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Disclaimer

The opinions expressed in this presentation and on the
following slides are solely those of the presenters and not
necessarily those of Novartis.

Novartis does not guarantee the accuracy or reliability of
the information provided herein.
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Metadata Content
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Metadata Content

Overview : from collection to analysis
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Metadata Content

Global Global Global Global
Metadata Tests Queftnon- Conversion
naires
Global Global Global Global A‘i‘:.:z:s
Codelists Tests Units Questions Precision e
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Metadata Content

What is in the Global Metadata?

Proc Contents

[ [ )/
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Metadata Content

What are the derivations?

CRF.DM
SDTM Domain  Element  Contributing Domain  Contributing Element Derivation
ﬁ SDTM.DM USUBJID  CRF.DM USUBJID KEEP
\ SDTM.DM AGECL  CRF.DM AGECL KEEP
SDTM.DM BRTHDDT CRF.DM BRTHDDT KEEP J
CRF.SV
SDTM Domain  Element  Contributing Domain  Contributing Element Derivation
gﬁ SDTM.DM DMDTC  CRF.SV USUBJID | EVENT | SVSTDTC MERGE
SDTM.DM RFSTDTC  CRF.SV USUBJID | SVSTDTC MERGE | REFSTART )
SDTM Domain  Element  Contributing Domain  Contributing Element Derivation
;ﬁ SDTM.DM BRTHDDTC SDTM.DM BRTHDDT DTC
SDTM.DM DMDY CRF.DM DMDTC|RFSTDTC STUDYDAY J
Qé Checks (Pinnacle 21 and others)
SDTM.DM
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Adapting Metadata to
Clinical Study Needs
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Adapting Metadata to Clinical
Study Needs

Data Collected

CRF |

Elements planned to be used
Global (based on data collection)
Metadata
Repository
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Adapting Metadata to Clinical
Study Needs

TFLs
Specifications

Global

Metadata What is needed (Reporting) l:
Repository \
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Adapting Metadata to Clinical
Study Needs

Integration of
clinical needs -
Dataset
Specifications

Additional
Global Metadata Study
Modified Metadata
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Adapting Metadata to Clinical
Study Needs

Data Collected .
Integration of

TFLs clinical needs -
Specifications

Dataset
Specifications

—

v v
Elements planned to be used %
Global (based on data collection) [ )
Metadata ;' What is needed (Reporting) : Additional 1 |
Repository \ " Global Metadata\ | Study | |
\ Modified \\/ Metadata
| |
|
STUDY METADATA
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Metadata Flow
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Metadata Flow

From study metadata to the study deliverables

Define.xml contains structured metadata on different levels and covers

SDTM and ADaM

«sDataset definitions

«sDatasets variables definitions
«\/alue Level Metadata definitions
««Controlled Terminology Definitions
««Computational Methods _

Same content as our
metadata repository

Metadata allows to

*sPublish the information in several formats
«Specifications
sedefine.xml
««Generate template code for deliverables
*sMaintain traceability
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Metadata Flow

From global metadata to study metadata
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Metadata Flow

From study metadata to SDTM and ADaM

e el s
SAS SAS
Templates Templates
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Metadata Flow

Template code generation

SDTM Domain  Element  Contributing Domain  Contributing Element Derivation

SOTM.OM USUBJID  CRF.DM uUsuBJID KEEP

SDTM.DM AGECL CRF.DM AGECL KEEP

SOTM.DM BRTHDDT CRF.DM BRTHDDT KEEP 4

SDTM Domain  Element  Contributing Domain  Contributing Element Derivation

E—
—

N

N

: REPORTING ACTIVITY @ Reporting Activity CSR/DK....
: PROTOCOL @ (protocol)

E PROJECT : (progect}

*x DESCRIPTION @ Create SDIN dn dataset
R

FEZEEREREEER

-5

-

zsetup;

/% Reep variable fron main input file ®/
7Keep(sourcef ile=CRF_DN, targetfile=SDIN_DM, keeplar=USUBJID AGECL RACEOR BRTHDDI);

/% Retrieve MDIC fron SV donain by Subjid and Fvent %
#Merge(sourcef ile=SDIN_DM, sourcef ile2=CRF_SU, TargetUar=DHDIC);

7% Retrieve RESIDIC fron SV donain by Subjid *
#Merge(sourcef ile=SDIN_DM, sourcef ile2=CRF_SU,TargetVar=RRSIDIC);

7% Create DIC representation for Birth Date */

’ #Dte(sourcefile=SDIN_DM, TargetUar=BRTHDDIC);

~

.

SDTM.DM DMDTC CRF.SV USUBJID | EVENT | SVSTDTC MERGE

SOTM.OM RFSTDOTC  CRF.SV USUBJID | SVSTDTC MERGE | REFSTART .

SDTMDomalin Element Contrlbuting Domain  Contributing Element Derlvation

SDTM.DM BERTHDDTC SDTM.DM ERTHDDT

|SDTM.DM CRF.DM DMDTC | RFSTDTC STUDYDAY J
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/% Caleulate Study Day */
#Study_Day(sourcefile=SDTM_DM, TargetUar=DHDY);

7% Run final Checks */
#Check(sourcef ile=SDTH_DN);
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Metadata Flow

Template code capabilities

««Create datasets, variables, tests/parameters

««Copy common variables from one dataset to all other datasets that share
primary keys

*«Implement database attributes to the data

««Order variables

««Sort observations

«Create user defined format catalogs, analysis parameters, or derivations

*«Move variables between datasets and their suppqual datasets (simple flag
in the variable-level metadata)

««List discrepancies between the data specification and the database,
including structure and valid values

«« Add integrity constraints to the data

««Compare the consistency of study structure with standards or another
study
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ADaM Specificities in Terms
of Metadata

) NOVARTIS



ADaM Specificities in Terms of
Metadata

21

s Few derivations « All about derivations
s Simple derivations e More complex derivations
= Mostly standard *« Need more flexibility to

adapt to analysis needs

Metadata Structure : IDENTICAL
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ADaM Specificities in Terms of
Metadata

Coverage Element Level Metadata Value Level Metadata

Addition of new rows

Analysis parameters X

Analysis timepoints X

Addition of new columns

Grouping : variable level (ADSL) X

Categories X
Analysis sets X X
Analysis flags X

Criteria flags X
Imputations

Imputations X X

<Non-exhaustive list>
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ADaM Specificities in Terms of

Metadata
a I
Metadata
Automation

o
Plug user code and
specifications in the
different levels of
metadata

Consistency between all deliverables
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ADaM Specificities in Terms of
Metadata

Elements

planned for use What is needed

Study specific
(based on
analysis needs)

updates and
additions

(based on
collection)

Analysis Dataset

Element/Variable

Controlled Terminology

Value Level Metadata : Analysis parameters, categories, criteria, ...

Derivations incl. Plug user code
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ADaM Specificities in Terms of
Metadata

ADaM Challenges

««OCCDS, Safety: standard derivations

««BDS, Efficacy: Complex and study
specific derivations that can not be

easily standardized

eestandardization of content and
parameters with a lot of analysis driven
variability : complex and/or high time
consuming across a large portfolio
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Conclusion
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Conclusion

Challenges

«« Flexibility
*«Maintenance
*New standard = new metadata
eeversionning
*«CDISC compliance
e Standardization highly time consuming
s Training

Value

««Study level programming more efficient

s Deliverables content and workflow

« Structured, consistent and CDISC-compliant deliverables
s Traceability

s Automation
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Thank you
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