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Agenda

* QT Studies Public Review Period
« CDISC Standards in RDF Reference Guide

¢ Q&A Session
« CDISC Education and Events Updates
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Housekeeping

« Attendees will be muted throughout the webinar

« Please submit your questions through the webinar
toolbar in the QUESTION box

 Webinar will be recorded and archived in the
CDISC Member website

« Scheduled time is 11:00-12:30 ET — but we may
finish sooner than 12:30

 All questions will be answered — some offline after
the webinar

 Archive will contain the Q&A, recording and PDF
of the slides.
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Panelists

* QT Studies Public Review Period
= John Owen, Janssen Pharmaceuticals

 CDISC Standards in RDF Reference Guide

= Scott Bahlavooni, Biogen Idec

= Frederik Malfait, Hoffman-La Roche and IMOS
Consulting
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Therapeutic Area User Guide — QT Studies V1.0
Public Review Webinar
July 24, 2014

John Owen, Janssen Pharmaceuticals Research and Development
CFAST QT Studies Project Manager
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QT Studies

« CFAST Program

« Development Principles .CDISC
« QT Studies Background |
Therapeutic Art:a Da{a Standards
. QT Studies e 10 Oy,
* QT Studies TAUG CEAST QT Toam

* Public Review
= Areas to focus
= How to submit comments

c Q&A
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(_FAST

CooNriow Fav Accelerating Seandavell and Therigpves

« The Coalition for Accelerating Standards and Therapies (CFAST)

« CFAST sponsors the development of standards for key therapy areas

« A joint initiative of CDISC and the Critical Path Institute (C-Path)

* Launched to accelerate clinical research and medical product development
by facilitating the establishment and maintenance of data standards, tools
and methods for conducting research in therapeutic areas important to
public health.

* CFAST partners include TransCelerate BioPharma Inc. (TCB), the U.S.
Food and Drug Administration (FDA), and the National Cancer Institute —
Enterprise Vocabulary Service (NCI-EVS), with participation and input from
many other organizations

* See http://www.cdisc.org/therapeutic for more information
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http://www.cdisc.org/therapeutic

FAST Pro

Conitn Fov Acceleratiog Seoman and Therapies

gram Overview — June 2014

Approved Therapeutic Area Standards Projects

Stage 0 Stage 1 Stage 2 Stage 3a *Stage 3b *Stage 3¢
Therapeutic
Area Scoping & Concept Standards Internal Public Review **Projected
Planning Modeling Development Review Publication
Ccv
Endpoints v1 8y Qa4
Diabetes v1 May Q314

QT Studies v1

Traumatic Brain

Injury v1 July Aug Q215
Hepatitis C vl Jul Aug Q414
Schizophrenia vl May Jul Aug Q414/Q115

Breast Cancer vl May Aug 2015
Influenzavl - Jun Jul Q115
Dyslipidemia v1 May Aug Q115
COPD v1 Aug Oct Q315

Key. Stage completed | El Stage ongoing | All Months reflect when stage is, or is projected to be, completed.

*The Stage3b concludes at the end of the 30-day review period and Stage 3c concludes when all tasks have been completed and the standard is public
** Specific Projected publication dates to be added to the notes section at the conclusion of Stage 3b.
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Development Principles

* Scope
= core, clinically meaningful concepts

= manage content to meet defined timelines (10-12
months)

Re-use existing standards (SDTM, CDASH,
ADaM)

= Include examples only for situations not covered by
existing implementation guide(s)

Propose new variables for existing domains or

new domains
= only where needed

Propose new controlled terminology
= only where needed
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What i1s Different from Previous
CDISC TA Standards?

» Disease background & context

« Concept maps

= To diagram the relationships between concepts and
among attributes of a concept

* Regulatory and medical references

= To help ensure regulatory compliance and medical
appropriateness

« SHARE model based metadata development

= Not just SDTM; but also CDASH and ADaM in later
iterations
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Concept Maps
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Regulatory and Medical References

Appendix E: References
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SHARE Model-Based Metadata
Package
 Future plans to develop all

CDISC SHARE
CDISC SHARE metadata:
= BRIDG Will be a global electronic
repository for developing,
= SDTM integrating and accessing
= CDASH CDISC metadata standards
in electronic format.
= ADaM
u - SHARE is envisioned to
Controlled Terminology help users find, understand
= Data types and use rich metadata and
= Definitions controlled terminologies
_ relevant to clinical studies
= Trial Summary more efficiently and
Parameters/Protocol consistently, and to improve

integration and traceability
of clinical data from
protocol through analysis.
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QT Studies TAUG
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Therapeutic Area Data Standards

User Guide for QT
Version 1.0 (Draft)

Prepared by the
CFAST QT Team




QT Studies

 This draft version 1.0 (v1.0) of the TAUG-QT
highlights the data endpoints for clinical studies
characterizing the QT effects of drugs in healthy
volunteers or in patients.

* The primary focus of the TAUG-QT is on a specific
type of QT study, the “thorough QT (TQT) study.”

operationally defined by an ICH E14 guidance document! and
the associated Question & Answer document?

«  1http://www.ich.org/fileadmin/Public Web Site/ICH Products/Guidelines/Efficacy/E14/E14 Guideline.pdf
e 2http://mwww.ema.europa.eu/docs/en GB/document library/Scientific _guideline/2009/09/WC500002878.pdf
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http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E14/E14_Guideline.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm073161.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500002878.pdf

QT Studies

« Routine clinical practices focus on the individual patient
and substantial changes in QT and/or absolute QT values,
TQT studies can find relatively small differences between
groups of patients treated with an experimental drug
compared to a control treatment to be of interest

« When ventricular repolarization (i.e. the relaxing of the
bottom chambers of the heart, which perform the majority
of its pumping action) is delayed, it can lead to cardiac
arrhythmias which may be fatal.

 Historically, a number of drugs have been found to cause
such a delay, thus, determining whether a drug delays
ventricular repolarization is important in assessing its
safety

©coisc
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QT Studies
« One measure of the time required for ventricular

repolarization is the QT interval on an ECG,
corrected for heart rate; or OTc

-

Grid Box

Sl ST! [

- §
i
R
> b |
= I —
= PR QT
interval interval
— g A

Electrocardiogram Waveform lllustration
Electrocardiogram recorded on grid paper with lines 1mm apart. X-axis is the time axis. Y-axis is the voltage axis. Figure

assumes a paper speed of 25mm/sec and a calibration of 20mm/mV.
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0.2 Sec 0.04 Sec

QT Studies
* Why correct QT?

-Cift!i_ ST T
eg- nplex | Segment wave

1My

Qr
interval interval
— g A

0.1 My
-

QT QT mterval. The portion of an ECG between the onset ofthe QRS complex and the
end ofthe T-wave, representing the totaltime for ventrnicular depolanzation and
repolanzation.

QTc HE.-corrected QT mterval The QT mterval is mversely related to HE. When the QT
mtervalis comected for HE. by use of vanous formulas, it 15 expressed as QTc and
allows an assessment ofthe QT mterval thatis mtendedto be mdependent o f HE.
EF. Interval The time between 2 consecutive heart beats/cycles (P-QES-T complexes), measured
asthe time between the peaks of 2 consecutive B waves. The R interval is the time
between mdividual heart beats andis relatedto HE. m that HE i1z eszentially the
number of E. wavesm 1 minute. Inmost QT comection formulas the BB mtervalis
used for comrection.
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QT Studies

« QT Correction Methods

= Population-based formula derived from a historical population
= Population-based formula derived from the population under study

= |ndividual-based formula derived for each individual in the
population under study

The most well-known and clinically used is Bazett’s formula (QTcB), which
was derived/developed in 1920 from ECGs recorded in a small group of
healthy subjects:

QTc =

VRR

Fridericia’s formula (QTcF) was also developed in 1920 from ECGs
recorded in a small group of healthy subjects:

QT_QT
C=TRR
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QT Studies TAUG

* QT Studies are cross-TA

« Sections of the document will differ to other Disease Area
TAUG’s

= Section 2 — ECG Overview
« ECG Fundamentals
« ECG Machinery

= Section 3 —The TQT Study
= Section 4 — Trial Design
= Section 5 — Subject Characteristics/Eligibility

= Section 6 — Study Assessments
- ECG
* QT Correction
« PK/Vital signs Assessments

= Section 7 — Data Analysis

@CDISC i
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QT Studies TAUG

« SDTM Domains referenced

6.4.1

V5 —Vital Signs
Tnal Design
TA — Tnal Amms 411,412
TE — Tnal Elements 413
T5 — Tnal Summary 414

* Domain is noi final.

€ CDIsC

Domains from SDTMIG Secton Domains from SDTMIG-MD | Secdon
DI — Device Identifier 233531
| | DO — Device Properties 2331




QT Studies TAUG

- EG - ECG Test Results
= Already well documented in SDTM IG
= [tincludes two newly approved variables

- EGREPNUM - Used to indicate the chronological
order of repeated tests

— Used in 10-second ECG replicates extracted from a
continuous recording

- EGBEATNO - Variable describing ECG

measurements of individual beat data

— Used in ECG results where beat-to-beat measurements are
recorded

©coisc
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QT Studies TAUG

« SDTM Domains referenced

Domains from SDTMIG Section Domains from SDTMIG-MD | Section
Findings DI — Device Identifier 2331
DO — Device Properties 2331

— =

— Wvita .
Tnal Design
TA — Tnal Amms 411,412
TE — Tnal Elements 413
T5 — Tnal Summary 414

* Domain is noi final.
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QT Studies TAUG

* Proposed new domain — Why was this developed
= QT - ECG QT Correction Model Data

= Data describing the description, correction formula and the
coefficients of the correction formula used in correction of QT
values.

= CDISC controlled terminology handles standard correction factors
such as Bazett's and Fredericia’s, however, due to the large and
growing number of correction methods used, controlled terminology
will not be developed for those alternative correction factors

= This new findings domain was proposed to store the correction
formula information.

©coisc
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QT Studies TAUG

Proposed new domain
= QT - ECG OT Correction Model Data

P384QT204_001 e PARABOLIC LOG/LOG

P3 smm 001 i QTC=QT/(RR"A)
0.432

P384QT204_001 ; LINEAR

stmm 001 i QTC=QT-{A*(1-RR))
0.154

P384QT204_001 QTCDESC . FAUTAHARTU COR

) QIC=QT+A-
P384QT204_001 QTCFORM QT Correction Formula (B*((CAHR)

P384QT204 001 QTCCOEFA QT Correction Coefficient A 02425
P384Q’IE{}4 001 QTCCOEFB QT Correction Coefficient B 0434
QT Correction Coefficient C

Row | DOMAIN USUBJID EGSEQ| EGCAT JEGTESTCL EGTEST EGOREERES| EGOREESU| ...

1 EG P3840QT204 001 1 INTERV QTCIAG] JQTCIInterval Aggregate 1 345 msec
2 EG P324QT204 001 2 INTERV QTCIAG2 | QTCIInterval Aggregate2 350 msec
3 EG P3840QT204 001 3 INTEEVAIY QTCNAG JOQTCN Interval Aggregate 333 msec




QT Studies — Public Review

« 30-day public review upcoming

« Download the document using Adobe Reader
(http://get.adobe.com/reader/)

« Submit comments using the CDISC public
commenting tool located on the CDISC website
located here:

* http://cdiscportal.digitalinfuzion.com/CT/Review%20Documents/Forms/Alllte
ms.aspx

* Instructions on using the comment tracker tool

http://cdiscportal.digitalinfuzion.com/CT/Documents/How%20t0%20Use%20the%20CD
ISC%20Public%20Comment%20Tracker.docx
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Future QT Studies Training

« Future QT Studies implementation training will
Include:
= |mplementation examples

= EXercises
= Tests to check knowledge level

= And additional detalil
 Training will be delivered online soon after
publication of the standard
= SO you can train at your convenience

©coisc
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CFAST OT Core Team

Charles Beasley Eli Lilly and Company
Cathy Bezek

Astellas Pharma Global Development, Inc.
Astellas Pharma Global Development, Inc.
C-Path
AbbVie
Astellas Pharma Global Development, Inc.
Janssen Research & Development
Boehringer Ingelheim
C-Path
Janssen Research & Development

CEAST OT Consultant Team

Rhonda Facile

Natalie Boone
Marty Cisneroz
Bala Hosmane

Donna Kowalski
Jaya Natarajan
Pamela Rinaldi

Klaus Romero
Sherry Wunder

CDISC
Diane Wold GSK
Fred Wood Accenture
Erin Muhlbradt NCI-EVS

Darcy Wold CDISC Consultant

CDISC
CDISC

Pam Harvey
Rene DahlHeimer

Nate Freimark

Theorem Clinical
Julie Evans

CDISC
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CDISC Standards
RDF Reference Guide

Presented by Frederik Malfait and Scott Bahlavooni
Acknowledgements to Geoff Low and Mitra Rocca

Strength through Collaboration
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Agenda

 PhUSE Computational Science Symposium
= Semantic Technology Working Group

Introduction and Rationale
W3C Resource Description Framework (RDF)

CDISC Foundational Standards
= RDF Schemas
= RDF Datasets

RDF SDTM IG Walk-through
Accessing GitHub
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PhUSE Computational Science
Symposium

Semantic Technology Working Group
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PhUSE CSS Collaboration

* Mission:
= “...bring together academia, industry, technology

providers and the FDA to collaborate on projects to
address unmet computational science needs.”

« Working Groups:
= Optimizing the Use of Data Standards

= Development of Standard Scripts for Analysis and
Programming

= Non-Clinical Roadmap and Impact on Implementation
= Emerging Technologies
= Semantic Technology

©coisc
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Semantic Technology Working Group

Investigate the application of W3C semantic standards to
support the clinical and non-clinical data life-cycle from
protocol development to submission to regulatory
agencies.
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Semantic Technology Teams

* Semantic Technology Primer *
» Representation of CDISC Foundational Standards in RDF *
* Protocol and Study Design Representation in RDF

* Representation of Analysis Metadata to Support Clinical and
Non-Clinical Applications

* Representation of Regulations and Guidance in RDF
* Representation of CDISC Conformance Checks in RDF *

« keyCRF: Reusing Medical Summaries for Enabling Clinical
Research

* Completed project
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Introduction and Rationale
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Recall CDISC Mission

The CDISC mission is to develop and support
global, platform-independent data standards that
enable information system interoperability to
Improve medical research and related areas of

healthcare.
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Recall CDISC Principles

« Recognize the ultimate goal of creating regulatory
submissions that allow for flexibility in scientific
content and are easily interpreted, understood,
and navigated by regulatory reviewers.

« Acknowledge that the data content, structure and
guality of the standard data models are of
paramount importance, independent of
Implementation strategy and platform.

« Work with other professional groups to encourage
that there is maximum sharing of information and
minimum duplication of efforts.
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W3C Semantic Standards

« Can express a wide range of information
= Meta-models, models, data

- Consistent language and modeling framework
« Formal, computable, executable
« |dentical at design and run-time

» Designed for
= Platform independence
= Semantic interoperability
= Sharing and linking information

* Proven backbone of the semantic web
* Acronyms: RDF, RDFS, OWL, SKOS, SPARQL

©coisc "
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W3C Resource Description
Framework (RDF)




Resources

A resource Is anything we like to talk about

Uniform Resource ldentifier
= http://rdf.cdisc.org/std/sdtmig-3-1-2#Column.AE. AEQUT

Namespaces
= sdtmig-3-1-2: "http://rdf.cdisc.org/std/sdtmig-3-1-2#"

Qualified Names
= sdtmig-3-1-2:Column.AE. AEQUT

Creates globally unique identifiers

A representation of a resource can be made
available over a network or the web

¢ cDisC




Triples

« Statements about resources, e.g. attributes

= Subject: sdtmig-3-1-2:Column.AE.AEOUT
= Predicate: mms:dataElementName
= Obiject: "AEOUT"

« Statements about resources, e.g. relationships
= Subject: sdtmig-3-1-2:Column.AE.AEOUT
= Predicate: mms:dataElementValueDomain
= Object: sdtmct:C66768
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Graphs

| @ sdtmig-3-1-2:Model.SDTMIG-3-1-2 |

mms:cont

| @ sdtmig-3-1-2:FindingsObservationClass |

mmécontext

mmsicgntext
| @ sdtmig-3-1-2:InterventionsObservationClass |

| @ sdtmig-3-1-2:EventsObservationClass |

mms:contex

[ @ sdtmig-3-1-2:Dataset.MH PEERL [ sdtmig-3-1-2Dataset. CE_ |

ontext

| 4 sdtmig-3-1-2:DatasetDV |

[ @ sdtmig-3-1-2:Dataset.DS |

[ @ sdtmig-3-1-2:Dataset AE |

| @ sdtmig-3-1-2:Column.AE.AEOUT | = @ sdtmct:C66768 |

mms:dataElementValueDomain

mms:daifElement
| @ sdtm-1-2:DataElement.Event.--OUT |
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Schemas and Ontologies

« A set of resources and predicates that defines a
vocabulary or ontology

« Resources can be organized in classes

 Predicates and classes are also resources

« W3C defined schemas

= Resource Description Framework (RDF)
= RDF Schema (RDFS)

= Web Ontology Language (OWL)

= Simple Knowledge Organization (SKOS)

¢ cDisC

_



CDISC Foundational Standards

RDF Schemas

0 D1 e
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Layered Schemas

CDISC Schema

CT Schema

Meta-Model Schema

© CD 014



¢ cDisC

Meta-Model Hierarchy

M3: Meta-Meta-Model

RDF
M2: Meta-Model
1SO 11179
M1: Model
CDISC
MO: Model Runtime
Data

© CD 014
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ISO 11179 Metadata Reqistry Std

y

Assertion

Concept

[aY

Concept System

Object Class

r 3

C41331

Characteristic

C20200

Data Element
Concept

Conceptual
Domain

Value Meaning
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OWL Classes: Meta-Model Schema

%@ -0

@ Administereditem
@ Classifier
@ Context
@ DataCollectionForm
@ Dataset
@ DatasetContext
@ Domain
@ DomainContext
@ Model
@ VariableGrouping
@) DataElement
@ DataFlementContext
@ Column
@ DataCollectionField
@ PermissibleValue
@ ValueDomain
@ EnumeratedValueDomain
~ skos:Collection
- skos:Concept
~ skos:ConceptScheme




OWL Classes: CDISC Schema
| Classes 33 Wi &~ =0

4|  owlkThing (0+2)
4 mms:Administereditem (0 + 2)
@ cdiscs:Assumption
@ cdiscs:DocumentationSection
@ cdiscs:Recommendation
. cdiscs:ValidationRule
4 mms:Classifier (0 + 2)
i) cdiscs:DataklementCompliance
@ cdiscs:DataElementRole
@ cdiscs:DataElementType (2)
@ cdiscs:ValidationRuleCategory
»  mms:Context
» © mms:DataElement
~ mms:PermissibleValue
 © mms:ValueDomain
»  skos:Collection
 skos:Concept
" skos:ConceptScheme
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CDISC Foundational Standards

RDF Datasets
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Accessing GitHub

* The first release of the Foundational Standards in
RDF Is available on GitHub

https://qithub.com/phuse-org/rdf.cdisc.org

» To access the code:
= Download a zip archive
= Clone the project
* Guidance in the RDF Reference Guide
« Contact Geoff Low: glow@mdsol.com

@CDISC i
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https://github.com/phuse-org/rdf.cdisc.org
mailto:glow@mdsol.com

Project Structure

b & import-files

I» (= resources

4 (7 schemas
[} cdisc-schema.owl [
[¢) ct-schema.owl 1o
[¢) meta-model-schema.owl 1

4 (7 std
[¢) adam-2-1.ttl [10p
[¢) adamig-1-0.ttl (1o -disc.org/std/adami
[} all-standards.ttl 10 oo oo .
[ cdash-1-14tl [hitprdfcdizc org ot
E-a sdtm-1-2.ttl [hitp://rdf.cdisc.org/std
[ sdtm-1-3.ttl [feip o cdice o
[} sdtmig-3-1-2.tt1 [ .cdisc,org/std/sdtmig-2
[ sdtmig-3-1-3.4t [http://rdf cdisc,org/std/sdtmig-3-1-3]
[g sendig-3-0.ttl [hitp://rdf.cdisc.org/std/sendig-3-0
4 (7 terminology-2013-06-28

[¢} adam-terminology.owl 1
[} cdash-terminology.owl 1
[} glossary-terminology.owl 11t cdisc.org/glessa
[&} gs-terminology.owl [ty /rdf cdice arg/ g terminalon |
[} sdtm-terminology.owl [itp o cdiec oy st terminalony |
Ea send-terminology.owl |[http: /rdf cdisc.org send-terminology]

5 .gitignore

X] .project

5} README.md

fﬂ readme.pdf =

@ cpisc



Graph Representation

[ @ sdtmig-3-1-3:Dataset.TV |

| @ sdtmig-3-1-3:Dataset.TS |

| @ sdtmig-3-1-3:Dataset.Tl | >{ 4 sdtmig-3-1-3:TrialDesignModel |
mms:context

ms:context

| 4 sdtmig-3-1-3:Dataset.TE |

[ @ sdtmig-3-1-3:Dataset.TA |

¢coisc
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Resource Form

==
Resource Form =1 1551
Name: sdtmig-3-1-3:TrialDesignModel |
v Annotations v Other Properties
+ Incoming References mms:context ~
Cmmiaotent @ sdtmig-3-1-3:Model. SDTMIG-3-1-3 |~
@ sdtmig-3-1-3:Dataset. TA |~ mms:contextDescription ¥
‘sdtmig-3-1-3:Dataset.TE = atasets to describe the design of a tnal. 54
sdtmig S describe the design of a trial
‘ [Sdtmig'3'1 '3:Dataset.n I A mms:contextlabel ~
@ sdtmig-3-1-3:Dataset. TS |~ Trial Design Domain | =
l T Y
@ sdtmig-3-1-3:Dataset. TV ]V mms:contextName <
TrialDesign | =
mms:ordinal ¥
M 2
rdf:type ¥
 mms:DatasetContext |~
Forml Browser  Graph | Source Code

@ cpisc



Navigating Across Resources

v Incoming References

<~ mms:context

r

@ sdtmig-3-1-3:Dataset.TA

¢ Ed_'ﬁm_'g_'}_'l'—?i Type: mms:Dataset 2

@ sdtmig-3-1-3{ (Hold CTRL to navigate) | |[o] sdtmig-3-1-3. £2 - O
@ sdtmig-3-1-3:Dataset.15
2 }?dtmig-?.-l -3:Dataset. TV

q 4

Resource Form = v

URE lhttp:,{/ rdf.cdisc.org/std/sdtmig-3-1-3#Dataset. TA J

v Annotations v Other Properties
~ Incoming References mms:context ¥
Cmmsitatent. 9 sdtmig-3-1-3:TrialDesignModel =
@ sdtmig-3-1-3:Column. TA.ARM |~ mms:contextlabel ~
@ [sdtmig-3-1-3:Column.TAARMCD |= [ Trial Arms |>
9 sdtmig-3-1-3:Column.TA.DOMAIN P2 mniecantextiane =
9 sdtmig-3-1-3:Column.TA.ELEMENT | = TA |
@ sdtmig-3-1-3:Column. TA.EPOCH | = i
@ sdtmig-3-1-3:Column.TAETCD ~ HEx» I
'sdtmig-3-1-3:Column.TA.STUDYID IV ek T
‘sdtmig-3-1-3:Column.TA TABRANCH | “‘i; Stasetione e
9 sdtmig-3-1-3:Column.TA.TAETORD | = : '
@ sdtmig-3-1-3:Column.TA.TATRANS | ddiscsdatasetStructure ™ .
— cdiscs:d L £ One record per planned Element per Arm 4
caiscsgocumen
'sdtmig-3-1-3:Section.TA.000 | rdfitype ¥ ‘
~ mms:Dataset |22

Form’ Browser | Graph | Source Code

@CDISC v
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RDF Text Serialization

sdtmig-3-1-3:Dataset.TA

a mms :Dataset ;

mms : context sdtmig-3-1-3:TrialDesignModel ;
mms :contextlLabel "Trial Arms"*"xsd:string ;

mms : contextName "TA"~xsd:string ;

mms :ordinal "29"~rxsd:positivelnteger ;
cdiscs:datasetCode "TA"Mxsd:string ;

cdiscs:datasetStructure "One record per planned Element per Arm"~*xsd:string .

-

4 »

©coisc :
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RDF Query Language

Query Editor | Query Library
# Find all SDTM vanables with codelist C71113 -
PREFIX mms: <http://rdf.cdisc.org/mms#>
PREFIX sdtmct: <http://rdf.cdisc.org/sdtm-terminology®>
SELECT ?domain ?variable ?label

WHERE {
7dataElement mms:dataElementValueDomain sdtmct:C71113 .

7dataElement mms:context/mms:contextLabel 7domain .
7dataElement mms:dataElementName ?variable.
7dataElement mms:dataElementlLabel 7label .

1
< b
[domain] variable label
Concomitant Medications CMDOSFRQ Dosing Frequency per Interval
Exposure EXDOSFRQ Dosing Frequency per Interval
Substance Use SUDOSFRQ 5] Use Frequency Per Interval

©coisc ;
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SDTM IG Walk-through

¢ cpisc




25 Navigator [ T2 Properties | 2 “lasses % -
a4 owlThing (0 + 8704)
4 mms:Administeredlitem (0 + 8704)
* cdiscs:Assumption (275)
© cdiscs:DocumentationSection (63)
'~ cdiscs:Recommendation
" cdiscs:ValidationRule
a4 mms:Classifier (0 +14)
© cdiscs:DataElementCompliance (3)
.~ cdiscs:DataElementRole (9)
" cdiscs:DataElementType (2)
© cdiscs:ValidationRuleCategory
~ mms:Context (0 + 50)
mms:DataCollectionForm
mms:Dataset (35)
mms:DatasetContext (7)
mms:Domain
mms:DomainContext
mms:Model (2)
mms:VariableGrouping (6)
4 mms:DataElement (150 + 818)
4 mms:DataElementContext (0 + 818)
 mms:Column (818)
* mms:DataCollectionField
© mms:PermissibleValue (7193)
4 mms:ValueDomain (0 + 141)
* mms:EnumeratedValueDomain (141)
skos:Collection
skos:Concept
skos:ConceptScheme

oe b /&

[N
€
d

o5
>

pPOE

Y X

v

L

-

L N R

~r
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r‘ Instances 23\ €& ° =0 3

[Resource] mms:contextLabel

& sdtm-1-3:Model.SDTM-1-3 Study Data Tabulation Model (SDTM) Version 1.3
@ sdtmig-3-1-3:Model.SDTMIG-3-1-3  Study Data Tabulation Model Implementation Guide (SDTMIG) Version 3.1.3

@ cpisc



Resource Form o 3 [T
URL |http://rdf.cdisc.org/std/sdtmig-3-1-3#Model. SDTMIG-3-1-3 |
» Annotations v Other Properties
¥ Incoming References mms:contextDescription
+— mms:context The Study Data Tabulation Model =
sdtmig-3-1-3:EventsObservationClass | Implementation Guide is a CDISC defined
‘ T guide for the implementation of SDTM
¢ !Sdtmlg 21 S Teidmgsalin ! i providing a detailed specification of the SDTM
@ sdtmig-3-1-3:FindingsObservationClass [~ domains.
’gsdtmig-3-1-3:Intervention50bservationCIass IV mmscontextlabel -~
* ?sdtmig-3-1-3:Relat.ionshipDataset = !v Study Data Tabulation Model Implementation
@ sdtmig-3-1-3:SpecialPurposeDomain 4 Guide (SDTMIG) Version 3.1.3
[ = e n - -
@ sdtmig-3-1-3:TrialDesignModel |~ SN
‘sdtmig-3-1-3 |~
rdf:type
"~ mms:Model | =

Formr Browser | Graph | Source Code
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Resource Form = S [E™
URE [http://rdf.cdisc.org/std/sdtmig-3-1-3#EventsObservationClass ]
v Annotations v Other Properties
v Incoming References mms:context ~

ot @ sdtmig-3-1-3:Model.SDTMIG-3-1-3 |~
‘isdtmig-B-l-B:Dataset.AE ]V mms:contextDescription ~

@ sdtmig-3-1-3:Dataset.CE | = The Events class captures planned protocol v
@ <dtmig-3-1-3:Dataset.DS R milestones such as randomization and study

‘1 o3 1.3 Dot et DV iv completion, and occurrences, conditions, or

sdtmig-3-1-3:Dataset.

incidents independent of planned study
@ sdtmig-3-1-3:Dataset. MH |~ evaluations occurring during the trial (e.g.,
adverse events) or prior to the trial (e.g.,
medical history).

mms:contextlabel ~

Events Observation Class | =
mms:contextName ~

{Events | =
mms:ordinal

[ JE! | =
rdf:type ¥

 |mms:DatasetContext |

FormJ Browser | Graph | Source Code
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Resource Form wm BT
URE  http://rdf.cdisc.org/std/sdtmig-3-1-3#Dataset. AE |

v Annotations
v Other Properties

mms:confext

L 2 isdtmig-3-1-3:EventsObservationCIass | -

mms:contextlabel +
Adverse Events |=

mms:contextName <

AE | =
mms:ordinal

L3 [
cdiscs:datasetCode ~

AE |~
cdiscs:datasetStructure ¥

‘One record per adverse event per subject |=

rdf:type ¥
o [mms:Dataset ] -

» Incoming References

Form | Browser | Graph | Source Code
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<—mms:context

@ sdtmig-3-1-3:Column.AE.AEACN

@ sdtmig-3-1-3:Column.AEAEACNOTH
@ sdtmig-3-1-3:Column.AE.AEBDSYCD
@ sdtmig-3-1-3:Column.AE.AEBODSYS

@ sdtmig-3-1-3:Column.AEAECAT
& Atrmin 21 2. aliiman AE AECONTRT

<« cdiscs:documents
@ sdtmig-3-1-3:Section.AE.001
@ sdtmig-3-1-3:Section.AE.002
@ sdtmig-3-1-3:Section.AE.003
‘sdtmig-3-1-3:Section.AE.004
‘'sdtmig-3-1-3:Section.AE.005
@ sdtmig-3-1-3:Section.AE.006
@ sdtmig-3-1-3:Section.AE.007
@ sdtmig-3-1-3:Section.AE.008

< cdiscs:about 7

@ sdtmig-3-1-3:Assumption.AE.001.001

@ sdtmig-3-1 -3:Assumption.A—E.001 009

@ <dtmig-3-1-3:Assumption.AE.002.005
‘sdtmig-3-1-3:Assumption.AE.004,002
sdtmig-3-1-3:Assumption.AE.004.004

@ sdtmig-3-1-3:Assumption.AE.005.002

L 2 {;dt_rr;ig-é:l_-?;:Assumption.AE.006.003

@ sdtmig-3-1-3:Assumption.AE.006.005

@ sdtmig-3-1-3:Assumption.AE.007.001

@ sdtmig-3-1-3:Assumption.AE.008.001

©coisc "
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Resource Form ST
URL ih_ttp://rdf.cdisc.org/std/sdtmig-3-1-3#Column.AE.AEACN l

~ Annotations
v Other Properties

mms:context
@ sdtmig-3-1-3:Dataset. AE | =

mms:datatlement ~
'sdtm-1-3:DataElement.Event.--ACN |~

mms:datatlementDescription ~
Describes changes to the study treatment as a result of the event. AEACN is specifically for the B
relationship to study treatment. AEACNOTH is for actions unrelated to dose adjustments of study
treatment. Examples of AEACN values include ICH E2B values: DRUG WITHDRAWN, DOSE REDUCED,
DOSE INCREASED, DOSE NOT CHANGED, UNKNOWN or NOT APPLICABLE.

mms:dataElementlabel ~

/Action Taken with Study Treatment | =
mms:datablementName

1 |AEACN |+
mms:datatlementType <

M xsd:string |+
mms:datablementValueDomain +

@ sdtmct:C66767 |=
mms:ordinal ~

M J=
cdiscs:controlledTermsOrFormat &

B (acn) Ji52
cdiscs:datablementCompliance

@ sdtm-1-3:Classifier.ExpectedVariable |=
cdiscs:datablementRole ~

L 2 !sdtm-l-3:Classifier.RecordQualifier | =

cdiscs:datablementType &
@ cdiscs:Classifier.Character | =

cdiscs:references &
SDTM 2.2.2 | =

. df:ty B
.CD'SC M r«:f',' {m?nes:Column




Resource Form ST

URL |http://rdf.cdisc.org/std/sdtm-1-32Classifier.ExpectedVariable ]

v Annotations
rdfsidabel ~
15| [Expected Variable |~

skos:definition ~

B An Expected variable is any variable necessary to make a record useful in the context of a specific 3
domain. Expected variables may contain socme null values, but in most cases will not contain null values
for every record. When no data has been collected for an expected variable, however, a null column

should still be included in the dataset, and a comment should be included in the definexml to state that
data was not collected.

v Other Properties
rdf:type
% cdiscs:DataElementCompliance %5

» Incoming References

Forml Browser | Graph | Source Code
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Resource Form

URE {http://rdf.cdisc.oLq/sdtm-terminology#C66767

+ Annotations

v Incoming References
+— mms:databtlementValueDomain ~

@ sdtmig-3-1-3:Column.AE.AEACN |~
+ mms:inValueDomain +~

@ |sdtmct:C66767.C17998 |=
@ [sdtmct:C66767.C48660 |~
W@ [sdtmct:(66767.C49501 |=
W [sdtmct:C066767.C49502 | =
@ [sdtmct:C66767.C49503 =
@ |sdtmct:C66767.C49504 =
W@ [sdtmct:C66767.C49505 |=

v Other Properties
cts:cdiscDefinition ~

15| Terminology specifying changes to the study |+
treatment as a result of an adverse event.

cts:cdiscSubmissionValue

& ACN v

ctsicdiscSynonyms ¥

1 | Action Taken with Study Treatment |=

cts:codelistName <

'S \Action Taken with Study Treatment | =

cts:iisExtensibleCodelist ~

EI false - ] -

ctsnciCode +

¥ Ce6767 |+

cts:nciPreferredTerm +

1 CDISC SDTM Action Taken with Study v
Treatment Terminology

rdf:type ¥

®» 'mms:EnumeratedValueDomain v

Forml Browser | Graph | Source Code
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Resource Form = S [EH]~
URE [http://rdf.cdisc.org/sdtm-terminology#C66767.C49501 ]
v Annotations + Other Properties

v Incoming References ctsicdiscDefinition ™~

E An indication that a medication schedulewas =
modified by temporarily terminating a
prescribed regimen of medication. (NCI)

cts:cdiscSubmissionValue

] DRUG INTERRUPTED |<
cts:nciCode <~

1 49501 v
ctsnciPreferredTerm

1 Drug Interrupted |~
mms:inValueDomain

¥ sdtmct:C66767 |o
rdf:itype

% {mms:PermissibleValue ] -

Form‘ Browser | Graph | Source Code
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Resource Form wm S EE T

URL |http://rdf.cdisc.org/std/sdtm-1-3#DataElement.Event.--ACN |

¥ Annotations
w Other Properties

mms:confext
9 lsdtm-1-3:EventVariables | -

mms:datatlementDescription «
1 Describes changes made to the study treatment as a result of the event. Examples: DOSE INCREASED, |+

DOSE NOT CHANGED.
mms:datatlementlabel ~
15| Action Taken with Study Treatment | =
mms:datatlementName
B--AcN |=
mms:datatlementType ~
| xsd:string |~
mms:ordinal <~
il 24 v
cdiscs:datablementRole +
@ |sdtm-1-3:Classifier.RecordQualifier | =
cdiscs:datatlementType ~
$ cdiscs:Classifier.Character |~
cdiscs:supportedBySDTMIG
E]| true - | ~
cdiscs:supportedBySEND  ~
13 [ true .] ~
rdf:type
® 'mms:DataElement |~

v Incoming References

< mms:datatlement +~
@ sdtmig-3-1-3:Column.AE.AEACN I~

. C D | SC © CDISC 2014
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Resource Form =1 R

URE lhttp:/_/rdf.cdisc.og/std/sdtm-1-3#DataElement.Timing.--DUR !

v Annotations v Other Properties
v Incoming References mms:context ~
e @ sdtm-1-3:TimingVariables | =
@ sdtmig-3-1-3:Column.AE.AEDUR |~ mms:datablementDescription <~
& Esdtmig-3-1-3:Co|umn.CM.CMDUR I = g Collected duration of an event, intervention, or =
- - finding represented in ISO 8601 character
S 55 15 =
4 .[sdtm!g SE L umaEREDE | format. Used only if collected on the CRF and
@ sdtmig-3-1-3:Column.SU.SUDUR |~ ot ered.

mms:datatlementiabel ~

5| \Duration |~
mms:datatlementName ~

#/--DUR |
mms:datatlementType +~

ol xsd:duration |
mms:ordinal ~

(22 >
cdiscs:datatlementRole

® ‘sdtm-1-3:Classifier. TimingVariable | =
cdiscs:datablementType

@ cdiscs:Classifier.Character | =
cdiscs:isupportedBySDTMIG <

H [Ltrue ~ l =
cdiscs:supportedBySEND

E [f true - ‘ A
rdfitype ¥

2 ‘mms:DataElement | =

.CDlSC m@ D 014 Forml BrowserlGraphlSource Code' "



= |
Resource Form = = [E]T
URE  http://rdf.cdisc.org/std/sdtmig-3-1-3#Section.AE.004 I
v Annotations v Other Properties
v Incoming References mms:ordinal ¥
< cdiscs:partOfSection & .I4 ]v
@ sdtmig-3-1-3:Assumption.AE.004.001 | v cdiscsdocuments ¥
@ sdtmig-3-1-3:Assumption.AE.004.002 = 4 sdtmig-3-1-3:Dataset.AE | =
@ sdtmig-3-1-3:Assumption.AE.004.003 | ¥ cdiscssectionlabel <
@ sdtmig-3-1-3:Assumption.AE.004.004 | Pre-Specified Terms; Presence or Absence of |+
Events

rdf:itype

" cdiscs:DocumentationSection | =
Form | Browser | Graph | Source Code
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|

Resource Form m ST
URE  http://rdf.cdisc.org/std/sdtmig-3-1-3#Assumption.AE.004.002 |

v Annotations
v Other Properties

mms:ordinal ~
M1 | =
cdiscs:about

'sdtmig-3-1-3:Dataset.AE | =
@ sdtmig-3-1-3:Dataset.FA | =

cdiscs:assumptionText
b. If it is important to know which adverse events from a pre-specified list were not reported as wellas | =
those that did occur, these data should be submitted in a Findings class dataset such as Findings About
Events and Interventions (FA, Section 6.4). A record should be included in that Findings dataset for each
pre-specified adverse-event term. Records for adverse events that actually occurred should also exist in
the AE dataset with AEPRESP set to "Y".

cdiscs:partOfSection ¥

@ sdtmig-3-1-3:Section.AE.004 | =
rdf:type ~
" cdiscs:Assumption [~

v Incoming References

< cdiscs:about &
@ sdtmig-3-1-3:Assumption.AE.008.001 -

Form l Browser | Graph | Source Code
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Questions?
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CDISC Education & Events
Announcements

Shannon Labout, CDISC VP Education

Strength through Collaboration




Upcoming Interchanqges

Tokyo, Japan — July 2014

Bethesda, MD, USA —
November 2014

Basel, Switzerland — May
2015



Upcoming Public Course Events

Location Courses Registration Discounts?
Offered Deadline

Seattle, WA  26-29 Aug SDTM, 26 July Expired
AXIO
ODM/Define— """"""" ik ke
XML Combo
Brussels, 8-11 Sep SDTM, 8 Aug Expired . B
Belgium CDASH, —
ADaM
Copenhagen, 27-30 Oct SEND, ODM, 10 Oct Ends 21 Aug .
Denmark Define-XML, .
Da taS e t' XM L novo nordisk
Beijing & TBD TBD TBD TBD TBD
Shanghai,
China

Registration now open for some 2015 public
training events.

¢ pisc
e



Public Course Schedule Follow CDISC Today

£]in]» )it
| Month | | Week | | Day | | Year |

Public Course

Schedule

ADaM
BRIDG

CDASH 6
Controlled Terminology
Dataset-XML b
Define-XML

LAB

ODM

SDTM

SDTM-Medical Device
SEND

G EDUCATION

¢©cpisc

July 2014 « Prev  Next»

Learn CDISC from CDISC!

Mon Tue Wed Thu Fri Sat
1 2 3 4 5

2014-07-01 01:00 tc

7 8 9 10 11

14 15 16 17 18

21 22 23 24 25
Check out
CDISC Public O u r n eW

Webinar

website!

2014-07-24
01:00

28 29 30 31

2014-07-28 01 »




www.cdisc.org/private-courses

NEWSLETTER SIGNUP  MAKE A GIFT CDISC CERTIFICATION ~ CDISCPORTAL ~ BECOME AMEMBER  MEMBER | USER LOGIN

©cpisc

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP

Private (In-House) Courses ®a@ Follow CDISC Today |n_house courses
L flin] » Pt

hrough Collaboration

Search... (RN £ [in]» PN

Learn CDISC from CDISC!

Private, in-house courses, delivered to your staff by an authorized instructor, are available to any
organization, regardless of membership status. CDISC member organizations will receive discounted
pricing.

To request information about private courses, please complete the form found at the button below. [ —

EDUCATION

Patent Pending

Home | Product Catalog | 2 View Cart Virtual Tutorials

Someone from the Education team will contact you within a few days to discuss your training request. Welcome to the CDISC TrainingCampus Contact Information:
Technical Support
" " to | s il g o This site has been set up to provide you with CDISC Education courses
If you have any questions regarding CDISC in-house training please e-mail us at training@cdisc.org. Email normally only avalable In a classroom setting. These courses are developed with (512) 302-3113 (UsA)
e the highest level of detall by the CDISC Education team and volunteer subject

matter experts (SMES).

LOGIN ‘We strive to provide quality, affordable, and easy-to-access online courses to
all CDISC community members around the globe.

E D U C ATI 0 N REGISTER Please register/sign-in using the access box to your left.

Please try to avoid multiple registrations as this will delay your program status
and assignments.

= Saad Yousef (Manager)
\ 1 (512) 366-5174 (USA)

About CDISC

Fo'g(,t. Password? Member of the International
Click here Thank yout Electronic Education Network®

Our team is here to assist you!
ﬁ For project spedfic questions: Please call the contact names and numbers from the menu on the right!

©

Powered by
HealthCarePoint

Transnational Collaborative Networks
Comacting Waaimcare ant Conce Ruvarch

Access: http://CDISC.trainingcampus.net
Contact training@cdisc.org for coupon codes

Online courses

¢ cDisC




Next Public Webinar

- Agenda:
= CFAST Update
= Draft Analysis Results Metadata for Define-XML 2.0

= Good Practice in PMA Submissions for Efficient
Regulatory Decision Making

« Date: 21 Aug 2014, 11:00-12:30 PM EST

* Panelists:
= Rhonda Facile, CDISC
= Monika Kawohl, Accovion GmbH
= Lex Jansen, SAS
= Rajesh Nair, FDA

Register at: www.cdisc.org/webinars

@CDISC v :
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http://www.cdisc.org/webinars

Next Member’s Only Webinar

* Topic: Introduction and Access to eSHARE
- Date/Time: 14 Aug 2014, 11:00-12:30 PM EST
« Speaker: Sam Hume, CDISC

Webinar details and Registration: www.cdisc.org/webinars

Learn more about member benefits at www.cdisc.org/membership

¢ cDisC



http://www.cdisc.org/webinars

Thank you for attending this webinar.

CDISC'’s vision is to:
Inform Patient Care & Safety Through Higher Quality Medical Research

Strength through collaboration.

¢ cDisC



