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Approach for Managing )
Global SDTM Standards
and Mappings

Global (TA-level context)

Key Features:

Global Standard (Purpose-level context)
e Tiered standard mappings

e Multiple versions of standards Ce i?ﬂiasri Source Global SDTM Specification
e Multiple versions of Control terminology,
including Sponsor control terminology _.--=  Domains
e Management of “Value level” metadata S
e Standard transformation maps included ’ Variables Value Level
out-of-the-box | | e, G P
e Custom transformation maps creation Terminolagy

and management
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Global (TA Context)

Approach for Automation  cese:

(Purpose Context) e Identify the target SDTM

f E ;t d E ; D I I\/I E ; metadata and mappings
O u y p e C Global Std Source L i > Global SDTM
Metadata (ALS + DTS) Global Mappings Specification

and Mapping

Study SDTM
Specification

a Identify the common ° Populate the study SDTM °
K ey Features: source metadata elements i metadata and mappings
_ . _ TA Context | i |
e Auto-generation of Study SDTM spec using mappings | : |
e Support for Define.xml V 2.1 Compound Context i ;
e Support study-specific Value-level metadata, SECERT i :
CT, Methods ... Purpose Context i ! -

e Study specific mappings and transformation functions

can be created Global P »|  SDTM metadata
- i cod
Source Metadata PPing from global

e Maintains a standalone code package so that outputs (ALS + DTS)

. : . Stud ifi
can be reproduced easily T =Pl DT motadata

e R-code generation for individual SDTM domain outputs

e Auto creation of submission ready SDTM XPT files. e
e Integration with P21E for Define.xml generation o ™. Provide Study Map any exceptions or study-
11" Source metadata specific Source metadata
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GEN Al based Automation of Study SDTM Spec and Mapping

Global
Standard
Mappings

Global Std
Source Metadata
(ALS + DTS)

x

I mappings

Identify the target SDTM metadata and

Global SDTM
Specification

Identify the common .
source metadata elements |

mappings

Populate the study SDTM metadata and

-

Source Metadata

1
(ALS + DTS) + ]
Stud ' v
y - - I € !
SDTM Unmapped Source ]
C_’]t_\J - . . s Study SDTM
Specs Study-specific mapping using 1 » Specification
Provide Study SDTM RAG : ]
Source metadata | SDTM CoPilot |_ . e I
k Study-specific Transformations |
|
Study e SDTM
SDTM Source Data [~ = * =P * = =P SDTM Programs = : =p d:h— - > Submission
Datasets
Programs Auto Generate SDTM Programs Generate Submission
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BRAIN - SDTM: Key Business Outcomes ()

SDTM automation in BRAIN typically achieves 50% reduction in effort and
69% reduction in timelines for generation of outputs per study

Typical Industry Metric Outcomes with BRAIN - SDTM

ooatmam 26 Day's 13 Days 5%

rogamming /¢ 20 HOUT'S 62 Hours 6%

SDTM output

generation e 8 hours avg per domain x 25 domains e 2.5 hours avg per domain x 25 domains
e For typical standards based studies e For typical standards based studies
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