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Asthma Theory huse”

 From the Greek asthma = panting
o Chronic inflammatory disease of the airways

 Diagnosis classified according to:
— Frequency of symptoms
— Forced expiratory volume in one second (FEV1)
— Peak expiratory flow rate

FEV, —
|’="
a1 fi

sBusiness &Decision

Restricted © Business & Decision Life Sciences 2014 All rightsreserved.



Spirometry

Volume (ml'kg)

Imspiratory
Reserve
Volume
(IRV) Inspiratory
Capacity
iICh
Vital
ol e
| Volume ) Total Lung
[ Y Ay Capacity
\J (TLC)
Expiratory
Rieserve
Volume g g
sty Functional
LEeY) Resudual
Capacity
{FRC]
Keswdual
Violume
AY

Restricted © Business & Decision Life Sciences 2014 All rights reserved.

sBusiness & Decision

Sciences



Agenda (Phuse

N\

‘ Introduction to Asthma

\

Evolution of CDISC TAUG

|
‘ Impact on ongoing projects

Conclusion

\‘

=sBusiness & Decision

Sciences
Restricted © Business & Decision Life Sciences 2014 Allrightsreserved.



Overview of CDISC Models
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Therapeutic Area Handling

Alzheimer’s Disease
Asthma

Multiple Sclerosis
Oncology

Pain

Parkinson’s Disease
Polycystic Kidney Disease
Tuberculosis

Virology

Alzheimer’s disease Assessment Scale — Cognitive (ADAS-Cog)
Mini Mental Scale (MMSE)

Audio Verbal Learning Test Version A (AVLTVA)

Pain Intensity

Brief Pain Inventory (BPI)

EuroQol (EQ-5D)

Karnofsky Performance Status Scale

SF-36 Health Survey

Hamilton Depression Scale

Faces Pain Scale

Modified Medical research Council Dyspnea (MMRC)
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SDTMIG 3.1.3

TU — Tumor Identification
TR — Tumor Results

RS — Disease Response
RELREC - Related Records

SDTMIG 3.2

EC - Exposure as Collected

IS - Immunogenicity Assessments
SR - Skin Response

RD - Reproductive Details

MO - Morphology

MI - Microscopic Findings

CV - Cardiovascular Physiology
PR - Procedures

TD - Trial Disease Assessments
DD - Death Details

SS - Subject Status

SDTM 1.4

SDTMIG for Associated Persons
HO - Healthcare Resource Utilization
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TAUG Asthma 1/7 (Phuse

The Asthma v1.0 User Guide - Provisional version was published on 26 NOV
2013

CONTENTS

1 INTRODUCTION =
11 PURPCSE.
ASTHMA R_GJL-\II'CTY AND CLNICAL GUIIELIES

¢ cDiscC

b SUBJECT AND DISEASE CHARACTERISTICS
-lm-\HlSm\

. ALTFRGEN SEIN TESTS .

Therapeutic Area Data Standards S oo S o

User Guide for Asthma 3 DISEASE ASSESSMENT

. PULMONARY PHYSIOLOGY
Version 1.0 Peak Flow Measuraments

1.1 Sample Peak Flow Meter
Spirometry .......
2.1 Spirometry Test Re:
2 Sample Spirometry Feports .
13 Imtarpretation of Spirometry Results
Orther Pulmonary Physiology Measures
Reeversibility (Bronchodilator R.e,por_,e
Airway Responsiveness .
Examples for Pulmonary Physi
2 EXACFRBATIONS CF ASTEMA .
3 BIOMAREERS......
3 Specimen CaJ.ecnon
Measures of Inflammation
1 Laboratory Test:
2 Exhaled Breath.
Examples for Biomarkers
SYMPTOM ASSESSMENT ..
Examples ﬂo.[ Asthma

Prepared by the
CFAST Asthma Team

Notes to Readers

= This is the provizional version 1.0 of the Therapeutic Area Data Standards User Guide for Asthma 2.4’.

=  This document corrasponds to the SDTM v1.3 and SDTMIG v3.1.3, but incorporate: new domains 3
developed after v3.1.3 was released.

=  This document also comesponds to the CDASH Standard w1.1.

=  The TAUG-Asthma vl 0 package includes a user guide (this document), two draft domains, and seven
workbooks of somewhat simplified, prototype metadata as they may be represented in the CDISC SHARE

Asthma Severity and Control

TEpository. ROUTINE DATA
Revision History 43 HEALTHCARE ENCOUNTERS OF SPECIAL INTEREST
431 Examples for Healthcare Encounters of Spec
[ Dat= | Venmn | Summary of Changes |
| 2013-11-28 1T | Provisional | APPENDICES...ovevee
[ 200013 |1 DDmﬂ | Draft for Public Review | APPENDIX A: PROVECTPROPOSAL ...

See Appendix H for Representations and Warranties, Limitations of Liability, and Disclaimers
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TAUG Asthma 2/7 (Phuse”?

The Asthma v1.0 User Guide contains:

« Existing SDTM standard domains that can be used in Asthma studies
without additional development or customization:

— DM (Demography)

— PE (Physical Examination)
— EG (ECG)

— SU (Substance Use)
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TAUG Asthma 3/7 Shuse?

The Asthma v1.0 User Guide contains:

 Assumptions for existing SDTM standard domains at time of
publication of the TAUG:

— CM (Concomitant Medications)
— AE (Adverse Events)
— MH (Medical History)
— LB (Laboratory Test Results)
— FA (Findings About)
« For MH, AE, HO

- All assumptions present in the SDTMIG are applicable
- Additional assumptions added for TA Specific implementations
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TAUG Asthma 4/7 Shuse?

The Asthma v1.0 User Guide contains:
« Domains that are new in the next version of the SDTMIG

— HO (Health Care Encounters)
— SR (Skin Response)

- All assumptions present in the new published SDTMIG are applicable

- Domains and assumptions are subject to change or deletion without
formal notice
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TAUG Asthma 5/7

The Asthma v1.0 User Guide contains:

« Domains that are not yet published in any SDTMIG at time of
publication of the TAUG

— AG (Procedure Agents)
— RE (Respiratory System Findings)

- The suggested approach presentin the TAUG are applicable

- Domains and assumptions are subject to change or deletion without
formal notice once the domains have been published in an SDTMIG
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TAUG Asthma 6/7 Shuse?

use
(PNUSS
The Asthma v1.0 User Guide contains:
 Assumptions and examples for SDTMIG - Medical Devices
domains:
— DI (Device Identifiers)
— DU (Device in Use)
- All assumptions present in the SDTMIG- MD are applicable
- Additional assumptions added for TA Specific implementations
sBusiness & Decision
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TAUG Asthma 7/7

Specific Questionnaires created for the Asthma TA

Full Name and Abbreviation antrelled IJErlll“uhg} ur;[nm-;p
Asthma Cenirol Crusstionnaire Pemmission denied Temuinelogy will oot be
A developed
Asthma Coniral Test Under discussion
ACT

Asthma Chaality of Lifs (uestionnaire
AQLG

Permission denipd

Temuinelogy will oot be
developed

Amrway Qusstiommaire 20
AQID

Pemmission received

Temuinelogy will be
developed

Bazzline and Transidon Divspnea Indexas
BDI/ TOI

Pemmission received

Temminolozy in Package 14
(releass datz 22Tanl013)

Borg Scale of Peak Dyspoea
Borg CR-10 Scale (uestionnaire

Permission reguested

BORG-CE-10

Modified Medical Besearch Council Diyspnea Public Domain Temminolozy in Package 14
Chuestonmairs (releass dats 28Tan20]13]
MMEC

Shart Form -3 Under discussion

SE-36

5t. Gearge's Pespiratory Croestionnaire Permuission received Teminolozy will be
SR developed

Wark productivity and activity impairment - Public Domain Terminolozy will be
Asthma version develaped

WPAT - Asthma
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Process of data integration before the >
release of TA Asthma User Guide (¢ense

Procedure
@coisc present in the
Study Dalai:'::::::tl::t.\llcrjcllh(';sl)'['.\I] vl.2 S DTM | G 3 . 1 . 2 Al

and the
SDTM Implementation Guide: Human

Clinical Trials V3.1.2

Prepared b the
CDISC Submission Data Standards Team

SRR Information present in
st @)CDISC the draft version of the
e TA Asthma User Guide

Therapeutic Area Data Standards

User Guide for Asthima
Versio n 1.0 Draft

4
Prepared by the
CFAST Asthma Team

SDTM Conversion
of Asthma Trials
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What's new in the TA Asthma user guide? @@e?

SDTM IG v3.1.2 Al TA Asthma User Guide v1.0

CM: Concomitant Medication AG: Procedure Agents

HU: Healthcare Resource Utilization HO: Healthcare Encounters

SUPP-- Domain

e Questionnaires and diaries in QS

QS Domain * Symptom assessment in FACE (Finding About
Clinical Event).
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Case examples 1/4 (Phuse

e SDTMIG V3.1.2 Al
rioro_oown_ususin__|_awra |_owm _____

XXXX-0001 XXXX-0001-00001 ALBUTEROL

e TAUG-Asthma
T Y T S

XXXX-0001 XXXX-0001-00001 ALBUTEROL
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Case examples 2/4 (Phuse

e SDTMIG V3.1.2 Al
riore_oowan_usumio___wsca |_wraw ______

XXXX-0001 XXXX-0001-00001 HOSPITALIZATION

e TAUG-Asthma
I Y T S N

XXXX-0001 XXXX-0001-00001 HOSPITALIZATION
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Case examples 3/4 (Phuse

e SDTMIG V3.1.2 Al
sriono_roowan |_usven__Lawn L_aw_L__

XXXX-0001 XXXX-0001-00001 HOREAS ASTHMA

e TAUG-Asthma
I ) T I )

XXXX-0001 XXXX-0001-00001 1 OCCUR HOSPITALIZATION
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Case examples 4/4

oo Loowan |_ususio__Lsorvo | nesca |_rersrco_

XXXX-0001
XXXX-0001
XXXX-0001
XXXX-0001
XXXX-0001

RE
RE
RE
RE

XXXX-0001-00001
XXXX-0001-00001
XXXX-0001-00001
XXXX-0001-00001
XXXX-0001-00001

ABCO01
ABCO01
ABCO01
ABC0O01
DEFO03

u A W N B

FEV1
FVC
FEV1PP
FVCPP
PEF

RETEST REORRES | REORRESU | REORREF | RESTRESC | .. |

Forced Expiratory Volume 2.73

in 1 Second

Forced Vital Capacity
Percent Predicted FEV1
Percent Predicted FVC

Peak Expiratory Flow

3.91 L
81 %
101.3 %
6.11 L/s
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Different interpretation of the data  cruse”

How to manage dates ?

Date of diaghostic
VS
Date of collection
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Important huse”

« TAUG-Asthma is a guiding document
o SDTMIG x.x Is still the basis

 Nothing in the TAUG-Asthma supercedes the
SDTMIG

« Domains published in TAUG-Asthma are
draft

 New variables present are not part of a
published model... Yet
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Conclusion (Fhuse”?

When working on a specific TA for which the
CDISC user guide is not yet released.:

Use of the latest SDTM IG Is a good basis
to follow

The impact could be considered minor
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Thank you for your attention.
Join us for a coffee at our stand.

- London, United Kingdom, 14 OCT 2014
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Nick De Donder | Project Manager | +32 (0)476 82 20 27 | nick.dedonder@businessdecision.com
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B-1200 Brussels
T: 4322774 11 00
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