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Common Implementation Challenges
What is CDISC 360 trying to address?




Today we are here

CDISC Standards in the Clinical Research Process
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2. Whatis not in the standards?

Lack comprehensive data meaning and relationships

Do not describe the transformations and derivations

Have flexibility that allows for inconsistencies, making automation difficult,
allowing interpretation & unnecessary variability in using the standards

Therapeut published as text instead of machine-readable content with machine
executable transformation and derivation algorithms

» Therapeutic Area User Guides provide end-to-end knowledge standardization
From data collection to analysis
* Analog documents, published as text

cdisc



Therapeutic Area User Guide Overview

Therapeutic Area (TA) Standards extend the Foundational Standards to represent data that pertains to specific disease areas. TA Standards include disease-specific metadata,

examples and guidance on implementing CDISC standards for a variety of uses, including global regulatory submission.

Autoimmune
Psoriasis

Rheumatoid Arthritis
Cardiovascular

Cardiovascular

Heart Failure

QT Studies

Traditional Chinese Medicine - Coronary Artery Disease-
Angina

Endocrine

Acute Kidney Injury
Diabetes

Diabetes - Type 1

Diabetic Kidney Disease
Dyslipidemia

Kidney Transplant
Polycystic Kidney Disease
Gastrointestinal
CDAD

Crohn's Disease

= 44 Therapeutic Area User Guides in 8 years
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Infectious
COVID-19

Ebola

Hepatitis C

HIV

Influenza

Malaria
Tuberculosis
Virology

Mental Health

Major Depressive Disorder
Post Traumatic Stress Disorder
Schizophrenia
Neurology

Alzheimer's

Huntington's Disease

Multiple Sclerosis

Parkinson's Disease

Traumatic Brain Injury

Oncology
Breast Cancer
Colorectal Cancer
Lung Cancer
Pancreatic Cancer

Prostate Cancer
Other

Nutrition

Traditional Chinese Medicine - Acupuncture
Rare Diseases

Duchenne Muscular Dystrophy
Respiratory

Asthma

COoPD

COVID-19

Treatments

Pain

Vaccines

https:/mww.cdisc.org/standards/therapeutic-areas/disease-area



https://www.cdisc.org/standards/therapeutic-areas/disease-area

* Facilitates communication between
- scientists and data standards experts

Therapeutic Area Concept Maps

* Provides scope and extent of TA User Guide
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TAUG CRFs and Datasets

Example CRF 5: Hypoglycemia

CETERM= Hypoglycenric Event
CECAT= HYPO EVENTS

Any Hypoglycenne Everts Expenenced”

No
Yes (M yes complete for each event) =]

Spomsor Defined 10 001
Date/Tirne of Event CEsTOTC - (DDMMM-YYYY) - -~ (24 how dock) |_OESTOAT

When Did the Hypoglycemic Evert Ocour?

Between Bedtime and Waking |QVAL whven QNAN= WHENOCC and
Between Waking and Bedime |QLABEL="When Did the Mypoglycemic Bvent Occur?”

In the Opinion of the Investigator Was This an
Adverse Event?

No AORRES where FATESTCD= "WASAEYN", FATEST= "Was this
Yes | WASAEYN |

‘Was a Glucose Mes
“Time of the Event?

ovent?” snd FACB Js"HYPOGLYCEMIC EVENT®
No

Yes (1f yes enter recalt and wnit below) [ LBPERF_]

G ot
mgd.
mmal L

Last Study Medication Taken

I EXCAT= HIGHLIGHTED DOSE h—Tm

CMCAT=

Last Concomutant Diabetic Medbcation Taken
ANTL-HYPERGLYCEMIC WED

CMSCAT= HIGHLIGHTED DOSE CMSTDTC D-,\::.\‘l;l;\e\ Y) ---- Q4bhow cdock) | CMSTDAT CMSTTIM
DO
Date/Time of Last Meal = (DD-MMM-YYYY) - -~ (24 hour clock)
Were Signs Svmptoms Present? No
[CEeAmfiveo viprows | Yes (ifyes complet feowing) 221
CETERM= SWEATING Swcatng Ne Yes SCOR with
CETERM= TREMORS/ TREMBLING Tremoes Trambling No Yes | CEPRESP=Y
Duzzness No Yes
CETERM= COGNITIVE IMPAIRMENT Cogmitive impasrment No Yes
CETERM= LOSS OF CONSCIOUSNESS Loss of Conciousness No Yes
CETERMs CONVULSIONS.SEIZURE Convulsons Seizure No Yes
Consa No Yes
Other (Spocify) No_Ves (f yos enter below)
[ FACAT= PRECIPITATING FACTORS, FAOBJ= HYPOGLYCEMIC EVENT and: | e
Were Any Precipitaring Factors Reported No
y i Yes (i yes comglete following) _PPPVN ]
FATEST= Alcohol Consumption as @ Precip Facior Alcohol ConsErpon No Yes
FATEST= Concurrent liness o 3 Precip Factor Concurant lnes. No Yos | Lhommws
FATEST= Dosing Deviation a5 @ Precip Factor Devistion from Dosang 1 No_Yes
FATEST= Weal Vanance as 3 Precip Facior Missed, Delayed of Seamller Meal No Yes
FATEST= ol Activity as 3 Procip Facior Physal Acwity No Yes
Otter (Spoaly) No_Yes (f yes cnter below)

CMCAT= HYPO TREATMENT

~]_FATEST

Was Any Trestment Given for the
Hypoglycense Fvent!

2 )

Yes (I yes complete fodlowing)

Dek No Yes CMOCCUR with
Food No Yes | CMPRESP=Y

CMTRT= FOOOD
TWTRT= GLUCOSE TABLETS oo Tl No Yo
CMTRT= GLUCAGON INJECTION Clicsgon Inpection Yo Ve
CHTRT= INTRAVENOUS GLUCOSE Trtras e Clacene No Yer
T Treatment Grven Indicate Assistance om: - Subgect Treaied Sif
Nootadt e N FAGRRES when FAGBJ=
! - HYPOGLYCEMIC EVENT, FACAT=
5\':’:‘:“ Capablc of Treating Self. but Recaaved | *yoe ryen ADMINISTRATION,
. - . TXASSIST
Subject was Not Capebls of Treating SAif, and FATESTwTreatment Assistance

Requated Amststance

CRF annotated to show mapping SDTM variables are in Red. 1f CDASH vanable dffers from SDTM the CDASH vaniable is in Blue.

CECAT CETERM CEDECOD
H HYZ CE HYZ-001-001] 2 |HYPO SYMPTOMS SWEATING rdrosi: K N
3 XYZ CE XYZ-001-001 3 HYPO SYMPTOMS | TREMORS TREMELING Tremor Y N
L [& Ty Z-001-00. IYPO SYMFTO DIZZINESS Dizziness ¥ N
L CI Y Z-001-00 IYPO SYMFTO COGNITIVE IMPAIRMENT | Cognifive Disorder ¥ Y
(Y [& CYE-001-00 TYPO SYMPTO L0838 OF CONSCIOUSNERS | Loss of Consci ¥ Y
{y [& TYZ-001-00 TYPO SYMPTO CONVULSIONS/SEIZURES Commlsion ¥ N
O Ci Y Z-001-0 [ IYPO SYMPTO CONA Coma ¥ N
L Ci Y Z-001-00 9 VPO EVENT HYPOGLYCEMIC EVENT E i3 2013-09-24T08:48 30

)
ont) | DURING | HYPO 1]2013-08-01TIL:00

ont) | DURING | HYPO 1] 2013-08-01T11:00

ont) | DURING | HYPO 1] 2013-08-01T11:00

DURDSG | HYPO 1] 2013-08-01T11.00

DURLSG | HYPC 1] 2013-08-01TIL00

2013-08-01T11:00

DURDNG | HYPO 1] 2013-05-01T11:00
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TAUG Analysis

3.3 Hypoglycemic Episodes Summary Dataset

atasets and Results

3.4 Hypoglycemic Episodes Summary Analysis Results

= Only exists in PDF

cdisc

Figure 3.4.1: Mean Cumulative Function Plot of Documented and Severe Symptomatic Hypoglycemic Episodes
Documented and Severe Symptomatic Hypoglycemic Episodes — Treatment Emergent - Mean Cumulative Function - Safety Analysis Set
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. Hypoglycemic Episcdes by Classification - Treatment Emergent - Summary - Safety Analysis Set
o] Drug A Drug B Total

. N (%) E R N (%) E R N (%) E R
° Number of subjects xxE HEX K
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" Biomedical Concepts
*. ~ The CDISC 360 Project: Adding a conceptual layer to standards

Evolve from normative to informative standards

Create and store standards as concepts which create meaning

Electronically publish data standards as linked metadata

Add computer executable process metadata which enables end to end automation

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



Four Pillars of CDISC 360 Implementation




- Four Pillars of CDISC 360 Implementation
Four pillars of 360 implementation emerge from the 360 lessons learned:
1. Complete the E2E foundational standards where they are incomplete

2. Enrich the foundational standards with the additional metadata needed for full data
AR meaning and relationships by creating a biomedical concept layer

3. Extend the CDISC Library model with implementation level metadata

4. Collaborate with industry to standup and curate biomedical concepts

cdisc



;:-;;;:-ff Implementing 360: Projects

STANDARDS DEVELOPMENT STANDARDS DELIVERY
o 3. Extend CDISC Library Model

- * Project: eCRF Portal « Project: Model concepts

vl * Project: Analysis Results Standard + Project: Add QRS content

oo - Project: Safety User Guide

e 4. Collaborate with Industry

« Project: Mining Define.xml’s * Project: Use mining Define.xml
fiiiarig project as prototype for collaborative
;e curation process



" Implementing 360: Completing E2E Foundational Standards

* Project: eCRF Portal
* Project: Analysis Results Standard
* Project: Safety User Guide

cdisc



eCRF Portal Project




eCRF Portal Project

Form AE - Adverse Events
1 AE - Adverse Events t form (CRF) layout

. 1.1 Were any adverse events  w No AEYN
- experienced? C w Yes
o
1.2 ‘t\Nha't?ls the adverse event AETERM
erm:+
1.3 Start Date | | AESTDAT
(DD-MMM-YYYY) ' || L1 |
</ItemGroupDef>
14 Ongoing (as of [-the study- C w No <ItemGr‘ougDef lef"CDASH_Z-l_IG_S" Name="AE - Adverse Events" Repeating="No" Domain="AE">
. . . A <Description>
specn‘ic time pomt or penod]) C M Yes <TranslatedText xml:lang="en">AE - Adverse Events</TranslatedText>
</Description>
<ItemRef ItemOID="IT.AEYN" Mandatory="No" OrderNumber="1"/>
1.5 End Date | | | <ItemRef ItemQOID="IT.AETERM" Mandatory="Yes" OrderNumber="2"/>
(DD-MMM-YYYY) <ItemRef ItemOID="IT.AESTDAT" Mandatory="Yes" OrderNumber="3"/>
<ItemRef ItemOID="IT.AEONGO" Mandatory="No" OrderNumber="4"/>
1.6 Severity C o M <ItemRef ItemOID="IT.AEENDAT" Mandatory="No" OrderNumber="5"/>
<ItemRef ItemOID="IT.AESEV" Mandatory="No" OrderNumber="6"/>
C [MODERATE] <ItemRef ItemQID="IT.AESER" Mandatory="No" OrderNumber="7"/>
<ItemRef ItemOID="IT.AESDTH" Mandatory="No" OrderNumber="8"/>
(_\ [SEVERE] f . i d “No® d b "8/

<ItemRef ItemOID="IT.AESLIFE" Mandatory="No" OrderNumber="9"/>
<ItemRef ItemOID="IT.AESHOSP" Mandatory="No" OrderNumber="10"/>
<ItemRef ItemOID="IT.AESDISAB" Mandatory="No" OrderNumber="11"/>
¢<ItemRef ItemOID="IT.AESCONG" Mandatory="No" OrderNumber="12"/>
<ItemRef ItemOID="IT.AESMIE" Mandatory="No" OrderNumber="13"/>
<ItemRef ItemOID="IT.AEREL" Mandatory="Yes" OrderNumber="14"/>
% <ItemRef ItemOID="IT.AEACN" Mandatory="No" OrderNumber="15"/>
cdlsc <ItemRef ItemOID="IT.AEACNOTH" Mandatory="No" OrderNumber="16"/>
<ItemRef ItemOID="IT.AEOUT" Mandatory="No" OrderNumber="17"/>




eCRF Portal — What's in it for Me?

Helps complete the end-to-end CDISC vision

ODM XML file can be used directly in compliant EDC systems

Comes with underlying CDASH metadata

CDASH annotation is included

= Reduce unnecessary variability in data collection
https://www.cdisc.org/kb/ecrf

cdisc
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Analysis Results Standard Project




Analysis Results Standard

- Extend ARM to facilitate automated TFL generation
' « Create a standardized structure for analysis results to support reuse and
dynamic data display generation

« Tighten standardization around ADaM datasets for generally accepted
analyses

cdisc



Where Is Our Focus?

cdisc
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Standardized analysis results support dynamic data

display generation

qb:Observation |q : Table dim.
1001 dm.summary  enrolled Treatment A param,subjects.
1002 dm.summary  enrolled Treatment A param subjects
1003 dm.summary  enrolled Treatment A param subjects
1004 dm.summary  enrolled Treatment. A param subjects.
1005 dm.summary  enrolled Treatment. A param.subjects.
1006 dm.summary  enrolled Treatment.B param subjects
1007 dm.summary  enrolled Treatment B param subjects
1008 dm.summary  enrolled Treatment B param subjects
1008 dm.summary  enrolled Treatment B param subjects
1010 dm.summary  enrolled Treatment B param subjects
1011 dm.summary  enrolled Treatment ALL param subjects.
1012 dm.summary  enrolled Treatment ALL param subjects.
1013 dm.summary  enrolled Treatment ALL param. subjects
1014 dm.summary  enrolled Treatment ALL param.subjects
1015 dm.summary  enrolled Treatment ALL param.subjects
1016 dm.summary it Treatment. A param.age
1017 dm.summary it Treatment A param.age
1018 dm.summary  itt Treatment A param.age
1019 dm.summary  itt Treatment A param.age
1020 dm.summary it Treatment A param.age
1021 dm.summary it Treatment A param.age
1022 dm.summary  itt Treatment. B param.age
1023 dm.summary  itt Treatment.B param.age
1024 dm.summary it Treatment. B param.age
1025 dm.summary  itt Treatment. B param.age
1026 dm.summary  itt Treatment. B param.age
1027 dm.summary it Treatment B param.age
1028 dm.summary it Treatment ALL param.age
1028 dm.summary  itt Treatment ALL param.age
1030 dm.summary  itt Treatment ALL param.age
1031 dm.summary it Treatment ALL param.age
1032 dm.summary it Treatment ALL param age
1033 dm.summary it Treatment ALL param.age

dim.agecat

agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecal ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecal ALL
agecal ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat. ALL
agecat. ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL
agecat ALL

288888
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Page 1 of 2
HbAlc (%) Longltudinal R
24-esk Short-temm D
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EASELINE 125
XK (X000
WeEK 4 0 00t

X300 { X000 XXX (X300

X300 { X.3000) XK (X300

0608, 206.%) 00208, XK. X)
KL (X, 30000

00006, X.X)

X300 X.3000) X (X300

e from base 000 3000

d change X300 { X.3000) KK (X300

e X008 { X.3000 X3 (%3000

0008, X6.%) 000K, K. X)
003K X.30000)

00006, XX.X)

%3000

Protoal: Xn

HbATe (%) Mean Change from Bascline

Mean Change £rom Bassline in Heile (3) Over Time
24-Week Short-term Doubleblind Trestment Fericd
Intention-te-treat Population

reck 4 Week 8 Week 12 Week 24
—=—DmgA 325 325 ) 320
—=—DmgB 324 324 319 318

Fepmated measures model: change = baseline treatment visit visit*base visit®treatment

Mean changes

Ercm
Program Source: /o oo/ o0/t -bbalc- repmeas . =

eline are based on adjusted changes baseline from the repeated measure model.
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i Analysis Results Standard — What's in it for Me?

o, @ : :
b Add features that support automation of analysis results

III Provide guidance on basic analysis structures towards
: analysis results generation

Provide greater traceability between analysis results and
analysis data




Safety User Guide Project




Each CDISC Foundational Standard has information on Safety Data that
Is commonly collected across studies of a wide-variety of indications

Will identify the most commonly
performed safety analyses

cdisc



. Scope: From Analysis Results to Collection

Example CRF 5: Hypoglycemia
CETERM= Fypoghceme Event
CECAT= HYPO EVENTS

e b [—] CESTDIC  [CESTDY
T =
DT offvent [ eesrore] i oy [CESTOAT
T D e oo —

Event O

CE XYZ001-001 HYPO SYMFTOMS SWEATING Hyperhidroziz
CE XYZ001-001 HYPO SYMFTOLS [ TREMORETREMELING Tremor
CE iy Z-{) HYPO SYMFTOMS DIZZINESS Dizziness
HYPO SYMPTOMS | COGNITIVE IMPATRMENT | Cognitive Disorder ¥
VPO SYMPTOMS | LOSS OF COMECIOUSMESE | Loss of Consciousness
HYPO SYMPTOMS | CONVULSIONS SEIZURES Convulsion

[0 COnA Coma

Row DOMAIN| TUSUBJID |CESEQ CECAT CETERM CEDECOD CEPRESP
2 T
3 T

e Trvestigater Wos TH

e

zz-d-dzzzg

-
ot Sy Valicion Token S | ]

EEEEEE
=1 14 Y P=N 1) P e

: CE_ |3 TYPO SYMPTOMS v
L e e ) 9 CE HYPO EVENIS | HYPOGLYCEMIC EVENT | Hipoglycaemia 2013-09-24T0848 |50
4 Tast Concomtant Diabetic Medbcation Taken
e Row
g - ! 1 (cont) HYTO1
: DT orar v [ErE] | 1 (cont) HYPO 1| 2013-09-01T11.00
ey | 3 (cont) HYPO0 1| 20130801 T11:00
: e - 4 (cont) HYPO 1| 20305011100
i e % (cont) HYPO 1| 20305011100

: B 6 (cont) HYPO0 1| 2013-05-01T11:00
: T s —— i 7 (cont) HYPO0 1| 2013-05-01T11:00
$ - 8 (cont) HYPO 1| 2013-05-01T11:00
° e T e Tl 9 {cont) HYPO2

FATESTS Alcohal Consompuon 5 3 Preci P
FATEST= Concurront B 35 8 Prec Factor

FATEST= Dusing Deviston 3  Precip Facior
TATEST= Mesl Varince 3t 3 Precp Fcior
FATEST= Prysical Actuly 55 3 Proci Focir

Data Aggregation

CHEATS PO TREATHERT =7 ||
Was Any Trestment Grven o B

Hypolyvanee Fyent

—_— — CMOCCUR with
Carar=roo0 | ‘cmemesee v
CHTRT OLUCOSE TABLETS.
CATRT- GLUCAGON IJECTION Ot [T | ot e e el 3.4 H i -
TRT TRAVENOUS SLOCSSE K oglycemic Analysis
8 T e e s ypog P y Analy:
it Goven I Aswes ] ey e P ey Ty The summary statistics in Table 3.4.1 ase preseated for all hypoglycemic episodes as well as by ADA classification group. The statistics preseated in the cusreat
HYPOGLYCEMYS EVENT, FACAT= 108y v Trsmenh [t b pceyry i ’ .
=] Hrmosuyoemo v, racan 104 =7 [stmer A pemmasies ikt oLl example are mumber of subjects axperiencing an eveat the sumber of events, and the raw eveatrate, To estinate 2ad preseat the event rate information, exposure
FATESTCO= TXASSIST 1006 dm summary  envoled Troatment 8. paramsidjects  saxALL  agecatALL time is needed. Table 3.4.1 is based on the ADHYSUM dataset.
e sl 107 ey v Trsrens Rmss wf oAl
Ton Gy vl Trsmen s Prmaocs ool
2008 ey _{errebed [Trastmantd Parmmatiects | sex) ey Table 3.4.1: Summary of Hypoglycemic Episodes by Classification — Table Shell
T e S5 e COASH vart 0D sy v Tnsen s Prmaech oAl ¥ of Hypogly y
. e M i o T ,.,.mE. o sEA yPoglycenic Episodes by Glassification - Treatment Emergens Safety Analysis Set
02 ey v AL e et setAl Brag A Ton
b o] TNl paamaos ik Al
iy S TemiAl s m waAl N o B R N 3 N (® B R
Ol im0 e fostvrialiboordibecosyy Mumber of subjects o o 0
. i a—T et A e — e o Total events X EX.X) RX OBGL.X XK ( ER.X) ER  ENR.X XX [ XX.X) KER EEE.X
D t C II t 1010 dmummary 1t Troamont A panmage  sexALL  ogecatALL ama
o ammmay & Trsanh Poma L oAl
ata collectuon et e — Severe hypogiycenia o w ok mex x (xm x xa x| xm x xx
gz 4 [acaee g L Al Documented symprematic hypoglycemiz we o (weox) we ommex o xx o (mex) mx o omeex x| mRx) moomox
1024 dn Troatment 8 param age. SexALL  agecatALL Asymptomatic hypoglycemia X ( x.X) xx HX.X X ( XX X XE.X OHM [ X.X) XX RE.X
oy & Trsimons Poane L oAl
{025 amrmary Tranercs e L sptAL Erababie symptomstic nysoglycenia x (xm x xx x (xx x xx x ( xm x xx
ot dmsaay & Tt o ey seudo-hypoglycenia x x ®
adm g Mot L ——|pamnage oot st ¥: Numbar of subjacts; §: Parcensage of subdasta; E: Nembaw of svents; R Evant rate per 100 srpasure sears;
o b TR <t AT Severe: Subject umsble to treat himself/herzelf end/or have a recorded FG < 3.1 mmol/L (5€ my/dL)
o8ty 2 Towne AL prmag AL mectAL Trastmant emergent episodss ocour after trial produce sdministrabion sftar randomization and no later than 1 day after last trisl
o dmmay & Teme AL pwme oAl AL
o anmmay & T AL e AL speAl product administration.

Analysis Analysis Results
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Safety User Guide — What’s in it for Me?

« Standardize implementation of the most commonly performed Safety Analyses such
as study drug exposure, adverse events, laboratory evaluations, vital signs, and
others

* The Safety User Guide will provide:

- Implementation guidance and examples using the new analysis results
standards

* Analysis datasets

« Tabulation datasets

« Data collection metadata
 eCRFs in the eCRF portal

=) Provides common understanding of “how do we do safety”

cdisc



Mining Biomedical Concepts from Define.xmls




si';;;@:-ff% Implementing 360: Standing Up Biomedical Concepts

STANDARDS DEVELOPMENT STANDARDS DELIVERY

o Project: eCRF Portal « Project: Model concepts

fre iy Project: Analysis Results Standard « Project: Add QRS content

§eesencd Project: Safety User Guide

.. 2. Enrich Foundational Standards 4. Collaborate with Industry

o - Project: Mining Define.xml’s * Project: Use mining Define.xml
Reaig project as prototype for collaborative
§ et curation process



Mining Concepts from Define.xmis

» Retrieve metadata from Define.xmls to determine how standards are used in practice

« Curate the metadata (select best practice, standardize VLM) and stand up biomedical
concepts

» Biomedical Concept modeling and load in CDISC Library

= The first biomedical concepts will be available in the CDISC Library
and can be retrieved as an SDTM specification and Define.xml

cdisc
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31‘;;;;:~:'ff Curate the Concepts

HEIGHT (C25347)

Result cm (C49668)

L For the selected and identified concepts
* How are standards implemented in real studies?

in (C48500)

m (H{1139)

DateTine

bol * Determine the underlying SDTM structure for each concept
- Standardize the SDTM variable data types for each concept 1 (cKes)
- e.g., Height STRESNis Float 4.1
- Standardize control terminology for each variable used in each concept
- e.g., Height UNIT in CM or IN

What do we consider?
«  Are there differencesin how a conceptis used across therapeutic areas?
«  Doesthis align with structure and business rules of the SDTMIG?
*  How do we compromise and reach consensus among differentimplementations?

mm) Choose the best practice implementation

cdisc



Load Concepts into CDISC Library

S Tabulation Datasets for Study CDISCO1 (SDTM-IG 3.1.2)
> Datasot  Description _ Clans stucure  Purposs Keys Location _ Documantation
: ™ Trial Arms TRIAL DESIGN | One record per | Tabulation | STUDYID, 2
e planned Element cO,
. par Am TAETORD
- ™ Trlflements | TRIALDESIGN |One recordper | Tabulation | STUOYID, | reaxos
L | pranned Element ETCO
. n Tial TRIAL DESIGN | One record per I/E | Tabulation | STUOYID, [ tlamt
. Inclusion/Exclusion crterion IETESTCD
k Critecia
. ™ TrelSummary | TRIALDESIGN | Onerecordper |Tabulation | STUOVID, | tauxas
° |tral summary TSPARMCD,
paramater vake TSSEQ
™ Tril Vists TRIAL DESIGN | One record per | Tabulation | STUDYID, et
planned Vist per VISITNUM,
A ARMCD
oM Demogrphics | SPECIAL | one record per | Tabulation | sTUOYID, [ dmapt ‘See Reviewer's Guide, Section 2.1
PURPOSE subject usuBlD Oemographics
Reviewers Guide
se fements | SPECIAL One record per | Tabulation | STUDYID, st
PURPOSE actual Element usuBiD,
per subject se
SEENoTC,
TAETORD,
€1cD
s ‘Sublect Visits SPECIAL Onerecordper | Tabulation | STUDYID, | svagt
PURPOSE actual visit per USUBIID,
subject SvSTOTC,
. VISITNUM
H ) Concomtant INTERVENTIONS | One record per | Tabulation | STUOVID, | cm.sat
. . Medicatians recorded usuBlD,
. -® medication cMsTOTC,
ve, . ocaurrence or CMENDTC,
* . constant-dosing CHEAT,
- v interval per cuTRT,
e ® subject uposTT,
CMDOSY,
cuINDS,
CHDOSFRQ

HEIGHT (C25347)

Result

DateTine

cm (C49668)

in (C48500)
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zi‘;;;;f::f% “Mining Define.xmls” — What'’s in it for Me?

- Standardizing Value Level Metadata to increase consistency across studies

« Standardizing Data Types and Controlled Terminology per concept

fruas o Linking concepts to SDTM structure to enable automation

*  Ability to Generate Define XML and SDTM Specifications from CDISC Library

This is just the first step of an open path to:
‘ « Link lab concepts to unique LOINC codes

« Link concepts to how they are collected
* How concepts are used in analysis




Summary of Projects




;:';;;;:-:35% Implementing 360: Projects’ Summary

STANDARDS DEVELOPMENT STANDARDS DELIVERY
o 3. Extend CDISC Library Model

- * Project: eCRF Portal « Project: Model concepts

vl * Project: Analysis Results Standard + Project: Add QRS content

oo - Project: Safety User Guide

e 4. Collaborate with Industry

« Project: Mining Define.xml’s * Project: Use mining Define.xml
fiiiarig project as prototype for collaborative
;e curation process



Biomedical Concept Layer

Biomedical Concept Layer

Presentation Layer

3.4 Hypoglycemic Episodes Summary Analysis Results

Data Collection Data Aggregation Analysis Analysis Results

El Data State

Cdi.s.c =) Data Flow



eCRF Portal project
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g:-;;:-éf? "Analysis Results Standard" Project

3.4 Hypoglycemic Episodes Summary Analysis Results

D Data State

Cdi.sc =) Data Flow



"Safety User Guide" Project

3.4 Hypoglycemic Episodes Summary Analysis Results

Data Aggregation Analysis Analysis Results

El Data State
=) Data Flow

N -



"Mining Define.xml" Project
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We are on Our Way to

Complete standards end-to-end (from analysis to collection)

Content for standards implementation (e.g., value level metadata)

Digitize therapeutic area user guides
Extend the CDISC Library model to include biomedical concepts

Set up a collaborative curation and governance process

cdisc
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Thank You!

Peter Van Reusel

pvanreusel@cdisc.org
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