nordisk
Standards Developer

Eanna Kiely
ucs
CDISC Consuiltant

Vicky Poulsen
Novo Nordisk A/S
Standards Specialist

Session 5B: Tech-Enabled Standards

Johannes Ulander
)o S-Cubed

Principle Consultant

Angelo Tinazzi

Cytel, Inc.

Senior Director, Standards,
Systems, CDISC Consulting,
Statistical Programming

@

Charusheela Thakur
Tata Consultancy Services Ltd
Functional Consultant

Mayank Bhatia

Tata Consultancy Services

» @

(O 8:59 AM - 11:00 AM CEST

O

Andrea Rauch
Boehringer Ingelheim Pharma
GmbH & Co. KG

Global Process Owner of
Clinical Data Standards

Jozef Aerts
XML4 Pharma
Director

Prasoon Sangwan
Tata Consultancy Services
Program Manager



Session 6A et 6B

(FUNDAMENTALS L T

Session 6A: CDISC Foundational, Part || Session 6B: Global Submissions
?IIVIa Faini _ Yugo Miki Jasmme Kestemont : Eanna Klely
. yel P nldoeriad “3 innovion BVBA ucs
Principal Statistical ) o Consultant CDISC Consultant
Programmer Associate manager ' - ) -
~ Simon Lundberg Daniil Teplitskii
Erin Muhlbradt 0 Astrazeneca . ucB
NCI-EVS . Director, Statistical Clinical Data Standards
@ Clinical/Biomedical VICky PO.UIsen Programming Manager
; g Novo Nordisk A/S
Information Specialist and Standards Specialist .
CDISC Terminology Program IS Spea VIF‘tOI' Wu )
Lead Beijing Data Science Express Consulting Co., Ltd

Executive Director, Data Science Department; C3C Chair
Ward Puttemans
. UuCB © 11:29 AM - 1:00 PM CEST

Clinical Data Standards Manager

© 11:29 AM - 1:00 PM CEST



Session 7 - CDISC 360 Suite

CDISC 360: What’s in It for Me? par Peter Van Reusel,

TECHNOLOGY . . .
Behind the Scenes with CDISC Data Science par Dr. Sam
Session 7: CDISC 360 Update Hume, CDISC
_ Jozef Aerts Sam Hume Biomedical Concepts in Practice par Dave Iberson-Hurst,
0 XML4 Pharma @ CDIsC A3 Informatics

Director VP, Data Science

rsier ﬂ e Documents disponibles pour la Session 7:

A3 Informatics ¢ CDISC

Partner Chief Standards Officer
_ - CDISC 360: What's in It for Me?
= VANCE
(U 1:59 PM - 3:30 PM CEST :&ch - Behind the Scenes with CDISC Data

Science
- Biomedical Concepts in Practice



Les 4 piliers de I'implémentation du projet CDISC 360

Implementing 360: Projects

STANDARDS DEVELOPMENT STANDARDS DELIVERY

+ Project: eCRF Portal + Project:Model concepts
+ Project: Analysis Results Standard » Project:Add QRS content
+ Project: Safety User Guide

Load Concepts into CDISC Library

+ Project: Mining Define.xml's + Project:Use mining Definexml
project as prototype for collaborative [ e L L L — HEIGHT (C25347)
curation process - =lm =

cm (C49668)

n (C48500)



Biomedical Concept Layer
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Puis: Présentation des Biomedical Concepts

BCs mowe indus fryto complete and

consistentdefinions. We want
Su mmary CDISC to provide the library

Complete
&

Consistent

Use BCs to linkprotocols with

Use BCs o integrate with RWE
-=-meeeeeeemeeee SUbSE@Quent stages fo facilitate

Protocol

data.Usethe powerofthe a
metadatato align with healthcare Endpoints astcamaion
data
BCs provide our low-level
building block to serve all
Use BCs to better define TA phases of ourwork, break ; ;
specificaionsand make downsilos. Our Lego Bricks. o gﬁ;:’;a 'xe'guo’;ﬁm::eww -
machmg readabie.l_\lows e we reuse anindustrydefinition
domains fo be validated Z m‘g‘w
Use BCs o autogenerate SDTM :
) N BCs can provide neces sary metadata
but alsouse BC o provide --—-—-——-—-—-——atul. = _ i A~~~ -=--="oe s
better checks on SDTM across the lifecycle, e g.CT subsets

BCs allow for easy CRF production basing form
definitions on BCs thatthen enables CRFand
aCRF automation

(1L
Cd ISC COISC 2021 Europe Inte rchange | #CDISCEurope #ClearDataClearimpact 31



Sam Hume et ses bonnes nouvelles!!

Nouvelle version de la Library

Standal‘ds @ ° Sources: N
« CDISCWiki
Metadata @ - NCIEVS FTP Site
- = »  ODM or Define-XML
Pipeline r

Spec Grabber & QC Checker

Example New Content
| Standards « 2021 CT
¢  Pipeline - SENDIG 3.1.3
\ > « ADaMIG v1.3 [draf]

+ SDTMIG v3.4 [draft]
» Multiple ADaM pubs
+ CDASHv2.2

Standards JSON Documents

CDISC — : - ?

: CDIsC ] + SDTMIG Assumptions
= Ir;ébra(ljry P s p 9 Library - QRS
el el 4 P . Cognitive |
Metadata

Store J A ) Search

I——

1L (LK) (.r..’
cdisc dB'Rs? o3

Comparaison de version entre 2 modeles!!!

Diff to Compare Standards Versions

Diff example output comparing SDTMIG v3.3 against v3.2 for the VS domain

Action * Impact * Change Level ~ Class ~ Dataset Name - |Variable Name ~ Attribute (updated) -  Attribute (previous) -
Value Update Core Major Findings Vs VSBLFL Perm Exp

Position of the subject
during a measurement Position of the subject

or examination. during a measurement
Examples: "SUPINE", or examination.
“STANDING", Examples: SUPINE,
Value Update  CDISC Notes Minor Findings Vs VSPOS "SITTING". STANDING, SITTING.
Add Variable Major Findings 'S EPOCH EPOCH
Add Variable Major Findings VS TAETORD TAETORD
Add Variable Major Findings Vs VSLOBXFL VSLOBXFL

Feature highlights:

* Describes values add/update/delete, with before & after side-by-side
= Works with any standard

= Works with both successive and skipped versions

+ JSON mediatype & Excel export.

cdi'sc » Color coded




Encore et encore

Draft Content for Preview

Data Standards Browser

2 Dashboard

[ZJExpand All

- Data Collection
Data Tabulation

~ Data Analysis

~ Terminology

~ Draft Content
ADaMIG v1.3 A
SDTMIG v3.4 A

ADaMIG v1.3

Status Effective Date Implements
Draft 2020-12-09 ADaM v2.1

SDTMIG v3.4

Status  Effective Date
Draft 2021-02-11

API

* /mdr/products/DraftContent
« /mdr/sdtmig/3-4
* /mdr/adam/adamig-1-3

New Library Content: Coming Soon...

» Questionnaires, Ratings & Scales (QRS)
* ODM media type

* Implementation Guide Assumptions

+ Conformance Rules

+ Initial CDISC 360 Content (draft)

* Quarterly CT packages

« New Foundational Standards ersions



CDISC 360 et la Library...
Integrate BCs into the Library

oC
Systolic Blood Pressure

DEC_TYPE

e.g. Results

DEC

e.g. BP Original Units
VSTESTCD EQ“SYSBP”

ROOT_VIDE

ROOT_DE
e.g. IT.VS.VSORRESU.SYSBP e.g. VSORRESU

\ \

Value Level Metadata

OC: Observation Concept

DEC_TYPE: Data Element Concept Type

DEC: Data Element Concept

ROOT_DE: Root Data Element

ROOT_IDE: Root Instance Data Element

ROOT _VIDE: Root Virtual Instance Data Element

|G Defined Variable

_—

ROOT_IDE
e.g. [T.VS.VSORRESU

Fully Defined Variable




Mise a jour de 'ODM 2.0
Examples of Use Cases Targeted by ODM v2.0

» Study Design
Model

* Flexible
metadata

representations
beyond CRFs

- Matrix forms

Enhanced
semantic
representation

Improved HL7
FHIR support

Data Queries

Data Exchange %?gnté)afgg

* JSON support
* REST API

* Updated
Dataset-XML /
JSON

* Enhanced
MethodDef

» Biomedical
Concept
representation

* Traceability
enhancements
with Trace-XML



COSA pour Open Source Alliance!!
CDISC Open Source Alliance (COSA)

Mission: The CDISC Open Source Alliance supports, promotes, and sometimes
sponsors open source and free software development projects that create tools for
implementing or developing CDISC standards to drive innovation in the CDISC
community.

» Provide a directory for open source projects
« Conference sessions & webinars

» Hackathons & workshops

« Sandbox environment & test data

« Community building

* Information exchange

« Open-source best practices

« Licensing guidance

cdisc Email cosa@cdisc.org for more information 20




Session 8

REGULATORY

PLENARY

Session 8: Closing Plenary - Regulatory
Presentations, Part |l

0

Peter Marks, MD, PhD

FDA CBER
g Director, Center for Biologics

Evaluation and Research
(CBER)

Nick De Donder
Business & Decision Life
Sciences

Head of Data Standards

Mary Thanh Hai
FDA CDER
Deputy Director for Clinical, Office of New Drugs

(O 3:59 PM - 5:30 PM CEST

Session Chair: Nick De Donder, Business & Decision Life
Sciences, E3C Co-Chair

New Drug Therapy Approval Success During
Challenging Times par Dr. Mary Thanh Hai, Deputy
Director, Office of New Drugs, Center for Drug Evaluation
and Research, U.S. Food and Drug Administration

Closing Keynote Presentation: Facilitating the
Development of COVID-19 Vaccines par Dr. Peter Marks,
Director, Center for Biologics Evaluation and Research, U.S.
Food and Drug Administration

Documents disponibles:

FDA-CDER Presentation
Closing Keynote Presentation: Facilitating the
Development of COVID-19 Vaccines



30-04-2021 - TechniCon Session

Qurie — Our own SDTM Bot par Sunithra Aiyangar Vakkaramari Ramesh,
Zifo RnD Solutions

System Automation for CDISC Standards: SDTM-ETL par Dr. Jozef
Aerts, XML4Pharma

System Automation for CDISC Standards: A3 MDR par Dave |berson-
Hurst, Kirsten Langendorf, and Johannes Ulander, A3 Informatics

How to Comply with CDISC Standards in Clinical Trial Design and
Build par Ed Chappell, Formedix

Mobile CDISC Library Browser par Dmitry Kolosov, PAREXEL
Documents disponibles:

- Qurie — Our own SDTM Bot

- System Automation for CDISC Standards: SDTM-ETL

- System Automation for CDISC Standards: A3 MDR

- How to Comply with CDISC Standards in Clinical Trial Design and
Build

- CDISC Library Browser

TECHNICON

TechniCon Session 1

Jozef Aerts
’/ XML4 Pharma

(0

, Dmitry Kolosov
‘ Parexel

Director

Ed Chappell
Formedix Ltd
Solutions Consultant

Statistical Programmer

Johannes Ulander
S-Cubed
Principle Consultant

1:00 PM - 3:30 PM CEST

Sunithra Aiyangar

Vakkaramari Ramesh
Zifo RnD Solutions
Clinical Systems Analyst

Dave Iberson-Hurst
A3 Informatics
Partner

Kirsten Langendorf
A3 Informatics
Head of Product Delivery



30-04-2021 - TechniCon Session 2

TECHNICON

TechniCon Session 2

-

o

Brian Carlsen
West Coast Informatics, Inc
Director of Clinical Informatics

Nathan Johnson

eClinical Solutions

Director of Data Engineering

Robert O'Connor
Agios Pharmaceuticals
Associate Director, Clinical Data Systems

(U 3:30 PM - 5:00 PM CEST

System Automation for CDISC Standards: elluminate®
par Nathan Johnson, eClinical Solutions; and Bob O'Connor,
Agios Pharmaceuticals

National Cancer Institute Enterprise Vocabulary Services
(EVS) REST API par Brian Carlsen, National Cancer Institute
EVS

Document disponible:

- National Cancer Institute Enterprise
Vocabulary Services (EVS) REST API
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Gilbert

Bellachen
Director Business
Development - Anju
Software

Pascale Youinou
Project Manager
Biometrics - Business
and Decision Life
Sciences
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Anju Sotfware

Anju Adaptive Life Sciences Platform

Anju Clinical Suite Anju Medical Affairs Suite Anju Data Suite

~

Copyright © 2020, Anju Software, Inc. All rights reserved.‘




The eClinical Product Suite

Q) (=) () &)

INNOVATION | QUALITY | PRODUCTIVITY | SCALABILITY

EDC with built-in ePRO
Direct SDTM export, reporting tools
Dynamic Monitoring

Autoencoder data dictionaries

* Randomization and supplies
management

* Support for adaptive trials

* Study build through Ul

TrialMaster®

Anju's

Center

Secure Data

AnjuRBQM

Expanding the borders of clinical data

* Market Intelligence
* KOL identification

* Feasibility reports

* Payment information

» Data analytics & visualizations

* Study risk management and
monitoring

* Cross-study reporting

* Closed loop risk management
* Study risk management and monitoring
* Integrated reports and insights

Copyright © 2020, Anju Software, Inc. All rights reserved.




The eClinical Product Suite

) (=) () &

INNOVATION | QUALITY | PRODUCTIVITY | SCALABILITY

Expanding the borders of clinical data

* Direct SDTM export from Trial
Master
* Reporting tools

TrialMaster®

Anju's
Secure Data
Center

AnjuRBQM

Copyright © 2020, Anju Software, Inc. All rights reserved.
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AGENDA

. Case Introduction
. Programming of SDTM data within EDC system - Benefits
. Programming of SDTM data within EDC system - Challenges

#Data #DataDriven
#DataStrategy #Datalntegration
#DataViz #DataStandards
#DataScience #Datagovernance
#HealthCare #DataAnalysis
#ClinicalTrials
#Artificiallntelligence
#AdvancedAnalytics
#MachineLearning #Digital
#Chatbot #Biometrics #CRO
#ClinicalData
#LifeSciencesExperts
#Whodrug #MedDRA
#Pharmacovigilance
#ClinicalResearchLifeCycle
#MedicalWriting
#Medicallnformation
#MedicalReview #SDTM
#ADaM #CDISC #Innovation
#RegulatorySubmissions
#Protocol #Coding

. Conclusion

25Business & Decision

LifexSciences



CASE INTRODUCTION

* Biometrics Study = from database build to statistical analysis

 SDTM data required for:
0 Data Monitoring - Visualization dashboards

0 SDTM Data available as quick as possible for different DSMB, SRC, and all other
meetings

0 SDTM data available as quick as possible for statistical team for statistical analysis

3

SDTM build module available in Anju TrialMaster EDC

25Business & Decision

Life: YOUR LIFE SCIENCES DATA EXPERTS
ifes.
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM

* Training from Anju team + Certificate
* Programming done within a specific SDTM Module, using export template available

* Standard templates are available for all SDTM domains for programming
* The latest available mapping template is following the SDTMIG V3.2
* There is also the possibility to import standards library (if available) in ODM format

* SDTM Programming is done in parallel with study set-up, so SDTM Data can be available
from the FPFV.

EDC AF

ﬁ DM
Source Mapping SDTM oSl

Data Defns e

o . .-
SiBusiness fi(fEeCISlon_ YOUR LIFE SCIENCES DATA EXPERTS
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM

* Create a new Export Template:

File !EE Protocol  Reports  Wir |— o

i Trial Dicticnaries... Export Templates
iﬂ Import Templates... ~
b 4 Import Visit Codes... Name Mapping

llloosinG
> PATIENTS

= \ SDTM Export SDTM 3.2
Grid Templates...
= Redaction Templates... All Forms Export

Nl Groups Export

Codelist Mapping...
- - E2 EZ2EB R3 < [spTM 3.2 - -

Unique Numbering...

Unit Families... 5 = _ s Alias Description i

Unit Conversions... l Duplicate ]q\ ok J/P Edit I | Delete | lEdltMappmg] l Rebuild Al ] -~Check All--

Stop Words... —\ AE Adverse Events
[¥] APRELSUB Relationships between Associated Persons and Subjects |
CE Clinical Events 3
CcM Concomitant Medication

Selected Domains co Comments

Domain Name Alias Type Items DA Drug Accountability
DD Death Details
DE Device Events
DI Device Identifiers
DM Demographics
DO Device Properties
DR Device-Subject RelationsHips
DS Dispaosition
DT Device Tracking and Dispoition
DU Device In-Use

[ Add All Forms ] [ Add User Defined Domain ﬂ\Add Standard Domains ov Protocal Deviations
DX Device Exposure
[ Add All Groups ] [ Delete “ Save ] EC Exposure and Collected
EG ECG Test Results -
[ Cancel J [ Next > ] I Help I < " ] 3

ety (9 Dgnea | [ ]

25Business & Decision

YOUR LIFE SCIENCES DATA EXPERTS
LifexSciences



PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
EXPORT TEMPLATE MODULE

@ Domain columns: SDTM.Laboratory Test Results-LB O X
DataSources Columns
EE E Columns
_ - Alias Expression Property Type Length Format Label ~
Object Hierarchy: [STUDYID] ... |Expression ~ char N Study Identifier
'LB" ... | Expression ~ char ~ Domain Abbreviation
[USUBJID] ... |Expression ~ char v Unique Subject Identifier
- Metric Data SEQ NUMBER (PARTITI... | ... |Expression |~ num ~|8 8 Sequence Number
- Export Templates [LBTESTCD] ... |Expression ~ char 2 Lab Test or Examination Short Name
[LBTEST] ... |Expression ~ char e Lab Test or Examination Name
= |LBCAT [LBCAT] ... |Expression ~ char ~ Category for Lab Test
LBORRES [LBORRES] ... |Expression ~ char v Result or Finding in Original Units
LBORRESU [LBORRESU] ... | Expression ~ char v Original Units
LBORNRLO case when [LBSTAT]... | ... |Expression ~ char ~ Reference Range Lower Limit in Orig Unit
LBORMNRHI case when [LBSTAT]... || ... |Expression ~ char ~ Reference Range Upper Limit in Orig Unit
LBSTRESC case when [LBCAT]=... | ... Expression ~ char ~ Character Result/Finding in Std Format
LBSTRESN case when [LBCAT]=... | ... Expression ~num ~|8 8 Numeric Result/Finding in Standard Units
LBSTRESU [LBSTRESU] ... | Expression ~ char ~ Standard Units
LBSTNRLO case when [LBCAT]=... | ... |Expression ~ num ~|8 8 Reference Range Lower Limit-Std Units
LBSTMNRHI case when [LBCAT]=... ‘élExpression ~ num ~|8 8 Reference Range Upper Limit-Std Units v
Add - | Delete ‘ | Add Union ‘ | Up | |Down | [l Required Expected
Data Source
» [Template][SDTM 3.2 Export Template][datalLB]I[LBSTNRLO]
[Template][SDTM 3.2 Export Template][datalB][LBCAT] LBCAT
[Template][SDTM 3.2 Export Templatel[datalB][USUBJID] USUBIID
[Template][SDTM 3.2 Export Template][datalB][VISIT] VISIT
[Template][SDTM 3.2 Export Template][datalLB][LBORNRLO] LBORNRLO
[Template][SDTM 3.2 Export Template][datalBI[LBTESTCD] LBTESTCD
[Template][SDTM 3.2 Export Templatel[datalB][LBORRESU] LBORRESU

| Rebuild | | View SQL oK | | Save | ‘ Help

g5 Business &Decision
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -

BENEFITS

 Easy to use for end-users

* How to extract your data in SDTM:
O Request an export

- OmniComm Trial: SDTM_Training_1 / SDTM_DEMO
- TrialMaster ®

#GoTo »

« Search pattern applied to column [Sites] using filter function "is empty”

wait for ....

Export Request
Expon Tomplate

Taigel Lecatian

few minutes #

SOTM 3.2 Expost Tamplals
Demo study
CDISC. SOTM

Reqular

Request Export Schedule Export m cancet
Reports
EXpOl'l ¥ ame v [atus v
ks Template g Stat '
i Export
_SDTM_3.2_Export_Template_CDISC_SDTM_2021_04_07_14_41.zip po Name v Status o
R Template
MName Type Compressed size Password protected Size Ratio
Errors File folder SDTM Export Run once at 7/6/... Completed
0 aexpt XPT File 38KB Yes 409 KB 91%
0 cexpt XPT File 10KB Yes 114 KB 92% ‘
[ cm.xpt XPT File 65 KB  Yes 942 KB  94% . . .
download a zip file (in .xpt format)
- g o
SiBusiness &Decision YOUR LIFE SCIENCES DATA EXPERTS 58
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -
BENEFITS

 SDTM Data can also be exported on demand by the end user or by scheduling tasks to
run on the server at a predetermined time and frequency

— OmniComm  Trial:SDTM Training_1 / SOTM_DEMO Scheduled Export Request °
= TrialMaster ®
Schedule Name Daily Export
# GoTo » Schedule .
Description Study Daily SDMT export
SR~ PA Enabled
Start Date 511012021 £3
s Search pattern applied to column [Sites] using filter function "is emp!
End Date [/] No End Date 5/10/2021
Frequancy

Daily
Run Once

Weekly

Monthl
Scheduled Exports & onthly

Every
[J Name * ~  Owner w

J  Daily Export

J  Run once at 8/19%/2020 7-:23:48 AM RT sjonas

Delete

— . ..
NE BUSIneSS& DEC|S|0n YOUR LIFE SCIENCES DATA EXPERTS
Llfeaﬁplences
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM -
BENEFITS (1)

* Real time SDTM extraction allows building Data Visualization dashboards enabling data monitoring in real
time. NOTE: Visualization Dashboards are created outside EDC system by BDLS team using Tableau

SAFETY DASHBOARD
uic| ¥y
ke L)
= y Gray
-
Characteristics Elassd iy = — ENROLLMENT DASHBOARD
artreimtens | L [ R D . Quick 0 ... me P
11.04% erers | — =] i T
: miary ] :
1 Evalugica Additional Parsmeters by Planned Arm
= ASart & manth R SarMAeE &r AR 5 by IS Akt Tha s tian ¥ Sublocts by Menth of Consent
e . s 4 Pyl v Al EE e
estgaten EE—— " = PR : 5 :
e e I. — : v o~ " &
Y =
_— Neoplesmsb [ - -
| ——— — l- - P | ool
: — Action Tak . —— = - l I .
97.18% r— E # Subiects by Age
Vbcds = e
Rewwults in Desath
an betw ¥
00, 0% g d AT
250 Tasicity Grade BOSE NOT CHANG 0 - . T IS e EONS . bt -7 ’ ™
| - 5 u 2 1 > g mam [[PETISII PR pra— 3 L by
ey ssesess- 25 Nps— £ /
= sssssse = P “1;.'- ' ) - i ./ ‘.\
o sossiy @SGSESe- Sssasem- - ssssese- --’-\.-.}:«..-.«:T oac B aarw % |- E __/l || | |[| I N
a7 SAILY - oy B COHs .H.nri.ull.lll “I |
WOTEEAT SEEEESS- SEROESE-— -~ sEsscEe- GeSSOee-
" 7 B ® ouoaQ 4
E I — ] "
L I
I8 .  —
L L |
I

e
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
BENEFITS (I1) — PATIENT PROFILE

lect asubject to view the Patient Profile

%aBusiness & Decision

Treatment &

emweeeowereswoweewoesweeseanaan e cewwwennene
55BEREERERNERESBARERBEEE 888888 BEEFEB28385%
BECOCTA R RRHRANIRRARSEE83885882 Xmere=RANAR vsumectltlnlt:'r e bianl] L
e Age Race Sex A et oty ) Berirvitoten ook msars CETT—
VISITNUMBER n (2] 2] n ] e s (o) ACTIVE DRUS [2s-01 2
SCREENSNG RANOOMUED com
S — v ¥ & Boseing Charcterktics Diposton
Weight
[— Height Rongomation date 20160201
Hody Surface Area m
sereomen [ . sy I
STANDARD OF CARE Oucontinuation reoson
ECOG Grace 1
Adverie Evenis encountened Toxicity Grade B 2 3 Compietion date 20160222 Prophrylactic Treatmant X
Reproduchve Salus Prophylactic Treatment ¥
HYPERTHERMIA [ | Troatmant A
NEUTROPENIA Not spplicable e — ek ey
STOMATITIS | | =
Chematherany Medcation o7 MCRRASED
ALCOHOL HYPOCALCARMIA [ |
aspLATI Tauscee o HYPOKMLADA o ey
VINORELBINE TARTRATE | | HTPOKALEMIA ComearHatery
Oiher Medication rpona LA -
CEFTRIAXONE Location Startpate  moMNCE IAPAIRED RENAL FUCTION |
IMPARED RENAL FERCTION
T
FAGRATI LUNG AND RESPIRATORY TRACT - ADENOCARCINGMA G3 505 oys [T ey
FLUCONAZOLE iy
EXTENTATSTUDYENTRY  PRIMARY ot
MAGNESIUM SULFATE TACHYCARDNA
MANNITOL THROMBOCYIOPENIA. - -
POTASSIUM CHLORIDE
TROPISETRON | |
o Gt o caper e o
ECG tost rosuty Label view : | Short code &) = oo DRy Bt z 2 .
treatment start
EGHRMN Bronchitis chranic V
EGHRS!
e Coronary artery disease v asrLT
PRAG DOCETAREL
PRse. ] Dusdenitic vy TLORTURALL
aRSAG
aRsse . Hypertensian v
anac
Myocardial ischaemia v
01cBAG L] .
Blood Urea Nitrogen L Musculaskeletal
Calcium .
Chioride u
g February 2018
Creatine Kinase [ | ™
Creatinine u B plood Ured Nitregen (2
Creatinine Clearance Flormal val [
Easinaphils ] u
Easimaphils/Tatal Cells L] L 500
[ ] L]

Erythrocytes

25Business & Decision
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
BENEFITS (1)

 SDTM data available for STAT immediately (or at any moment in time) and for data review

meetings (IDMC, DSMB, SRC, etc.)

* Possibility to program external data that are integrated and/or uploaded data in
TrialMaster (Questionnaires, IWRS, Lab Ranges, etc.) to be converted into SDTM
automatically = part of the vendor issues are solved

* No additional time needed for data conversion for Submission, shorten the time for final
analysis

— . .
s BUSIneSS f_(feDeCIS|On YOUR LIFE SCIENCES DATA EXPERTS
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
CHALLENGES :

Mostly from programming point of view:
e Good knowledge of the system and good programming skills

are required

* Very good knowledge of SDTM is required as SDTM template contains issues (missing
variables, sorting, etc.). In case SDTM template is to be corrected, it is managed by Anju

team via scripts = time consuming
Example: Domain SV is missing EPOCH variable

* Only one Clinical Database Administrator / Programmer can work on the export template
module at the time = time consuming

o . .-
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PROGRAMMING OF SDTM DATA WITHIN EDC SYSTEM —
CHALLENGES

e After the study GO LIVE, any update in SDTM domains implies a Mid Study Change which
require deployment by Anju team (in UAT and production environments).

* Anju SDTM Module experts are based in US only = time-zone difference to be taken into
account when you have a question or issue

3

Time consuming

o . .-
SiBusiness ﬁ(fE@ClSlon YOUR LIFE SCIENCES DATA EXPERTS
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CONCLUSION

 Beneficial and useful solution to help in review / monitoring of your data in real time. It
allows to have your data in SDTM at any moment in time during the course of your study.

* |t’s quite challenging to set-up, so it needs careful consideration before the start of the
project:
O Need careful understanding at the beginning of the project of all analyses to be
performed during the course of your study.

0 All planned meetings (e.g. DSMB, SRC, IDMC, etc.) where your SDTM & ADaM outputs
are required quickly and within short timelines should be taken into account as well.

* In case only a mid-project/interim analysis & DBL is planned, a standard conversion
process outside the EDC system can be sufficient.

25Business & Decision

Life: YOUR LIFE SCIENCES DATA EXPERTS
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QUESTIONS ASKED AND POST MEETING NOTES

e Define.xml:

Define.XML and Annotated Casebook are not included in the TrialMaster SDTM Capability.
Consequently, the Define.xml is handled out of the EDC system

* AutoMapping:

AutoMapping on matching item name gives enough to get started. Best practice is to have
the database variables matching as much as possible the CDASH/SDTM standard names in
order to have the automapping option working better and complete as much as possible
variables

* Localisation

Data Repositories and Anju project teams are based in Germany. Anju SDTM Experts are
based in US

25Business & Decision

Life: YOUR LIFE SCIENCES DATA EXPERTS
e

67



............

...............

oooooo

oooooo

Meet the Speaker

Nick De Donder

Title: Head of Data Standards
Organization: Business & Decision Life Sciences

Nick De Donder graduated as a biomedical scientist from the University of
Ghent, Belgium in 2007 and has been employed since 2008 by Business
& Decision Life Sciences at their headquarters in Brussels. He has been
moving from being a Data Integration Specialist to Project Manager to
Line Manager for the Data Standards team. Since 2020 he is Head of
Data Standards. Nick is a member of the SDS team, an authorized
CDISC trainer for SDTM and Newcomers and a PHUSE committee
member since 2017. In 2019 he joined the E3C and is now co-chairing it.
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FDA Technical Guides & SDTM/IG Differences

Nick De Donder — E3C Chair
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Background — FDA Technical Guides

* The FDA released several technical guidance's which offer support to
sponsors submitting data in SDTM format

* These documents include:
* FDA Technical Conformance Guide
« FDA Standards Catalog
* Vaccines Technical Specifications Document
« FDA Rejection Criteria

* *|n some cases, the guidance can be different to the SDTM/IG.

« «*The SDS (SDTM) team is beginning to track differences and gather
supporting content to describe discrepancies

cdisc
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Discrepancy Between FDA Guidance and SDTM Human
Clinical Trial Standards for Variable --DUR

¢ i« FDA - Submitting Study Datasets for Vaccines to the Office of Vaccines
S Research and Review Guidance for Industry —Technical Specifications
Document December 2019; Section 3.1 page 3

£ - The start day/date (--STDY/--STDTC) and the end day/date (--ENDY/--
st ENDTC of the reactogenicity event should be identical in both the CE
o and AE domain; whereas the duration (--DUR) should report the time
that the event occurred as part of the assessment interval and as part of
the continuance separately (e.g., an event that lasted 6 days in the
assessment interval and 3 days beyond the assessment would be
reported as Clinical Event Duration (CEDUR) = 6 days and Adverse
Event Duration (AEDUR) = 3 days)
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Discrepancy Between FDA Guidance and SDTM Human
Clinical Trial Standards for Variable --DUR

« SDTMIG v3.3 section 4.4.3.1

 As defined by ISO8601, an interval of time is the part of a time axis,

limited by two time "instants” such as the times represented in SDTM by

Tt the variables --STDTC and --ENDTC. These variables represent the two

- instants that bound an interval of time, while the duration is the quantity
of time that is equal to the difference between these time points.

 Duration is frequently used during a review; however, the duration timing
N variable (--DUR) should generally be used in a domain if it was collected
in lieu of a start date/time (--STDTC) and end date/time (--ENDTC). If
T both --STDTC and --ENDTC are collected, durations can be calculated
by the difference in these two values and need not be in the submission
dataset.
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Misalignment

» The definition of duration; i.e., the time between --STDTC and --ENDTC vs.
time within assessment interval or part of continuance

 Collection/population of both actual (--STDTC and --ENDTC) and relative (--
DUR) timing variables.
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SDS Team Tracking

At present, tracking will be used to:
« Support further discussion
« Explore how we can better collaborate to mitigate discrepancies
* Determine next steps and future directions

* The current goal is to summarize an initial set of differences identified by
end of April and to continue tracking as it adds value.

« Differences identified will be summarized in a to-be-defined tracking/list.

* |t is planned that this misalignment of FDA and CDISC guidance will be
presented in an upcoming FDA/CDISC Technical meeting (monthly
meetings).

* https://wiki.cdisc.org/display/FDA/FDA+Collaboration+-+Tech+Specs+Home
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E3C & European Networks Input

« SDS welcomes your feedback and contributions.

« if public (on the CDISC Wiki or other) please send a description and a
link to the location of the relevant content to the SDS Leadership Team

« if private please send a description and a copy of the relevant content to

the SDS LT

 The E3C and European Networks can be kept informed new processes for
storing this information, etc. as developed.

« Additional feedback and suggestions are also welcome.

# [Name Email SDS Send
1 |Christine Connolly |christine.connolly@emdserono.com |Lead To
2 |Kristin Kelly kkelly@pinnacle21.com Incoming Lead |CC
3 |Mike Hamidi mhamidi@csg-inc.com Past Lead CC
4 (Dana Booth dbooth@cdisc.org Project Manager |CC
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