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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
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Today

e CDISC Standards now encompass the entire
drug development process.

— Work remains to be done

* some elements don’t fit in existing standards
 standards are not aligned/linked

standards development too time consuming

paper/pdf orientated




One Example

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

% 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”




The Need for Richer Metadata

enhance data quality and compliance

decrease the time taken to aggregate and
review results

improve conformance via machine readability
speed up standards development

illustrate inherent relationships between
metadata



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




CDISC SHARE Goals

* Provide an environment where:
— existing content is easily maintained
— accelerate new clinical research content development

— encourage and facilitate the widest possible
participation in the development of new clinical
research content (asynchronous contribution, 24/7)

— deliver CDISC’s content in both human & 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
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How do we achieve this?

* Build concepts model based on BRIDG

* Link all CDISC Standards:
— Controlled terminology
— SDTM variables
— CDASH variables
— 21090 DTs
— ADaM and SEND
— TA content

— Develop rigorous & unambiguous definitions
' (semantic interoperability)




Semantic Interoperability

g

11 | Posttion of Subject

VSPOS <

Position of the subject during a
measurement of examination.

{POSITION} (See Section22)

label or site may be given one or more
options to select from.

ﬁﬂle posttion of subject at time of test. | Posttion may be pre-defined as part of CRF

Recommended/

Conditional

|

=2

TITITT IT IR

VSPOS  |Vital Signs Position of ~ |Char

Subject

(POSITION) Recogi
Qual

Position of the subject during a measurement or examumation. Exaniples; @u SDIM2.23

|

QUPINE, STANDING, SITTING,

Slide — Dave Iberson-Hurst



Which Metadata 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 .
key BloodPressure _
=] English - 43 Adopt Archetype
0000
. . Q Systolic [F
CSystothIoodPressure . SystolicBP / Q Diastolic_5
Data // Q Mean Arterial Pressure [
Cl data ' 120 mmHg ) - \_Q Pulse Pressure B
- - . . / \ T comment [
@mstothIoodPressure ’ DiastolicBP el T —
[ \ T Cuffsize B
@od ressur/ —[%
80 mmHg j — r':"'
/ — | T Method B
_ S T Mean Arterial Pressure Formula 5
O \ T Diastolic endpoint [F

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.

ﬂ-* Device B

Slide — Dave Iberson-Hurst
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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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The CDISC Share Metadata Model

.
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p
CDASH

*ISO 11179 is also included




Concept - Mind Map

NCI: C54706 Blood Pressure: The pressure of 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 blo

Bote: The onginal repres emmation \

B s
Mome “r:amhtoﬂguulupu-smum
ik -
SNy —— | PedomedCumcaiesut
-

Mote: 1e1 7o FALSE for camversion

s | —
e - oo R UG - S

Mote- The ongenal repres ematian

-1 i

Moe- ser 10 TRUE for ongnal represenarsan @

Bote: Canonical represemation

Bote-sed 1o FALSE for commersian

s | SR, |
Ose,  secssevcamedoio B iiemsdccenspuiey - Ssiomedhisaen

N

CDASH Variables

Strength Through Collaboration
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Concept Spreadsheet (CM)

<> A B C ] | B ] F G H I M H 1] P 1] R 5 T u
N BRIDG vorsion 103 |
S Wi map Hams n:mcnlm.m.a_:'(_m.a:umﬂmmm-
S Domaln cu I
NEWN e finiticn MCT Caso  (CRF) g Concomiant and Prior MedeajonsThermpies usad by T subiect, Exarglos are $ae Corcomitant MedeatonsThermpkes ghan on an 35 basis and the usual Background Medications Theranias given for a condtion
W Glossary o booen In CONSE giogsar
T |
Variakde Name | Varable Variabds Labal SHARE Ganiric Dafinitien S0TM 3.1.2 COASH Vi1 CDAEH V1.1 SO0TH Usadin | Mapping to BRIDG Mapging to Mapping to BRIDG Mapgping to BERIDG Mapping to Mapping to ERIDG Class ERIDG [==F3 ]
Nairet- Concaptual DT DataType | Domain Defined Class BRIDG Dafined Parformad Class Perlermad Class BRIDG Nen: ERING Noa Mapging G- Aftribite oT
ool Class Altribute At bute difinadMan: difinedBon- doda Mapgping C-
|T Y |T |T |T |T |T |T |T |T |T Fuﬂnrmd C|T prtarmad CI|T e eodn| & |T
b b b b r b b b r b b b b Atttz | ¥ hd b b
DOMAN [C458EE  |Dwavain Adomain is a grouping of Y Y Enumemaied (Char Iy ra e FafermedSubstanoeid (Ca1430
refated information minisirtion
~ADJ [CEFEES  [Fieason for Dose  |Foeason why Iha ireaiment f [ Enuminied Char 't i il FufermedSubsancedd |changeReason i i Co3438 (Ca3529 ST
Adjsimant s wirs adjsied, {Exposan) mirisimtion
~AEMD (C22643  [Substance daniar for e adwerse evant b [y daniifiar N B ra ra FafermedDbsarationRs idemifer ra ra Ca3421 F=E ]
Admirisiraton that ts the irdication for this ik
[Adver s E vt madiation.
Hambar
RPN - CAT CE5372  |Camgory Agrmupng of observations. |y [y Enumiraied Char v Cuafinediciiy calpgoryCods I rd rd CoagRs | (=]
~COUR C2316R  [Collecind Duration | Tha period of fime from sia io |y [ [Amount ol Time B ra ra FofermedSubsiancesd |duraion ra ra C53438 (C25a3l FO.TIME
and of an abseration. (et mirisiration
infereertion or firding).
~COURY Cazsed  [Colkeciod Duration |0 for the duraiion N ¥ I v ra & Fofommasubsancedd |duraion a a CE3438 Czmaan FOTIME
Unils mirisirtion
14
CLAE Czeadg  |Class Drug classnalion descrighon |y M Char y ra a ra a [Froduct CRsCone CE1580 [EF] CEET<C0>
cbtained from a coding
dctionary, AN ekampls woud
bt thiz ATC tct from e WHD
Drug Dictionary: { Inervention|
~CLABCD c2zmnd  [Class Codo Drug classfoation code v r Chaar v ra ra ra ra [Product classCodks CE1880 (CAZEDH [EEE=
cbtained from & coding
dicianary. An exampls would
bt thit ATC e froem e
'#THD Dvug Dicliorary
| Indervention|
~OECCD (C220TT Standandized Standardized or dichonary- Y M (Char Iy ra e ra e Drug (CEE1ED (=s]
Troatmerd Mame  (derived description of [-TRT | -
TERM] or --MODIFY. |Evanls
of inlivertions)
~DOEE Czs4gn  |Dose T amount of ireatmnt W [ Fhysical Quantiey N B ra ra [FamfermedSubsanceid ngredintDose  [ra ra C53438 [Fo
adminsiernd, in numeic mirisiration
Tl (rdervantion)
~OCEFRM (C42835  |Doso Fom Trir cosagu form or 1he Y v Enumemaied Char v ra a ra a g formiCast HBEZ] = (3]
Ireaimant administened
{Inervantion]
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Ensure Protection of 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



Benefits

Richer content

Machine readable

Layered / structured

One definition used many times

Structured using BRIDG constructs to reflect
the nature of the data

Protection of Content
Evolution of where we are today

1"/



Project Plan



High-Level Project Plan

Model Development >

Technology Team

A
Content

Content Team
LAB Team
Study Construction Concepts to start soon!

User Interface Team

Software Requirements

Lab Team S 2

Governance Team

T |

)



Accomplishments 2010-2011

CDASH & SDTM definitions aligned

Implementation rules extracted

Draft Metadata model agreed

Scientific concepts & attributes mind
mapping - ongoing
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Content Mapping

C54707 Blood Pressure Finding: A test result that reports the diastolic and systolic pressure of the blo

NCI: C54706 Blood Pressure: The pressure of the circulating blood against the walls of the blood vessl

! clmucallySsgniticamindicaar

Elood Pressure
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[ 1 | | XX} 1 ] | I | |
| = rm I amitant and Prics Subsy I ] I ] ]
= I | I | |
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B Glossary ace
|
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Governance Release 1 Goals

* Basic governance in place through mapping of
simple scenarios

* Basic administrative and participant roles
defined

22



Governance Use Cases
Under Development

A simple addition to a code list

Concept Code List Item

Work Item

Addition of a Scientific Concept to a Domain

Work Item Concept

Concept

New Domain

Work Item

Concept
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Requirements Release 1 Goals

e Users should be able to import & export
content.

e Users should be able manipulate data.

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

Terminology.

- :



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
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CDISC Share - Conclusion

Precise definitions
Rich metadata
24/7 access

Linked to NCIt

Links 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 their 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
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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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