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CDISC tranSMART master tree via tranSMART
clinical study tree.

Work Package Number: WP3&WP4

Dorina BRATFALEAN, CDISC
Adriano BARBOSA DA SILVA, LCSB
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AGENDA:

v Goal

v" Input, output

v' Achievements

v Proposition of planned activities 2015-2016

v Resource and/or material needs to be addressed.
When? How?
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eTRIKS tranSMART goals

»tranSMART Standards Master Ontology Tree (TM-SMOT)
designed based on the SDTM model.

»SDTM IMI clinical study data mapped via the MT-SMOT and
going on the tranSMART tree CDISC standard model

» CDASH IMI Clinical data mapped via the MT-SMOT and going
on the tranSMART three CDISC standard model
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eTRIKS tranSMART tree procedures

d Operational side

to define variable, term, data label, validation test
 Development side

to design template forms (e.g. TM-SMOT)

to define business rules (e.g. split data, annotation tranSMART language )
to test the mapping/upload processes

(e.g. a kettle job "create_clinical_data.kjb®)

 Strategic side

what are we doing, new capabillity, planning, validation



eSHARE Downloads

Welcome to eSHARE
":("'I .
Y
Y1y SHARE
eSHARE Catalog: 2015-09-29

This catalog pr
.

nt through eSHARE using their account on the CDISC web site
oads

a listing of the eSHARE content available for download as of the above d
h .

CDISC sources
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'SDTM metadata version

ame
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CDASH
SDTM
te Content | Version Type il
uuuuuuuuuuuuuu etad s ODMVL: S0TM15(1633)
''''' Date Posted | Content Version Type Download Files
undle
......
uuuuuuuuuuuuuuuuuuuuuuuuuu 2015-07-14 |SDTM IG Diff 33(0raft)-  |ForReview o Excel
32
nnnnnnnn
2015-07-14 |SDTM (IG) 15(33) ForReview | Excel
(Draft)

SDTMIG version

ISC SDTM Implementation Guide (Version

®coisc

Study Data Tabulation Model
Implementation Guide:
T

SDTM model version

oo aricn

Huma als

http://www.cdisc.org

odel
Codolist ¢, tensible_|Codelist Name
ode

Control terminology version

Treatment

NCI Preferred Term

,,,,,
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d Operational side

The study package — An overview — Challenge MT
SDTM model use case

iInnovative
medicines
initiative

eTRIKS

Clinical Study SDTM files

et project sources

Alignment across SDTM domains:

* One version SDTM IG per study/side

* One version SDTM model per study /side

* One version Control terminology per study /side
* One version SDTM metadata per study/side

* One version SDTM Clinical study metadata

* ETL directory of the transSMART

ys://github.com/transmart/tranSMART-ETL/tree/master/Postgres/GPL%201.0/Kettle/Kettle-ETL
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Study Data Tabulation Model (SDTM)
Observation Class

U5 TANONSE

Class - Special-
Class - Event - Findi Class - Interventions
a Class - Finding I Purpose
Domains Domains Domains Domains

CIENCT O]

) (e (o)
) [n

= (e
(5)(x] [}

Variables (Identifiers, Topic, Qualifiers, Timing)
Values ( SDTM terminology)

me

medicines
o~ |INitiative

m l\ inn%\_/a_tive

 Operational side
SDTM model use case

S319VIYVA 40 43040

Events
Domain .
Pomin | o SDTM DOMAIN
AE Adverse Events
CE Clinical Events
DS Disposition
DV ProtocolDeviation
HO Healthcare Encounters .
et _ Variable role
Findings | d o
‘ entifier
];‘:n:;l: Domain [
DA Drug Accountability
LB Laboratory Test Results
VB Microbiology Specimen (" ™y 4
MO Morphology CI I t t.
EG ECG Test Reslts - — Ei H ass - n erven [Ons
PC Pharmacokinetic Concentrations Class Event Cla‘ss Flndlng
PP Pharmacokinetics Parameters l\ \_
TR Tumor Results J
v Tumor Identification
SC Subject Characteristics V . M '
ariable role ] { ]
— { ~ Variable role Variable role
Domain . ] . .
P | o { Topic } [ Topic ] [ Topic }
M Concomitant Medications
EC Exposure as Collected 1F1 L) r
T { Qualifiers } [ Qualifiers ] { Qualifiers }
PR Procedures
SU Substance Use
Special-Purpose
Domain .,
Prefix Domain ;
e { Variable role ]
emographics
SE Subject Elements N N
v Subject Visits [ T| min g J

-
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d Development side
SDTM model use case

A E ] i 1] F
Seq. For Order Observation Class | Domain Prefiz Domain Variable Name Variable Label Type |, Controlled Role Core | Seq For Order |, Heule name Variable label (data _label) | Usage ar MasterTree category_cd
. Terms of Format b {control_vocal_codel a_ g gary_c
N I L ¥ v v L L L ¥ L
| Findings Abiut SR Skin_Responze (3R] ATUCYID Shudu = e Char Idenifier Fieg 1 TUCYID Study Identifier oM
& Findings About oo Skin_Responze (3R] COMAIN comain Abbreviation Char R Idenifier Fieg ¢ DOMAR Diomain Abbreviation oM
3 Findings About o] Skin_Fiesponze (SR 17 Uniue Subject Identifier Char Identifier Fieq + USRI Unique Subject [dentifier| SUBJ_IC) SUBJD
4 Findings About SR Sha ._“*'nnﬁe,[sp‘ SREEQ Sequence humber Hum Identifier Fieq 4 SRSEQ Sequence hlumber oI
Th-AsthmasFindings-
Bbouk_Clazs_Domainz+Skin Respon
Char Identifier Perm & SRGRPID Group D Lewel of zub-branch g6_[SRJ+ldentifier
Chat Identifier Perm & SAREFID Referenie 10 oM
T Findings Bbout R SFin_Respanze_[5A] SREPIO Spangar-Oefined Identifier Char Identifier Perm 7 SRSPID Sponscr-Defined |dentifier Lewel of zub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
8 Findings About SR Skin_Responze (SR SRTESTCO Shin Fespanze Test or Exam Shart Mame Char Tapic Req & SRTESTCO SkinFResponze Test or Exam Shart Mame Level of sub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
9 Findings About SR Skin_Responze (SR SRTEST Shin Fespanze Test or Examination Name Char Sunanym Gualifier Req 4 SRTEST SkinResponze Test or Examination Mame — Level of sub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
10 Findings About SR Skin_Responze (SR SROB Object of the Chi=ervation Char Reciord Cualifier Req 10 SROBY Object of the Obsenvation Lewel of zub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
11 Findings Abiut SR Skin_Responze (SR SRCAT Cateqany for Test Char Grouping Gualifier Perm 11 SRCAT Categany for Test Lewel of zub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
12 Findings About SR Skin_Responze (SR SRECAT Subateqony for Test Char Grouping Gualifier Perm 12 SRECAT Subwateqory for Test Lewel of zub-branch TA-AsthmasFindings-Abaut_Clazs Domaing
13 Findings About SR Skin_Responze (SR SRORRES Results or Findings in Original Units Char Result Cualifier Eip 1% SRORRES Result ar Findings in Original Units oM
14 Findings About SR Skin_Responze (SR SRORRESL Original Units Char LMIT Wariahle Gualifier Eip 1+ SRORRESU Original Units oM

The business rules (a few of )

The define the variables which will be included in the Level of sub branch based on the SDTM role
The rules for splitting dataset in sub datasets, for annotation, for conversion....
To lunch job for upload data into tranSMART...

4

L)

*

J
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S

*

e

*

12b2 workflow design ...
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SDTM&CDASH models use cases
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The annotation-mapping/upload processes

eTRIKS

SDTM-CDASH TM-SMOT

Study Tree
A

Variables
selection

Clinical
Mapping
file

12b2 tree workflow

eFor each specific SDTM/CDASH domain, determine which variables are relevant to be used as a sub-branch level for the i2b2 tree;
/
. . N
eAnnotate the variales according to:
*a) Source
*b) Usage at the master tree )
~
eUsing the SDTM or CDASH implementation guides, place variables at the i2b2 tree acording to its classification;
.
eDefine weather the variables values adopt specific standard terminology
/
*Map study variables according to 1.
4

eCreate a typical tranSMART Clinical Mapping File with the variables from the study mentioned in 5. using for the category_cd the topology defined at 3.
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Achievements:

J Strategic side

tranSMART Standards Master Ontology Tree (TM-SMOT) ready for

A. SDTMIG 3.2 -TM-SMOT: CDISCO01 TM-SMOT

B. TAUG Asthma v1.0 - TM-SMOT
- satm-ta-ast
- satm-ta-ast
- satm-ta-ast

nma-med-devices-TM-SMOT
nma-routine-TM-SMOT

nma-taug-TM-SMOT
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Clinical study CDISCO01 use case

A. Clinical Study SDTM CDISCO1 files

5. Special-Purpose

Domain Prefix Domain
DM Demographics (DM)
SE Subject Elements (SE)
Sv Subject Visits (SV)

6. General Observational Classes
6.1 Interventions

Domain Prefix Domain
cMm Concomitant_Medications (CM)
EX Exposure (EX)
6.2 Events
Domain Prefix Domain
AE Adverse Events (AE)
DS Disposition_(DS)
MH Medical History (MH)
6.3 Findings
Domain Prefix Domain
DA Drug Accountability (DA)
EG ECG_Test Results (EG)
IE Inclusion_Exclusion_Criteria_Not_Met_(IE)
LB Laboratory Test Results (LB)
PE Physical_Examination_(PE)
QscG Questionnaire (QS)
Qscs Questionnaire (QS)
QSMM Questionnaire (QS)
VS Vital _Signs (VS)
sc Subject_Characteristics (SC)
7. Trial Design
Domain Prefix Domain
TA Trial Arms_(TA)
TE Trial Elements (TE)
Tl Trial_Inclusion Exclusion_Criteria (TI)
TS Trial Summary Information (TS)
v Trial_Visits (TV)
8. Relationship
Domain Prefix Domain
SUPPDM Supplemental Qualifiers SUPPDM
SUPPCM Supplemental Qualifiers SUPPCM
SUPPEX Supplemental Qualifiers SUPPEX
SUPPAE Supplemental Qualifiers SUPPAE
SUPPEG Supplemental Qualifiers SUPPEG
SUPPLB Supplemental Qualifiers SUPPLB
SUPPQS_CG Supplemental Qualifiers SUPPQS CG
SUPPPQS_CS Supplemental Qualifiers SUPPQS CS
SUPPQS MM Supplemental Qualifiers SUPPQS MM

SUPPVS Supplemental Qualifiers SUPPVS
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Clinical study CDISCO01 use case
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A. SDTM TM-SMOT CDISCO01 use case

SDTM CDISCO1 datasets

SDTM Questionary splitted datasets
domain

6

472 SDTM Suplimatary datasets domain

SDTM Classes

u SDTM Classes « SDTM Domain SDTM Variable

0 5 10 15 20 25
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Clinical study CDISCO01 use case
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TranSMART A. CDISCO01 Tree Clinical Data

SDTM Study Identifier

CDISCO1 SIS LEGEND
5. Special-Purpose SDTM Domains FOLDER
Demographics_(DM) Study Identifier
Subject_Elements_(SE) Observation Class
Subject_Visits_(SV) Domain
6.1 Interventions SDTM Domains

Concomitant_Medications_(CM)
Exposure_(EX)

6.2 Events SDTM Domains
Adverse_Events_(AE)
Disposition_(DS)
Medical_History (MH)

6.3 Findings SDTM Domains
Drug_Accountability_(DA)
ECG_Test_Results_(EG)
Inclusion_Exclusion_Criteria_Not_Met_(IE)
Laboratory_Test_Results_(LB)
Physical_Examination_(PE)
Questionnaire_(QS)
Questionnaire_(QS)
Questionnaire_(QS)
Vital_Signs_(VS)
Subject_Characteristics_(SC)

6.4 Finding about SDTM Domains

7. Trial Design SDTM Domains
Trial_Arms_(TA)
Trial_Elements _(TE)
Trial_Inclusion_Exclusion_Criteria_(TI)
Trial_Summary_Information_(TS)
Trial_Visits_(TV)

8. Relationship SDTM Domains
Supplemental_Qualifiers_SUPPDM
Supplemental_Qualifiers_ SUPPCM
Supplemental_Qualifiers_SUPPEX
Supplemental_Qualifiers_SUPPAE
Supplemental_Qualifiers_ SUPPEG
Supplemental_Qualifiers_SUPPLB
Supplemental_Qualifiers_SUPPQS_CG
Supplemental_Qualifiers_SUPPQS_CS
Supplemental Qualifiers SUPPOS MM
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Clinical study TAUG- Asthma CDISCO02 use case
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B. SDTM TM-SMOT TAUG-Asthma use case

B. Clinical Study SDTM TA-Asthma files

Domains from SDTMIG v3.2 TA-Astham v1.0

Special propose

DM Demographic
Interventions domains

AG Procedure Agents

CM Concomitant Medications

Events domains

AE Adverse Events
HO Healthc;?re En'counters 14 381
MH Medical History
Findings domains
LB Laboratory Test Results
RE Respiratory System Findings

Findings About Interventions and Events domains

FAMH Finding about Medical History

FAAE Finding about Adverse Events

FAHO Finding about Healthcare Encounters
SR Skin Response

Domains from SDTMIG-MD

OSDTM Domains OSDTM variables

Medical Devices domains

DI Device Identifier

DU Device-in-Use
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] CDISC newsletter:

http://content.yudu.com/web/2htg1/0A2hthm/Q3-2015/html/index.html?refUrl=http%3A%2F%2Fwww.cdisc.org%2Fnewsletter

1 The tranSMART Standard Tree User Guide document is under development

*» Next steps:
- 2015

v'  To finish the TM-SMOT annotation for all other SDTMIG 3.2 domains
v'  To review TM-SMOT
v'  tranSMART user guide v1.0 ready for review

v To test TM-SMOT model using IMI study dataset (e.g. UBIOPRED SDTM datasets)
- 2016

v'  To start the development of CDASH TM-SMOT

v'  To start preparing Training Material (webinar) CDISC TM Tree
v'  To start the development of PGx TM-SMOT


http://content.yudu.com/web/2htg1/0A2hthm/Q3-2015/html/index.html?refUrl=http://www.cdisc.org/newsletter
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v Resource and/or material needs to be addressed.
When? How?

o lo use elTRIKS resources

o IMI study data for testing and validation
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