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What is CDISC 3607




Today we are here

CDISC Standards in the Clinical Research Process
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: I .t I d
° SDTM or
Question Text | Prompt CDASH | gripg Definition CRF Comphtion Information for Sponsors | Core
Variable Instructions
Name
T [ Were vital signs | Vital signs VSPERF PerformedObservation | General prompt question | Indicate ifthe vital signs “The intentpurpose of
collected? collected? Resultvalve | regarding whetherornot | were collected. Ifyes, colectingthis feld s o help
any VS were collected | include the appropriate with data cleaning and
during thesudy. This | detals where indicatedon | monitoring. See Best

H ‘provides verification that | the CRF. Practice Section 3.4, FAQ
° ounaational moadeis el i
i eberely et For the SDTM-based

dataset, SDTMIG variable
VSSTAT is derived froma

provide much needed structure

“This field does not map
diectly o an SDTM
o : o variabe.
: 2 s H 2 | Onwhatdae | Date VSDAT PerformedActivity | Date of measurements. Record date of The date of measurement | RC
; . * Normative Content i
. . measurements format (DD-MON-YY collcted date of visit and in
: : performed? such cases a separae

measurement date field is

¢ s « 2 dimensional (tables, columns)
= 2 For the SDTM-based
. . dlllx:(: ‘ﬂ?:il');f\il 16
: : ° Sta n d a rd tO re p rese nt d ata vs.xpt, Vital Signs — Findings, Version 3.2. One record per vital sign nt per time point per visit per subject, T: i
Controlled
? 3 3 \Variable Name| Variable Label Type | Terms, Codelist Role CDISC Notes Core
. . or Format
: : STUDYID __|[Study Identifier [Char lidentifier _|Unique identifier for a study. [Req
: : DOMAIN __|Domain fat (Char_[VS dentifier _[Two-character abbreviation for the domain. Req
. . . [USUBJID Unique Subject Identifier _[Char l[dentifier _|Identifier used to uniquely identify a subject across all studies for all applications [Req.
L2 lor submissions involving the p
: VSSEQ Sequence Number [Num lidentifier  [Sequence Number given to ensure uniqueness of subject records within a domain. [Req
: IMay be any valid number.
: sed to tie together a block of related records in a single domain for a subject. _[Perm

) S t IVSGRPID Group ID |Char l[dentifier
a n a r S I I I u S n OW evo Ve O VSSPID Sponsor-Defined Identifier |Char Identifier [Sponsor-defined reference number. Perhaps pre-printed on the CRF as an explicit [Perm

lline identifier or defined in the s| r's tional database.

[Short name of the measurement, test, or examination described in VSTEST. It can[Req

used as a column name when converting a dataset from a vertical to a

rizontal format. The value in VSTESTCD cannot be longer than 8 characters,

address further challenges to take e

‘Codelist/
‘Variable Name ‘Variable Label Type Controlled Core CDISC Notes
" Terms
standards benefits to next level S
USUBJID Unique Subject Char Req DM.USUBJID
Identifier
SUBJID Subject Identifier Char Req DM.SUBJID. SUBJID is required in ADSL, but permissible in other datasets.
for the Study
SITEID Study Site Identifier | Char Req DM.SITEID. SITEID is required in ADSL, but permissible in other datasets.
SITEGRy Pooled Site Group y | Char Perm | Character description of a grouping or pooling of clinical sites for analysis purposes. For example,
- SITEGR3 is the name of a variable containing site group (pooled site) names, where the grouping
has been done according to the third site grouping algorithm, defined in variable metadata;
SITEGR3 does not mean the third group of sites.
SITEGRyN Pooled Site Group y | Num Perm | The numeric code for SITEGRy. One-to-one mapping to SITEGRy within a study.
(N)
REGIONy ‘Geographic Region | Char Perm | Character description of geographical region. For example, REGIONI might have values of “Asia’,
y oy ‘North America’, ‘Rest of World’; REGION2 might have values of *United States Rest
REGIONYN Geographic Region |Num Perm | The numeric code for REGIONy. Orders REGIONYy for analysis and reporting. One-to-one
yN) mapping to REGIONy within a study.




-~ How do we evolve?
The CDISC 360 Project: Adding a conceptual layer to standards

» Create and store standards as concepts which create meaning between data

* Electronically publish data standards as linked metadata

L « Add computer executable process metadata which enables end to end
automation

« CDISC 360 will develop concept-based standard definitions, and test and
demonstrate end-to-end automation of study specification, data processing, and
analysis

=» Test and demonstrate, but not building software

cdisc



Biomedical Concept
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belongsTo

haspEc—P{Laboratory Test Code (C83322) |——hascu—_—is5ubsemf
hasosc—>| Laboratory Test Name (C117142) r—hasco__isSubsetof

hasDEC—{Laboratory Test Method (C83312) |-hasCD—[ERUMErated VAIUS(S)|— isSubsetOf:

hasDEC— | Laboratory Test Fasting Status (C83309) | —hasCD——— [ERUMErSteaVAINES]—— isSubsetOf:
Goegory (co30 > {GEUCOSE FETABOLSH]
R3SDEC—P Category (C83017) [—125CD
hasDEC—p{ Laboratory Data Completion Status (C113371) |——hasCD—— [ NOTIDONE(CA94BA) RGN ——isSubsetOF
Planned Time Points

(C2826271) hasDEC Typ i (C7873%)
Laboratory Test Derivation/conversion
'

LOINC Code (Code C83311) SeoEc Laboratory Test hasCD
. Specimen Condition (C83024)

hasDEC Unit of Measure (C25709) hasCD e e
B — oo, g 7

KEY

Observation concept

Data element concept (DEC)

F AlCto t Ratio M (C111207)

Laboratory Test Collection |haspEC
Date Time (C83305)

haiCD hasCD hasDE——————1 LBLLOQ ——hasCD—[figat]
hasDE .

then LBBLFL=Y; ELSE LBBLFL=null

N e b N
hasDerivation existsIn ‘_\ | - ;
+ mayBeUsedIn ’ Referem:e( gf;;;s‘;‘;mpa"”" resultsIn [ExE] Ran(gcelg;?spéa)rlson Result i
? l I ’ H
(LB.LBDTC - DM.RFSTDTC + 1] [ taporatory Teses"'t () LhasCD—P-/ : :
! 1
|
uses hasDerivation H hasCD E
|
‘Subject Reference Start Date Time (C83395) H i
uses !
LI :
Uses | :
H 1
! 1
If LB.LBSTRESN ne to "."and LB.LBTESTCD = "HBA1CHGB" and | H
LB.LBDTC is the closest prior date to DM.RFSTDTC H isSubsetOf |
|
3 i
! 1
H i
! :




Biomedical Concept

Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C to Hemoglobin Ratio Measurement (C111207)
Hemoglobin A1C/Hemoglobin (C111207)

Laboratory Data Completion Status (C113371)

Laboratory Specimen Type (C83315)

Laboratory Test Baseline Flag (C83303)

Laboratory Test Category (C83017)

Laboratory Test Code (C83322)

Laboratory Test Data Collection Day (C83306)

Laboratory Test Fasting Status (C83309)

Laboratory Test LOINC Code (Code C83311)

Laboratory Test Method (C83312)

Laboratory Test Name (C117142)

Laboratory Test Result (C36292)

Laboratory Test Specimen Condition (C83024)

LB.LBDTC - DM.RFSTDTC + 1

LB.LBDTC - DM.RFSTDTC + 1

LBLLOQ

hasDEC
belongsTo
hasDEC
hasDEC
hasDEC
hasDEC
hasDEC
hasDEC
hasDEC
hasDEC
hasDEC
isSubsetOf
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
hasCD
uses
uses
hasCD

Reference Range (C71474)

LB

Laboratory Test Category (C83017)
Laboratory Test Data Collection Day (C83306)
Laboratory Test Fasting Status (C83309)
Laboratory Data Completion Status (C113371)
Laboratory Test Specimen Condition (C83024)
Laboratory Test Code (C83322)

Laboratory Specimen Type (C83315)

Planned Time Points (C2826271)

Laboratory Test Baseline Flag (C83303)
Laboratory Test Name (C67154)

NOT DONE(C49484); null

BLOOD (C12434)

Y (C49488); NULL

GLUCOSE METABOLISM

HBA1CHGB (C111207)

float

enumerated values

4548-4

enumerated value(s)

Hemoglobin A1C/Hemoglobin (C111207)

float

enumerated values

Subject Reference Start Date Time (C83395)
Laboratory Test Collection Date Time (C83305)

float
Triple Store



Biomedical Concept

cd

Attributes are linked to the element

Class Findings

Variable Name LBORRES

Variable Label Result or Finding in Original Units

Type Char

Core Exp

Role Result Qualifier

CDISC Notes Result of the measurement or finding as originally received or collected.
Core Exp

|| Laboratory Test Resuit (c3622) |

CDASH.LB-Local Processing.LBORRES
CDASH.LB-Local Processing.LBORRESU
SDTM.LB.LBORJ [ES

SDTM.LB.LBST{IEJ
SDTM.LB.LBSTRESN

BRIDG.PerformedObservationResult.value




Biomedical Concept

Linking controlled terminology to the variable
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Biomedical Concept

Standardize value level metadata
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” hasDefaultCD
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Time t 1
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| ] 1 1 )
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1
1
1
1
1
1
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) 1
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< EaE (€125010) hasDE——»

hasDE
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hasCD

Normal Range Comparison Result
(C122756)
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! 1
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Biomedical Concept
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Analysis Concept

Longitudinal Repeated Measures Analysis or
Mean change from baseline for HbA1C. usesADaMDataset

hasDEC—{Parameter Code|—hasCO—[HBAIC(CII1207) | —usesDerivation Set to value of LB.LBTESTCD
< ‘/y{ Laboratory Test Name (CXXXXX) |
hasDEC.

\bhascn___usesberwamn » l Catenate LB.LBTEST and LB.LBSTRESU I inputVariables

hasDEC where LB.LBTESTCD is HBA1C ——| Laboratory Unit (CXXXXX)

Derivation Type "aSCD—_—usesDerivation LOCF” when AVAL is imputed using }>Inputvariables ADHBA1C.AVAL (CXXXXX)

isGeneratedUsing is described in

( Table 4.2.1 MetaData ] [ Display in AnalysisResults Metadata ]

last observation carried forward (post-baseline only)
hasDEC

—
-_Analysls Value hasCD—)-—usesDerivation LB.LBSTRESN where InputVariabl boratory Test Resat (C3625%)]
LB.LBTESTCD ="HBA1CHGB" inputVariabl es_’————’{

: \b’ Laboratory Test Code (C83322) ]
hasDEC Change from Baseline [~hasCO—p g8l —usesDerivation -AVAL-BASE inputVariatiies  LACHBALC.AVAL

ADHBALC. BASE (CXXXXX)
ADHBALC.AVAL (CXXXXX)
haSDEChaSCD—b-—usesDerivation—ﬂ ADHBALC.AVAL where ADHBALC.ABLFL = "Y" | —

inputVariables
ADHBAIC.ABLFL (CXXXXX)
hasDEC—b[Analysis Baseline Record Flag hascb—»_—usesberivation—»(sa to "Y" when AVISIT = ‘Baseline”]—inputvariables ADHBAIC.AVISIT

ADHBA1C.ADY (CXXXXX)
hasDEC Analysis Visit -hasCD usesDerivation Visit Windowing Algorithm inputVariables
\

»[ADHBA1C.AWTARGET (CXXXXX)]
Populate with Y to identify record to be analyzed for AVISIT.
hasDEC. Analysis Flag 01 hasCD—-usesDerivation If there are multiple records for a value of VISIT,
use record where ADT is closest to AWTARGET.

LB.VISIT (CXXXXX)
hasDEC: Planned Treatment hasPredecessor—b{ ADSL.TRTP (CXXXXX) 1 LB.LBDTC (C83305)
hasDEC—] Intent-To-Treat Population Flag]— essor— ADSL.ITTFL (CXXXXX) DM.RFSTDTC (C83395)
hasDEC Unique Subject 1dentifier| —hasPredecessor— ADSL.USBIID (CXXXXX) ADHBA1C.ADY

inputVariables:

Analysis Visit
\’ ADHBALC.AWTARGET (CXXXXX)]




Analysis Result Concept

Mean change from baseline in glycosylated
l Table 4.2.1 MetaData l hasDEC Analysis haSCD_'-_ _____ hasVD———>| gemoglobln over'l"imgev = Key
hasDEC DisplaylD hasCD—b-—hasVD—ﬂu.Z.!.

hasDEC—[1D —hasCD-»[@XE—hasvD

hasCompgnent hasDEC——p[PopulationDataset |———hasCD—[E8KE]-----hasVD ---»[ADSL
hasDEC—p[Population_Filter | ———hasCD—p[WhereClauselb|—hasvD —»[HBALC Analysis.2
hasDEC—{ DisplayName | ——hasCD—p[ExE}——hasvD —p[Table 4.2.1]

[ADaM Datase]
hasDEC—p[ID}—hasCD—p[IB}—hasvD—p[HBAIC.Analysis. 2. WC| [Conceptual Domain]
hasDEC—[ DisplaylD |———hasCD——p[fekEl——hasVD---- p[Table 4.2.1]
hasDEC—[1D —hascD—[ID]
hasDEC———p[ResultDescription |-hasCD—p[EXE}-hasvD —p] difference results (LSMean, ¢ interval, p-value)]
hasDEC hasCD—[ANALYSIS_REASON (CXXXXX)|—hasVD —p[SPECIFIED IN SAP
hasDEC————————p[ Purpose |—hasCD —p [ANALYSISLPURPOSE (CXXXXX)|—hasVD —»[PRIMARY OUTCOME MEASURE]
hasDEC—— p[Dataset|—hasCO-P{E8XE— hasvD »[ADHBALC|
hasDEC——————————p{WhereClauseID |—hasCD—p[@xE|—hasvD—»[HBALC. Analysis. 2. WC|

hasDEC »{Varaiable | —hasCD—[E8kEl—hasvD—»[ADHBAIC.CHG
»{AcrossVar}—hasCO - {EEKH—nasv0-»[ADHBAICAVISIT

Analysis Concept

hasbeC »{ ProgrammingCodeContext|—hasCD -p[EXE}—hasvD-»[SAS Vesion 9.2
PROC MIXED DATA = ADHBAILC;

WHERE ITTFL = “Y” and PARAMCD = "HBA1C" and CHG ne . and ANLO1FL = “Y" and DTYPE =" *

CLASS TRTP AVISIT;
hasDEC »{ProgrammingCode | —hasCD—»{EERE}—hasvD—| MODEL CHG = TRTP BASE AVISIT BASE*AVISIT AVISIT*TRTP / DDFM=KR;
LSMEANS TRTP / CL DIFF; REPEATED usubjid / subject = USUBJID TYPE=UN;

RUN ;




One Model

Biomedical Concept Map
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The Art of the Possible




CDISC 360 — Art of the Possible

« What will follow is a User Experience presentation

* Purpose:
* lllustrate how the CDISC 360 concept model will enable automation
 For illustration only: CDISC 360 will not deliver software to the industry

« UX presentation link:
* https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/



https://xd.adobe.com/view/93e3e8f6-5b33-405f-4e76-e17af5f29990-e5d2/

Project Approach




Use Case 1 : Define
Selecting standards concepts and linked metadata needed for a study
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Use Case 2 : Build

Adding study design, concept configuration & generate artifacts

CDASH SDTM
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ACCELERATING THE DEVELOPMENT OF NEW MEDICINES

Study Build P TansCelerate

Digital Data .
L SDM / XML Flow Project cdisces
FE [ XML |5
?...é'..? ——) I STUdy
T Designer tool
oaenn0 Create Standards
T artifacts — G— << Selection
14 (use case 2)
: Configured
study ]
metadata Study design « Study parameters (TS)

~ Study . Visits « Eligibility criteria
COHfIgUFOTIOﬂ“ < Amm’s + Schedule of activities (SOA)

e Epochs..... <« Study workflow

{ grent Study workflow Schedule of Activities (SoA) Study Design Study Parameters
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Epoch Epoch Epoch 2 | 1| omax -
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Use Case 3 : Execute
Automatic population of data into artifacts

CDASH SDTM ADaM

Operational EDC Extract Tabulation ADaM Analysis
Database Database Datasets Creation Datasets

-E-0-B-0-8-

Endpoints
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—

Analysis = —
Results

Creation TFL
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i Expected Outcome

 Learn
: « What works and what doesn’t

« Assessment
s » Technology Gap Analysis

- Standards Gap Analysis

 Building a base for the future

* Inform and involve stakeholders

- Cost / Benefit Analysis
« Scale up to deliver the standards metadata needed

» Partnerships with vendors to ensure tools are made available




Project Standards Scope

Diabetes TAUG

cdisc

Therapeutic Area Data Standards
User Guide for Diabetes
Version 1.0 (Provisional)

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

cdisc

! ADaM Supplement to the TAUG-Diabetes
Version 1.0 (Provisi

Prepared by the
(CFAST Diabetes ADaM Sub-Team

‘otes o Readers
asumptons which e not fnal s of s pblcanon, 2 thaefore 3 provsiona rathr o . relee
TAG
o
Ths documentic bazed on ADaM 2.1 s5d ADMIG ¥1.0.

1 or 2 statistical endpoints

3 to 4 ADaM datasets

7 to 8 SDTM datasets

15 Data Collection Modules

- Reason for this scope: the Diabetes TAUG provides standardized artifacts from analysis
outputs to data collection. This allows the project team to focus on innovation and not on
establishing a new data standard.

cdise



" Project Standards Scope
= FDA Use Case

2 safety endpoints:
R «  MACE: Major Adverse Cardiac Event

ﬁ - AKI: Acute Kidney Injury

------- + Turn specifications into standard concepts

» Verify analysis outputs and endpoint data vs.
specifications

» Explore traceability: analysis outputs to specifications

= Reason for this scope: Document FDA standard safety analysis requirements that may be
expressed in the analysis concept maps; ensure the enhanced standards meet reviewers’ needs

cdise



cdisc

Industry

=

CDISC 360 Workstreams

Enhance g
Standards

L)
P

Publish
Standards

Bess LeRoy,
CDISC Metadata Engineer

‘/*v Sam Hume,
Study CDISC VP Data Science
Metadata |
Library

Build Execute

8 Mikkel Traun,
Novo Nordisk

K
g Tianna Umann, ﬁ
Microsoft

Bhavin Busa,
Vita Data Sciences



CDISC 360 Workstreams

Workstream 1 - ENHANCE STANDARDS

Workstream 2 - PUBLISH STANDARDS

(ﬁ,\ 7 Biomedical Concepts eo0 e
> R () A_> Analysis Concepts Cdlsc %?
\ /‘ Foundational Standards LIBRATRY
\/\:f\/
Load into library
¢ f'\ ) I
R APl <
N & Extend API's
. A" nd
Create concepts in knowledge graphs Transform concepts in machine readable form
P ——
Study i |
Metadata l
Library l

Workstream 4 - DEFINE

cdisc®y

Workstream 5 -

v

BUILD

Identify and select standards
specification (Use Case 1)

Configure study specification and
create artifacts (Use Case 2)

Automatically process and transform data
(Use Case 3)




“." 360 Participation Summary

Project Kickoff:

b 36 Resources specified
" 20 Organizations
i~ Today:
" 107 Resources specified
i 38 Organizations b
' +  Pharma-Biotech Sponsor: 20
- CRO:6
. Technology Provider: 11
: . Regulatory: 1
' =>» Still onboarding new participants

=>» Contributions vary due to project
complexity and time available

cdise
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TransCelerate DDF Study Builder -

Conceptual System Architecture

>> Copynight €20

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

Study Design Data
Sources

O™ Study Builder
Build Components

(Simulation ) (' Machine Learning ) (etc...)

Historical and Actual Data

Documents

__ | DDF Compatible

—— [ = =

= multiple possible
vendors

g [
' )
1 ]
1 )
g 1 )

rity | > i > System
i
1 )
Daa ) |: :
Mapping L

g _ (CDM to >
"l | sysem) ) |
(=] Deployment i E
Elll. )
o e Downstream Clinical and Operational
DDF Solution Components Systems
Legend R1 Scope | DDF Components || DDF Compatible System | -

17 TransCelerate BioPhama Inc., All rights

reserved.




The Journey So Far




Project Timeline

O HEEEEEE
.. n Initiation, scoping, and internal staffing Oct 2018 Nov 2019

Planning, recruiting CDISC member participants Dec 2019 Feb 2019
n Align with Transcelerate Digital Data Flow Initiative Oct 2018 Jan 2019
K3 Onboarding CDISC member participants Mar 2019 Apr 2019
Kickoff, workstreams briefing Apr 2019 Apr 2019
Execution of agile sprints Apr 2019 Oct 2019
[@ll Project evaluation — Stage 1 (CDISC US Interchange) Oct 2019 Oct 2019

Execution of agile sprints Nov 2019 Mar 2020
Project evaluation — Stage 2 (CDISC EU Interchange) Mar 2020 Mar 2020
Ll Execution of agile sprints Apr 2020 Nov 2020 4= \\/e are here
xkll Project evaluation — Stage 3 (CDISC US Interchange) Oct 2020 Oct 2020



CDISC 360 To Date — March 2020

« 15 sprints across 12 months 2019 — April 8th
* Increasing our concept-based standards Kick-off
knowledge in iterative fashion * Kick-off meeting

*  Workstreams Briefing
e Over 45 participants

2020 - JAN

Building Momentum

2019 - JUL

Gaining Traction

* More volunteers, tools, access,
training

e User story development

* Initial concept-based standards

e Test study definitions and data

¢ 1SO11179 concept based templates, 3 Spr\\’\ts

metamodels, bindings
¢ Include data & TFL transformation engines

2020 - MAR e Expand cloud infrastructure

EU Interchange

* Create study designs using standards
and study metadata library

* Automated, metadata-driven creation
of SDTM and ADaM datasets, and TFLs

2019 - OCT

US Interchange

e Convert concepts to machine-readable form

¢ Study Metadata Library prototype

e “360 Test Study” components and metadata

« Identify two safety endpoint analyses with FDA



Workstream Highlights




boin Concept Devel()pment ngh“ghts

» Adapting biomedical concepts to ISO11179

R « 1SO 11179 is an international standard for representation of metadata

« Linking biomedical concept templates to binding files

» Defined approach to add transformations and derivations to concept maps

cdisc



CDISC 360 ISO 11179 Model

Observation Concept

Property

Object Class

Data Element Concept

Enumerated Conceptual
Domain

Described Conceptual
Domain

!

Conceptual Domain

Biomedical
Concept Layer

Context

Data Element

Value Domain

1

Enumerated Value Domain

Described Value Domain

Standards
Metadata
Representation
Layer




Concept Development based on ISO 11179:

KEY

Observation concept

[ Data element concept (DEC)|

dictiona

i Externa

Derivation/conversion

Time Point

Variable reference from
external concept

[

Systolic Blood Pressure
(C0005823)

TN

.. Systolic Blood Pressure

hasDEC—| Vital Signs Test Code (C83466) I—hasCD—_—isSubsetOf
hasDEC—— Vital Signs Test Name (C49672) | —hasCD—[SYStolic BIood Pressure (C1306620) | —isSubsetOf

hasDEC—{ Body position (C62164)

hasDEC— Collection date/time (C82515) |

asDEC—| Procedure Location (C117525) I—hasCD-isSubsetOf
hasDEC—bI Procedure Laterality (C117526) I—hasCD_isSubsetOf—>

hasbEC—] Vital Signs Test Result (C2826718) | —hasCD—[integer]

D —
1
haSDEC—>| Unit of Measure (C25709) '—hasCD-—isSubsetOf—M




MAE wv-J i+ +

Insert

Page Layout

Formulas

B vs_bindings_v0.1

Data REVE View

@ . 3‘; Calibri (Body) | 11 v/ Aa Av E . o/ . [5] Conditional Formatting ¥ Iil . .
@ v - o D Format as Table ~
Paste B I U v v[[& v Al Alignment Number . Cells Editing
& = — — [5/ Cell Styles ¥
A2 - fx  VSTEST
A B C D
1 Operational Variable Name Library Variable Name |LibraryVarIabIeHref EnumeratedValues.Title
2 |VSTEST VSTEST /mdr/sdtmig/3-2/datasets/VS/variables/VSTEST Codelist
3 | VSTESTCD VSTESTCD /mdr/sdtmig/3-2/datasets/VS/variables/VSTESTCD Codelist
4 | VSORRES VSORRES /mdr/sdtmig/3-2/datasets/VS/variables/VSORRES
5 VSORRESU VSORRESU /mdr/sdtmig/3-2/datasets/VS/variables/VSORRESU Codelist
6 | VSSTRESN VSSTRESN /mdr/sdtmig/3-2/datasets/VS/variables/VSSTRESN
7 | VSSTRESU VSSTRESU /mdr/sdtmig/3-2/datasets/VS/variables/VSSTRESU Codelist
8 STUDYID STUDYID /mdr/sdtmig/3-2/datasets/VS/variables/STUDYID
9 DOMAIN DOMAIN /mdr/sdtmig/3-2/datasets/VS/variables/DOMAIN Codelist Term
10 USUBJID USUBJID /mdr/sdtmig/3-2/datasets/VS/variables/USUBJID
11 VSSEQ VSSEQ /mdr/sdtmig/3-2/datasets/VS/variables/VSSEQ
12 VISITNUM VISITNUM /mdr/sdtmig/3-2/datasets/VS/variables/VISITNUM
13 |VSDTC VSDTC /mdr/sdtmig/3-2/datasets/VS/variables/VSDTC
14 |VSBLFL VSBLFL /mdr/sdtmig/3-2/datasets/VS/variables/VSBLFL Codelist
15
16
17
4 > Context Dataset TEMP HEIGHT WEIGHT +
Ready O - c— + 100%

cdise




Using BC Maps and Binding Files Together

KEY

Observation concept

Data element concept (DEC)|

ment (DE)}

{Data eler

%
]

External d

Derivation/conversion
Time Point

Variable reference from
external concept

hasDEC-

Vital Signs Test Code (C83466)

Systolic Blood Pressure
(C0005823)

hasCD-

isSubsetOf-

Vital Signs Test Name (C49672)

hasDEC: Planned Time Points (C2826271) | —hasCD—{ESkE]

hasDEC: Body position (C62164) hasCD- isSubsetOf —Position (C71148
hasDEC: Collection date/time (C82515)
esbec—[FroEeur e 7575} osco— TR s+« — SO SO G757

hasDEC tasCo—{LEFT (C25229); RIGHT (C25228)|—iss.ibsetof—[Lateraiiy (C99073)
hasCD—|MAGNCABBA0)|— issubsetof—{UnE(C71620)]

hasbEC—]| Vital Signs Test Result (C2826718)

hasDEC: Unit of Measure (C25709)

Insert

d 0.0 i+

Page Layout

Formulas

B vs_bindings_v0_1

Data Review View

©-

&t Share A

@ 3 Calibri (Body) +||11  + A~ Av Cy o | L G R Q
1= o [/ Format as Table ¥
Paste & B I U- v v Alignment  Number 57 cell Styles * Cells Editing
A2 . fx  VSTEST
A B T D
1 i i Library VariableName | Library Variable Href | Title
2 |VSTEST .VST Codelist
3 | VSTESTCD VSTESTCD i i D Codelist
4 VSORRES VSORRES /mdr/sdtmig/3-2/datasets/VS/variables/VSORRES
5 | VSORRESU VSORRESU /mdr/sdtmig/3-2/datasets/VS/variables/VSORRESU Codelist
6 N VSSTRESN
7 |VSSTRESU VSSTRESU Codelist
8 STUDYID STUDYID S/ D
9 DOMAIN DOMAIN OMAIN Codelist Term
10 USUBJID USUBJID
11 VSSEQ VSSEQ i i
12 VISITNUM VISITNUM /mdr/sdtmig/3-2/datasets/VS/variables/VISITNUM
13 VSDTC VsSDTC /mdr/sdtmig/3-2/datasets/VS/variables/VSDTC
14 VSBLFL VSBLFL /mdr/sdtmig/3-2/datasets/VS/variables/VSBLFL Codelist
15
16
17
«» Context Dataset TEMP HEIGHT WEIGHT | +
Ready {] = e —— +  100%




=+ Concept Development: Next Steps

b  Biomedical and Analysis concepts model and templates:
SO « Test BCs (Lab, Exposure, Demographics, Trial Design, Vital Signs)
- Test ACs (ADSL)

- CRFs

- Data flow metadata:
2 i + System-agnostic transformations and derivations
I « Link data flow metadata to concepts

« Test use of data flow metadata

« End-to-End from CDASH to ADSL.:

+ For metadata (data state and data flow) and data

Cdi"‘.i‘im




Use Case 2 : Build

Adding study design, concept configuration & generate artifacts

....:....
@ et °
o0
| ol
.'.:'§~:.~? PR ] N N SN BN SN NN BN BN BN BN BN BN BN BN SN S BN BN SN BN S S BN SN BN BN BN S BN B N B B N B . N
A Il ET. E.
: I > <<
1 -
I Define Define
|
: Generate
I Study artifacts
1 >
I
|
| t
| Study Build and
DemO SCOpe -| configuration
: Confi g n Standards
onfigure Metadata
- study - —P Selection
i metadata S
\~ —————————————————————————————————————————————————

\-—————————————————_



360 Use Case 1-2 Demo — Study Designer

@cdisc%o Study Designer = o : CDISC360-2 mt ~

Summary Objectives and Endpoints

Objectives / Endpoints

Objectives Endpoints
Derived Assessments 4\
Collected Assessments A Add objective(s) from Library

Schedule of Activities

Data Collection A\ Objectives for the study Search & -

Tables, Figures and Listings

Study Order Level Objective DateFrom DateTo Status Mdv Retired
Tria To demonstrate superiority in the 2286-11-
CDIsC360- Pr;-naf«« efficacy of human insulin to Metformin 2020-04-23 >0 Einal 10
2 Ob'ect‘)m in glycated hemoglobin (HbA1c) 10:51:16 1'7,45,29 ’
JectE change from Baseline to Week 26 -
: S T To demonstrate superiority in the 238611
CIERRERS ° CDIsC360- Pri(:'nafw efficacy of human insulin to Metformin 2020-04-23 P Final 10
: . 8 2 Ob'ect')m in Hemoglobin A1C/Hemoglobin 10:51:16 1‘,.45,29 ’
R JectE change from Baseline to Week 26 T
Tria To demonstrate superiority in the 2286-11-
i CDIsC360- Pri?nafv efficacy of human insulin to Metformin 2020-04-23 >0 Einal 10
@siss siis ° 5 nary s bin A1C/H bi 0-51: c_ .
2 Objective in Hemoglobin A1C/Hemoglobin 10:51:16 17-46:30

change from Baseline 1o Week 14




Use Case 3 : Execute
Automatic population of data into artifacts

Data Collection Scope

I 4
=Y :
- : ~ I CDASH SDTM "
AR ' ! — = I
R N EDC : ‘1 ﬂ 1
TN | —p —> —> 1ﬂ= o
: | j’_‘j
PR ] I |
e (A [
: | — N Operational EDC Exiract Tabulation :
I i 1 Database Database Datasets I
\!_ eDT 1 I
_________________
| |
| |
I L e ——————
[ =\
| |
| |
| |
: i i
=) I , Process |
I Configured E Study I
: I study < ) Data 1
1 metadata ﬂ 1
| |
| 1
\ --------------------------------------------- ,



5;15;:':'5% Use Case 3 : Execute

.  Automatic population of data into artifacts ]
Analysis Results Scope
Py gmmmTTmmm \I
e 7 ADaM
e .. I‘ 1ﬂ > ﬁ — :
=ity ;
- = N : Analysis Analysis L |
£ l Datasets Results |
o I Creation TFL '|
i : el
o 1 |
i 1 !
| |
e ——————— J .
1 1 k
I Process
onfigure U 1
: C fgstud?/ *4 E SDtO?J :
Lo :\ metadata ﬂ ,l

cdise



. CDISC360 — WS6 TFL Automation
4
Customize Template Generate SAS Program and XML
: '9:.:'
' ' TFL Automation
@ .o : )
. ) i Table14.1.11 Study -CDISC
i . ou've selected: DEMOG Table 14.1.1.1
. 9 Demograghic characteristics ’Safetx Pogulation)
Population Dataset Population Variable Population Comparator Population Value
[ Iads1 -I Is;.m v] |eq v] |\' v] ]
adae
adsl
adtte Across Variable
’ TRTA v ]
Row Label Header Across Label Header 1 Across Label Header 2
Analysis Dataset Analysis Variable
adsl v ] ’ AGE -
n 2000
Mean XXX
SD LXK
Min XX
Q25 00X
Median XXX

Q75 XXX



What Follows 3607




cdisc i | Enhance CDISC |

360 Standards Library .
1
1
Proof Of S A- __________________________ : ] )
Concept : Define Build Execute
: (Use Case 1) (Use Case 2) (Use Case3)

Implement Cd i§C ﬂﬂ Industry

— Enhance =|=|= Implementation
=8) Standards

Regulatory

Provide requirements q Q Submission data following regulatory requirements




>+ What Follows 360 - Inventory of Work (1)
- Missing standards

- Data Collection instruments

» Analysis Results

+ Endpoint definitions

#oee - Safety User Guide

.'. « Collection & Tabulation & Analysis

- Enrich existing standards

°° * What

* Clinical assessments
* Interventions
* Events
* Therapeutic Areas
* How
» Stabilize Biomedical and Analysis concept templates
* Add transformations and derivations content

cdise



5:';;;§:-:-ff What Follows 360 - Inventory of Work (2)

- Evolve library technology and schema d 's “?
 Refine and test the CDISC 360 models | R Y
* Refine and deploy CDISC 360 software tools

* Integrate the CDISC 360 models into the CDISC Library model

* Update the API to add new CDISC 360 model endpoints

+ Update the CDISC Library Data Standards Browser to include CDISC 360 content

ko - Update the CDISC Library standards load software

« Evolve toward collaborative curation
* Develop and rollout governance process
* Create CDISC Library standards development and curation tools
* Develop standards curation training
* Enhance CDISC Library to load community standards implementations



Thank you




