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CDISC SHARE VISION

A global, accessible electronic library, which
through advanced technology, enables precise
and standardized data element definitions (and

richer metadata) that can be used in
applications and studies to improve biomedical
research and its link with healthcare.

TRANSLATION: SHARE METADATA IS ENVISIONED TO HELP FIND,
UNDERSTAND AND USE CLINICAL DATA EFFICIENTLY.

Source: www.cdisc.org



Background: The World Today

CDISC Standards now encompass the entire drug
development process

(protocol, collection, analysis, submission,
controlled terminology)

— but there is more to be done ....
* some elements don’t fit in existing standards
» standards are not completely aligned or linked

» standards development to time consuming
* Paper/pdf orientated
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Better Metadata Needed

To enhance Data Quality and Compliance

To decrease the time taken to aggregate and
review results

Machine readable standards can lead to better
“enforcement”

lllustrate inherent relationships between
metadata

Speed up standards development



Compliance Issues

Slide By: Ellen Pinnow, MS Health Programs Coordinator FDA,
Office of Women’s Health, Slide from 2006 CDISC US Interchange

Results
Format of the variables evaluated

5.1.1 Demographics Domain Model — DM

DAL.xpt, Demographics — Version 3.1, June

25, 2004. One record

eSEX was reported using

Variable Name

Variable Label

Controlled
Terms or
Format

I/l 1 used “male” or “female”

AGE Agze m AGEU at Reference
Date Time

AGEU Aze Units

REX Sex

RACE [Race

Women's
Health

_/(C FDA
% Office of
¥vaaq

7"

the SDTM controlled term
or format of “M”, “F”, or
“U” in 3/6 of the NDA

submissions

e1 used “1” or “2”

o1 reported both “male” or

“female” AND “1” or “2”




Current 2D World

USUBJID |VSSEQ |VSTESTCD VSTEST VSPOS VSLOC |VSORRES |VSORRESU
ABC-001-001 12 SYSBP [Systolic Blood Pressure | SITTING |LEFT ARM 05 mmHg
ABC-001-001 13 DIABP |Diastolic Blood Pressure | SITTING |LEFT ARM 44 mmHg

Relationship
Relationship

ABC-001-001

ILnastolic O

Systolic Blood Pressure

Relation

ship
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http://www.google.com/imgres



http://www.google.com/imgres?imgurl=http://www.body-pixel.com/wp-content/uploads/2009/05/
http://www.google.com/imgres?imgurl=http://www.body-pixel.com/wp-content/uploads/2009/05/

CDISC SHARE Aims To:

Provide an environment within which existing content
is easily maintained

Accelerate new clinical research content development

Encourage the widest possible participation in the
development of new clinical research content
(asynchronous contribution 24/7)

Deliver all of CDISC’s existing and all new content in
both human and machine-readable forms

Enable better automated handling of clinical research
data through the use of machine-readable content

Assist in enabling the use of healthcare data in clinical
research



How do we achieve this?

* Focus on developing rigorous & unambiguous
definitions (semantic interoperability)

* Build scientific concepts on BRIDG
* Link all CDISC Standards:

— Controlled terminology
— SDTM variables
— CDASH variables

N
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Semantic Interoperability

il

11 | Posttion of Subject | VSPOS <

Position of the subject during a
measurement or examination.

{POSITION} (See Section 2.2

ﬁﬂm posttion of subject at time of test.

Position may be pre-defined as part of CRF
label or site may be given one or more
options to select from.

Recommended/

Conditional

o

% |

Same?

X

AL

=2

TITITT IT IR

VSPOS  |Vatal Signs Position of
Subject

Char

(POSITION) Recogi
(Qualies

Position of the subject during a measurement or examumation. Exaniples: @\ SDIM2.23

|

QUPINE, STANDING, SITTING,

Slide — Dave«||l1erson-Hurst
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Scientific Concepts — which model?

USUBJID (VSSEQ VSTESTCD VSTEST VSPOS VSLOC |VSORRES VSORRESUI
ABC-001-001 12 SYSBP |Systolic Blood Pressure | SITTING |LEFT ARM 95 mmHg I
ABC-001-001 13 DIABP |Diastolic Blood Pressure | SITTING |LEFT ARM 44 mmHg |

CBIoodPressurePaneI '

BloodPressure

key

items

CSystoIicBIoodPressure

' SystolicBP

Cl data ' 120 mmHg

D

@iastolicBIoodPressure ’ DiastolicBP

C 80 mmHg

D

EH 24 hour average

P e

24 hour average
Interval
Occurrences: 0.1 {optional)

Math. function: Mean
Interval width: 24 hours

Estimate of the average blood pressure over a 24 hour period.

[ English ~ . Adopt Archetype
00000
_ Q systolic E
[ Q oiastolc B

Data /// Q Mean Arterial Pressure B

\\ Q Pulse Pressure B
/ \_T comment B

g ~ T cuffsize [E
@od Pressure '

7 — / ;

/

/

[ T Method B

T Mean Arterial Pressure Formula &
\_T Diastolic endpoint 5

ﬂ-* Device B

A\

Protocol
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Biomedical Research
Integrated Domain Group

* A domain analysis information model
representing protocol-driven
biomedical/clinical research

* Provides a basis for harmonization among
standards within the clinical research domain

and between biomedical/clinical research and
healthcare.

— SO 21090 compliant, HL7 alighnment, RIM
alignment

http://www.cdisc.org/bridg
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Scientific Concept - Mind Map

NCI: 54706 Blood Pressure: The pressure ot the circulating blood against the walls of the blood vess
C54707 Blood Pressure Finding: A test result that reports the diastolic and systolic pressure of the hlo
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BRIDG Classes

21090 Data types

SDTM Variables

CDASH Variables
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Scientific Concept in template
Spreadsheet

March 11, 2011

Do misin Vs

Definition HCT: Measuremeants incduding but not limited ta blood pressure, temperature, respication, body surface area, BMI, height and weight.
Glossary Mo term in CDISC glossary.

Mindmap Mame Wital Signs

Formula Mot Applicable

BRIDG version 303

Decision Source
WECAT, WESCAT, VEDRVFL are vald W5 variable per

SOTMIGYE.1.2 pages 183 1o 155 and can be added bul is not

included in the first release of SHARE. Dedsion: WECAT and

WESCAT need terminclogy 2010-11:17 42 19 Share F2F

SHARE Generic

Variable Name Variable Label Used  Definition DataType
Domain Damain ¥
The short name of the
--TESTCD Test Short Name ¥ test described in --TEST. | Char
--TEST Test Mame i Hame of the test. Char
The LOINC code of &
--LOINC LOINC Cade ¥ st Char
~-METHOD Method Ay
] Position ¥
-LoC Location ¥
—-LAT Laterality ¥
The dat= and tims of the
--0OTC DateyTime of Assessment Ay result. Char (150 8601 )
General prompt guestion
regarding whether or nat
any assessments were
collected during the
--PERF Asszssments Collectad ¥ study. Char
Indicator that & test (or
a graup of kests or all
tasts) has no evailable
—-STAT Cormplation Status ¥ rasult{s). Char
The rationale why an
assessrment was nat
--REASND R=azan Mot Performed Ay obtained. Char

Study Day of callection
of the assessment with
rmernct b Hhe date and

Codelist
Master
CHET3S

Set of
Valid  Assigned
Values  Valuz

Castry | Casery

Defined BRIDE Mappng
Class

Defined0bservation
De=fin=dObservation

De=fin=dObservation
DefinedObservation
DefinedOhservation

Defined0bservation

Defin=d0hservation

Defined Attribute

namelode
nameCode

namelode
methodCade
bodyPositionCade

appraachAnatomicSite
Code

appraachAnatomicSite

Laterality Code

Performed BRIDG
Mapping Class

na
PerformedOasenvation
Perfomned0hservation

Performedhservation

PerformadObservation

PerformedOaservation

Performed( n

Performed
Attribute

methodCade
bodyFositionCade

appraachinatomicSit
=Code

appraachAnatemicSit
LateralityCade

actualDateRangs

Performad0 i

PerformedOasenvation

negaticnfeasan

150 21090
Datatype
Constraint

v
s

s
Lals]
o

s

VL.LOW =TS.DATET
IME=

BL

BL

DSETICD)

IS0 21090

Datatype

Constraint .
Attribute '

oode
displayMam

ftranslation.cade
display Narma
displayName

displayMame

displayNams

low. valus

value

wvalus

itarn_displayhame
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Protection of the Content

ADaM CDASH View View View View

SHARE

Scientific Concepts
(BRIDG, Terminology, Data Types...)

XML V3
Message(s)

Tabular
Form

XML
Format(s)

Slide — Dave Iberson-Hurst 16



Summary

Richer content

Machine readable

Layered / structured

One definition used many times

Structured using BRIDG constructs to reflect
the nature of the data

Evolution of where we are today

1"/



Project Plan



Done

CDASH & SDTM definitions aligned

Implementation rules extracted

Metadata model agreed

Scientific concepts & attributes mind
mapped (ongoing)

12



Content Mapping

NCI: C54706 Blood Prassura: The pressure of the circulating blood against the walls of the blood vess
C54707 Blood Pressure Finding: A test result that reparts the diastolic and systolic pressure of the hlo N

Béote: The angenal represematian
ORRES
mFA © haselneindicator (8L
Biote: 3t 10 TRUE for arigenal repres enazion

a3 Cole B
amE
] yypeods CO
Note: Camnial rpras etation | FertormedCmecaMeiul.
sTResc
/
Note- set 10 FALSE for canversion l.f

{etinicaiySagneficamindicator < BL

Diote: The anginal repres ermation
ORRES
= | same:rg, |
BFL

Hone: 3t 50 TRUE far angnal represemation

Mote- set 10 FALSE for conversion

JelimcaySagraficamindcasor < BL

A | G H | 1 K L | M
L |BRIDG version 3.0.3
dmap Mame Wital Signs
I | Domain Vs
Definition NCI: Measurements inchuding but not limited to blood pressure, temperature, respiration, body surface area, BMI, height and weight.
Glossary Ng term in CDISC glossary.
Set of Mapping to BRIDG Mapping to BRIDG Mapping to BRID
= SDTM Used Codelis! Valid Assign Mapping to BRIDG Defined Class Mapping to BRIDG Performed Class Non-defined/ No
Variable Name El\l’aliable Label > | SHARE Generic Definition El nmﬂE Domai Master Valu Value Defined Class Attribute Performed Class Attribute performed Class
A domain is & grouping of CBETIL C48EIZ | CABE2Z
1| Domain Doemain related inforrmation. Char b
The short name of the test
0 |--TESTCD Test Short Name described in --TEST. Char v DefinedObservation nameCode na na na
1 |--TEST Test Name Mame of the test, Char hd DefinedObservation nameCode na na na
--LOINC LOING Code The LOINC code of & test. Char v DefinedObservation nameCode na na na
Evaluation interval associated Char {150
3 |--EVLINT Evaluation Interval with an observatian. BE&0O1} N DefinedObseryation TacalCruratian PerformedQtservation TacalTuratian na
Technique used to perform the
4 _|--METHOD Methad Rest, Char v DefinedObservation mathadCode PerformedObservation methodCode na
Body pasition af the subject
during a measurament or
5 |--pOS Pasition axaminatian. Char v DefinedObservation bodyPositionCode FerfomredObservation badyPositionCode na
The location on the bady where
the treatment was administered, approachAnatomicSite apgroachAnatomicsit
Location ar the sbservation was made. Char hd DefinedObservation Code PerformedObsenvation eCode na
approachAnatomicSite approschAnatomicsit
Laterality Char ki DefinedObservation LateralityCode PerformedObservation alaterality Code na
Oy
General prompt guestion
regarding whether ar nat any
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CDISC Share Phase 1 - Governance

* Basic governance in place through mapping of
simple scenarios

* Basic administrative and participant roles
defined

21



Governance Use Cases Under Development

A simple addition to a code list
Work Item p—r

Concept

'Addition of a Scientific Concept to a Domain

Scientific

Work Item Concept

Scientlific Existing Domain

Concept

‘New Domain
e —

Work Item C it Eim
Crimmtifin New Domain
Scientific

Concept
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CDISC Share Phase 1 —
Key Functionality Requirements

e Users should be able to import & export
content.

e Users should be able manipulate data.

e Users should be able access an electronic
equivalent of a subset in PDF of SDTMIG
v3.1.2, CDASH v 1.1, Controlled Terminology.

3 |



High-Level Project Plan

Model Development >

Model Team

A
Content

Content Team
LAB Team
Study Construction Concepts to start soon!

User Interface Team

Software Requirements

24 24

Lab Team S 2

Governance Team




Longer Term CDISC Share
Development Plan

Major Development Phases

Continuing SW Releases

(do not need to be aligned with Phases)

SDTM

CDASH
Continuous

smaller
iIncrements in
content

Oncology, Devices,
TA (current)

SEND and new T£

ADaM and new TA

new TA

25



CDISC Share - Conclusion

Precise definitions
Rich metadata

24/7 access All-new design
inked to NCIt Less in your hands,
- More at your fingertips,

_inks Clinical

Research to
Healthcare.
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Active Participants

Clyde Ulmer - FDA

Erin Muhlbradt NCI-EVS
Fred Wood - Octagon
Gary Walker - Quintiles
Hanming Tu - Octagon
Madhavi Vemuri—J & J
Mary Lenzen - Octagon
Melissa Cook - Octagon
Mike Riben — MD Anderson
Diane Wold - GSK
Simon Bishop - GSK
Terry Hardin - Parexel
Tsai Yiying - FDA

* Michael Morozewicz

e Shannen McGinnis - Amgen
e Barry Cohen - Octagon

e Dave Iberson-Hurst - Assero
 Rhonda Facile — NCI-EVS

e Chris Tolk - CDISC

* Dianne Reeves — NCI-CBIIT
* Barrie Nelson - Amgen

e Julie Evans - CDISC

e Jian Chen - Edetek

CDISC acknowledges all volunteers,
their affiliated companies and the

NCI-EVS for support of the CDISC
Share project.
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Questions about CDISC Share?
Interested in joining a team?

Contact
rfacile@cdisc.org

Rhonda.Y.Facile@mail.nih.gov

Or visit: cdisc.org

28
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Strength through collaboration. M

As a catalyst for productive collaboration, CDISC brings together
individuals spanning the healthcare continuum to develop
global, open, consensus-based medical research data standards.

29
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